***This template may be used as a standalone document or incorporated into the parent consent if part of a larger research study. It should be used to make a consent that is applicable to your genetic testing study.  The instructions and other tips in purple italics should be removed and the font made consistent throughout.
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	Informed Consent Information for Collecting Biological Samples for Genetic Testing



Title of Research Study:      
(Add this information if this is an externally sponsored protocol)
Sponsor/Funding Source:           
Sponsor Protocol #:             

Principal Investigator:           
       (Person in Charge of this Study)

Institution, Department or Division (As Applicable):           
Address:      
Telephone #:      
Study Coordinator (If Applicable):       

Telephone #:     
(Add the following if the participants will be patients at ECU or Vidant)

Participant Full Name:  __________________________________Date of Birth:  ___________________                                            Please PRINT clearly

[image: image1]
[If this study is federally funded, you must add a concise and focused summary of information]
[A concise and focused presentation includes key information that is most likely to assist a prospective participant (or their legally authorized representative) in understanding the reasons why one might or might not want to participate in the research.  This is a new regulatory requirement and if this information is not included, the consent will be returned to you for edit.  This section should be no longer than half a page and include a very brief description of the purpose of the research (e.g., the condition under study or goal of the project), a brief summary of inclusion/ exclusion criteria that will be used to determine eligibility for the study, the time or other commitment required of the participants for participation in the study, and a list of the most common risks and benefits, if any. Examples of this summary can be found here. ]

[Add this statement if this study is targeting a patient population]

Should you agree to participate in this research, a copy of Page One of this document will be included in your medical record.

Why do you want to take [and/or] store my [blood and/or tissues]?

We would like to study your genes and we can obtain those genes from your [blood/ tissue].  You are currently being asked to participate in a partner research study under the direction of [PI’s name from partner study].  We are also asking you to participate in this separate research study.  This purpose of this study is to [describe purpose, such as develop a tissue bank, develop new tests to find diseases, look for relationships between genes, the environment, and people’s habits or diet, and different diseases, etc].  We are asking if we may collect, then store and use, now and in the future, your [blood / tissue] sample to look at your body’s genes.  You [do/do not] have to agree to have your [blood / tissue] collected, stored, or used for genetic purposes in order to take part in the partner study listed above.

Genes control how your body grows and changes, and how your body reacts to certain things.  Genes are what we get from our parents that help make our bodies what they are.  For example, eye and hair color depend on the genes we got from our parents.

We want to find out how genes work in [name the disease or condition].  It may be true that some people are more likely to have [describe the disease or condition] because of their genes.  We would like to learn more about this.
How will my [blood and/or tissue] be obtained?

If you agree to let us study your genes, we will need to take [blood / tissue] samples during the following visits:

· [Describe in plain language when these samples will be taken and how those samples will be taken, such as “The sample will be taken during one of your scheduled biopsies.” Or “We will draw an extra tablespoon of blood at your first study visit.”]

· The [blood / tissue] [will/will not] be taken at the same time as your study visits for the [name the partner study in which the individual is currently participating].  [If not at same time as another study visit “We will ask you to come into the [name the location] to have the [blood / tissue] sample taken, separate from your other research visits”].
OR

If you agree to let us study your genes, we will use a sample of [blood / tissue] that would normally be discarded from [state where this sample would arise if not being collected for research purposes].

[Please select the section that applies to your study from the following 3 sections (A, B, or C) and delete the two that do not apply:]

[A.
If the samples will be unlinked to the person’s identity, use this section.  A line is provided at the bottom of each page for the participant to initial, indicating that he/she chooses to have genetic testing done and that the genetic testing has been adequately explained to him/her.]

1. Once the sample is taken, it will forever be separated or “unlinked” from your name.  This will protect your privacy; but it means that you will not be able to receive any results.

2. Suppose the scientists discover that your blood sample carries a gene for a disease.  Because the sample is anonymous, that is, not labeled with your name or any code linking to your name, East Carolina University (ECU) will not be able to provide you with this information.  In other words, because the blood sample has been made anonymous, information about it cannot be communicated to you.  If you are concerned about a potential genetic disease or problem, you and your doctor might choose to do a test separate from this research.  You should discuss this option with your doctor or a genetic counselor.

3. Information gathered during the research cannot be shared with your family members.  Genetic information about you will often apply (in one degree or another) to family members but we will not be able to share that information with any family members since we will not be able to identify the family that could be affected by our findings.

4. Even though your name will not be connected to the [blood / tissue] sample, other information about you might still be connected.  For instance, information about race, ethnic background, your gender or even your medical history, might be made available to scientists studying your [blood / tissue].  Such information might be important for research or public health.  It is possible that genetic information might come to be associated with your racial or ethnic group.

5. You can refuse to allow your [blood / tissue] to be studied or saved for future research.  However, once you agree to allow scientists to use your [blood / tissue], it will be impossible for you to withdraw that use from any research project.  This is because the sample will have been made anonymous and it will not be possible to find which sample is yours.

6. [Inform participants if subsequent investigators may be given access to samples with direct or indirect identifiers]  If you agree that your samples and related health information can be shared with other investigators, in the future, please initial the “YES” below.  If you do not want your samples to be shared with other researchers in the future, please initial the “NO”.  
 YES: __________ 
NO: __________

[B.
If the samples will be linked to the person’s identity but he/she will not be re-contacted, use the following paragraphs. A line is provided at the bottom of each page for the participant to initial, indicating that he/she chooses to have genetic testing done and that the genetic testing has been adequately explained to him/her.]

1. Your [blood / tissue] sample will be stored under your name or a code linked to your name.  Your identity will be protected as much as possible.  Your records might be reviewed by government officials, the East Carolina University & Medical Center IRB (UMCIRB) members or support staff, or by corporate research sponsors.  The University works with many other organizations, and information is sometimes shared among them.  However, no information shared with other investigators will include your name or other identifier.

2. Genetic information about you sometimes applies to other family members.  It is not generally ECU’s policy to provide genetic information about you to your family members.  However, certain studies, called “pedigree studies”, share such information among family members.  This research does/ does not involve sharing genetic information about you with other family members.[If study does share]  If you are willing to have that information shared, please initial the “YES” below and sign this consent addendum.  If you do not want that to occur, initial beside the “NO” to indicate you do not want information shared with your family members.  YES: __________ 
NO: __________
3. In addition to your name, other information about you might be connected to your [blood / tissue] sample.  For instance, information about your race, ethnic group, gender, or even your medical history, might be available to investigators studying your [blood / tissue].  Such information might be important for research or public health.  It is possible that genetic information might come to be associated with your racial or ethnic group.

4. Genetic research raises difficult questions about informing you of any results, now or in the future.  Some people want to know what is found; others do not.  The risks of knowing include anxiety and other mental distress, and the possibility of insurance discrimination.  The risks of not knowing include not being aware of the need for treatment.  But these risks can change depending on whether there is a treatment or cure for a particular disease.  It will also depend on how clear the results are from this study.  A process called “genetic counseling” is often useful and appropriate when people are learning about their genes.  You should ask your doctor if you would like to learn more about this.

5. In this study, investigators will not tell you what they find out about you, nor will they contact you if a test becomes available to diagnose a condition you might have or later develop.  For instance, suppose the investigators discover that your tissue sample carries a gene for a disease.  Neither ECU nor the Principal Investigator on this study will try to contact you to tell you about this discovery.  While we might not know how to test for a particular disease gene today, we might be able to test for it in the future.  The number of genes for which this will be possible in the future is quite large.

6. There are alternatives to notification by investigators.  If you are concerned about a potential genetic problem or disease, you and your doctor might choose to test specifically for that genetic disorder.  You should discuss this option with your doctor or a genetic counselor.

7. The presence of a genetic marker does not necessarily mean that an individual will develop a disease.  Informing people of all such markers without a medical need can cause unnecessary worry.  On the other hand, the absence of a genetic marker does not mean that an individual will not get the disease.  “Genetic diseases” appear as a result of a complex mixture of genes, the environment, behavior, and other factors.

8. If you decide that you no longer wish for the specimens to be stored, you should contact the researchers on the front page of this form.  It is best to make your request in writing. Any analysis in progress at the time of your request or already performed before your request being received by the researcher will continue to be used as part of the research study.  Once the researchers have been notified, your remaining specimens would be destroyed.   
9. [If samples are going to be linked, the PI may want to consider obtaining a Certificate of Confidentiality to protect the identity of the person volunteering his/her samples.]  Because your identity will be linked to your sample, we have obtained a Certificate of Confidentiality that adds additional assurances that we will not have to release your name or identity to anyone, even if that information is requested by the court.

10. [Inform participants if subsequent investigators may be given access to samples with direct or indirect identifiers]  If you agree that your samples and pertinent health information can be shared with other investigators, in the future, please initial the “YES” below.  If you do not want your samples to be shared with other researchers in the future, please initial the “NO”.  

 YES: __________ 
NO: __________

[C.
If the samples will be linked to the person's identity and he/she may be recontacted, use the following paragraphs.  A line is provided at the bottom of each page for the participant to initial, indicating that he/she chooses to have genetic testing done and that the genetic testing has been adequately explained to him/her.]
1. Your  [blood / tissue] sample will be stored under your name or a code linked to your name.  Your privacy will be protected as much as possible.  Your records might be reviewed by government officials, the East Carolina University & Medical Center IRB members or support staff, or by corporate research sponsors.  ECU works with many other organizations, and information is sometimes shared among them.  However, no information will be shared with other investigators that include your name or other identifier.

2. If you decide that you no longer wish for the specimens to be stored, you should contact the researchers on the front page of this form.  It is best to make your request in writing. Any analysis in progress at the time of your request or already performed prior to your request being received by the researcher will continue to be used as part of the research study.  Once the researchers have been notified, your remaining specimens would be destroyed.  
3. Genetic information about you sometimes applies to other family members.  It is not generally ECU’s policy to provide genetic information about you to your family members.  However, certain studies, called “pedigree studies”, share such information among family members.  This research [does/ does not] involve sharing genetic information about you with other family members.  [If study does share, include the following: “If you are willing to have that information shared, please initial the “YES” below and sign this consent addendum. If you do not want that to occur, initial beside the “No” to indicate you do not want information shared with your family members.  YES: __________ 
NO: __________”]
4. In addition to your name, other information about you might be connected to your [blood / tissue] sample.  For instance, information about race, ethnic background, gender or even your medical history might be available to investigators studying your [blood / tissue].  Such information might be important for research or public health.  It is possible that genetic information might come to be associated with your racial or ethnic group.

5. Genetic research raises difficult questions about informing you of any results, now or in the future.  Some people want to know what is discovered; others do not.  The risks of knowing include anxiety and other mental distress, and the possibility of insurance discrimination.  The risks of not knowing include not being aware of the need for treatment.  These risks can change depending on whether there is a treatment or cure for a particular disease.  It also depends on how clear the results are from this research.  A process called “genetic counseling” is often useful and appropriate when people are learning about their genes.  You should ask your doctor if you would like to learn more about this.

6. The Investigator may try to get in touch with you in the future, to find out about your health, but this is not certain.  If you are contacted and want to know what the investigators have learned about your  [blood / tissue] sample, you should understand that one or more of the following are the kinds of things the investigators might tell you:

a) Information is too sketchy to give you particular details, but you will receive a newsletter informing you about the results of the project;

b) You carry a gene for a particular disease that can be treated;

c) You carry a gene for a particular disease for which there is no current treatment and this news might cause severe worry or other mental distress, depending on the severity of the disease; or

d) You carry a gene for a disease and you might consider informing relatives that they too, might carry that gene.   It can be very difficult to decide whether to share such information with relatives.  Genetic counselors can help sort out the various options in such a case.

e) Also, for any additional future research, scientists may contact you with a new consent form giving you more information about the proposed research.

7. You can choose to not wait for notification by investigators.  If you are concerned about a potential genetic problem or disease, you and your doctor might choose to do a test separate from this research.  You should discuss this option with your doctor or a genetic counselor.

8. The presence of a genetic marker does not necessarily mean that an individual will develop a disease.  Informing people of all such markers independently of medical need can cause unnecessary worry.  On the other hand, the absence of a genetic marker does not mean that an individual will not get the disease.  “Genetic diseases” appear as a result of a complex mixture of genes, the environment, behavior and other factors.

9. [If samples are going to be linked, the PI may want to consider obtaining a Certificate of Confidentiality to protect the identity of the person volunteering his/her samples.]  Because your identity will be linked to your samples, we have obtained a Certificate of Confidentiality that adds additional assurances that we will not have to release your name or identity to anyone, even if that information is requested by the court.
10. [Inform participants if subsequent investigators may be given access to samples with direct or indirect identifiers]  If you agree that your samples and pertinent health information can be shared with other investigators, in the future, please initial the “YES” below.  If you do not want your samples to be shared with other researchers in the future, please initial the “NO”.  

 YES: __________ 
NO: __________

What possible harms or discomforts might I experience if I take part in the research?

These are some of the risks and other facts you need to know about genetic research.  There might be other risks we do not know about yet.  No direct benefit can be promised from your participation, but some people get satisfaction in contributing to scientific knowledge about human genetics.  
[Describe any physical risks from obtaining the sample, such as risk of infection associated a surgical procedure, risk of fainting from blood draw, etc and any psychological risks, such as anxiety, depression, stress, etc.  Describe the safeguards in place to minimize these risks.]
A 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.  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.
Will researchers seek approval from you to do future studies involving the specimens?
By signing this consent form, you are giving your permission for researchers to use your specimens as described above.  Current and future research is overseen by a committee called the Institutional Review Board (IRB).  The role of the IRB is to protect the rights and welfare of research participants.  If other researchers want to use this data in the future, they will need to [complete this section as applicable].  In some cases, the IRB may require that you be re-contacted and asked for your consent to use your specimens for any future research studies.  You have the right, at that future time, not to participate in any research study for which your consent is sought.  Refusal to participate will not affect your medical care or result in loss of benefits to which you are entitled.

How long will you keep my samples?

We plan to keep your samples for [indicate the length of time the sample will be stored and used, e.g. indefinitely, for five years, until a particular gene is determined for your condition].  [Provide information on what will happen to the sample once that time period is up such as the sample will be destroyed after XX years or “We will continue to use the sample until there is no more left.”]   If you agree to provide us with a sample, it becomes the property of _____________.  

How will you keep the information you collect about me secure and how long will you keep it?

[Include how long data and identifying information will be kept.  Be sure to address security measures for both physical data and electronic data.  If you are video or audio-recording information about the individual, indicate how long those mediums will be kept and if and when they will be destroyed.  It is important to tell the person if these recordings will be used for other purposes than this research, e.g., teaching, presentations, etc.  It should also be explained where applicable, that the information may be stripped of identifiers and use in future research without anyone knowing it is information from the participant.]

Who will know that I took part in this research and learn personal information about me?

To do this research, ECU and the people and organizations listed below may know that you took part in this research.  They may also see information about you that is normally kept private.  With your permission, these people may use your private information to do this research:

· The medical staff who are taking care of you [remove this bullet point if this is not medical research]

· The research team, including (adjust as necessary) the Principal Investigator, study coordinator, research nurses, and all other research staff.  [Do not list the names of the research staff because they may change over the course of the study]

· The sponsors of this study.  [Include a description of any contract specific reasons for which the sponsor is using this information, such as monitoring the data, future research, etc.  If this study is not sponsored, delete this item.]
· Any agency of the federal, state, or local government that regulates this research.  This may include the Department of Health and Human Services (DHHS), the Food and Drug Administration (FDA), the North Carolina Department of Health, and the Office for Human Research Protections [add or delete agencies, as applicable, e.g. National Cancer Institute, Internal Revenue, Social Security Office].
· The ECU University & Medical Center Institutional Review Board (UMCIRB) and the staff who have responsibility for overseeing your welfare during this research;

·  ECU office staff who oversee this research.

· The people who work in Medical Records since a copy of the first page of this form will be added to your medical record (if the participants will be patients at ECU or Vidant.  

[If the research is being conducted in conjunction with an ECU Affiliate, another institution or a Clinical Research Office, add the following, as appropriate.  If not applicable delete these items.] 

· People designated by XXXXX (i.e, Vidant Health, East Carolina Health, Physicians East, etc.);

· Individuals who serve on a committee called a data safety and monitoring board and its staff.

· The name the Clinical Contract Research Organization and its staff;

· Additionally, the following people and/or organizations may be given access to your personal information and they are: [Delete this bullet point if there is no one or no organization to list]
[If study is part of a clinical trial, include the following FDA required element of consent:] 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This Web Site will not include information that can identify you. At most, the Web Site will include a summary of the results. You can search this Web site at any time.

Will there be any cost to you for storage of the specimens or the genetic testing?
There will be no cost to you for the storage and use of the specimens for research purposes.

Will you receive anything for the use of your specimens?
If the research conducted on your sample leads to a commercially valuable product, you will not be eligible for any of the profits either because it will be impossible to identify the sample that led to the product or because you are transferring ownership of that sample.  [Or if participants are eligible for profits, please describe]
[Choose ONE applicable sentence.  Describe payment or gift and schedule for their receipt. Address how payment will be prorated in the event the subject withdraws from the study prior to completion.   Include information about any genetic counseling that may be made available or any reimbursement for parking, transportation, etc.]
You will not receive anything for taking part in this research.

You will receive [specify] for taking part in this research.  
What if I decide I do not want to continue in this research?

Taking part in research is voluntary.  If you decide you no longer want to be in this research after it has started, you may stop at any time.  You will not be penalized or criticized for stopping.  You will not lose any benefits that you should normally receive by quitting. 

What if I get sick or hurt while I am in this research?

If you need emergency care:  

Call 911 or [fill in appropriate number] for help.  It is important that you tell the doctors, the hospital or emergency room staff that you are taking part in a research study and the name of the Principal Investigator.  If possible, take a copy of this consent form with you when you go.  

Call the principal investigator as soon as you can.  He/she needs to know that you are hurt or ill.  Call [name of Principal Investigator] at [Telephone # where the person will most likely reach you] or [name of sub-investigator or person who can appropriately convey this information to you] at [Telephone # where the person will most likely reach the sub-investigator].  

If you do NOT need emergency care, but have been hurt or get sick:

Contact [name of the Principal Investigator] at [the best telephone number for the person to reach you.  Do not use an office number or answering service if these individuals cannot answer questions or are aware of the research.]  Call the principal investigator as soon as you can.  As necessary, go to your regular doctor.  It is important that you tell your regular doctor that you are participating in a research study.  If possible, take a copy of this consent form with you when you go.

If necessary, the Principal Investigator or your regular doctor can assist you in identifying the appropriate place to get care.  

If you are harmed while taking part in this study: (If this is a sponsored study, it is the PI’s responsibility, when drafting the informed consent, to ensure the following information matches the language agreed upon in the contract document.)

For industry-sponsored studies include the following statement:
If you believe you have been hurt or if you get sick because of something that is done during the study, you should call [Principal Investigator or medical supervisor’s name] at [insert telephone number] immediately.  There are procedures in place to help attend to your injuries or provide care for you.  The sponsor of this study has some funds available to pay for care for injuries resulting directly from being in this study.  If you think that your injury is a result of taking part in this research and you think that you may be eligible for getting paid back for some of the costs associated with the care for injuries, let the Principal Investigator know right away.

(If research study is industry sponsored and the sponsor has indicated they will pay for research related injury, the following paragraph should be added to the consent) If you are injured as a result of taking part in this study, the sponsor will pay for the costs associated with your care.  However, because the sponsor is required by federal law to report that payment to the Center for Medicare and Medicaid Services, ECU will be asked to release your identifiable information (including your social security number) to the study sponsor.  The sponsor will only use your information to meet federal reporting obligations and to make any payments to you.  ECU will request your authorization before it releases information to the sponsor.  You have the right to decline this authorization.  If you decline, you will not be able to receive payment to cover the costs of medical treatment of your research related injuries and therefore you will be responsible for those costs.     

OR

For unfunded, federal, state, or foundation/non-profit studies, include the following statement: 

If you believe you have been hurt or if you get sick because of something that is done during the study, you should call [Principal Investigator or medical supervisor’s name] at [insert telephone number] immediately.  There are procedures in place to help attend to your injuries or provide care for you.  Costs associated with this care will be billed in the ordinary manner, to you or your insurance company.  However, some insurance companies will not pay bills that are related to research costs.  You should check with your insurance about this.  Medical costs that result from research-related harm may also not qualify for payments through Medicare, or Medicaid.  You should talk to the Principal Investigator about this, if you have concerns.

[If required, insert Sponsor’s statement about compensation for harm.]

What if you have questions about this research?

You have the right to ask, and have answered, any questions you may have about this research. If you have questions, you should contact the researchers listed on the first page of this form.

What if you have questions about your rights as a research subject?

If you have questions about your rights as someone taking part in research, you may call the ECU University & Medical Center Institutional Review Board (UMCIRB) office at phone number 252-744-2914 (days).  If you would like to report a complaint or concern about this research study, you may call the Director for Human Research Protections, at 252-744-2914. [If the participant will be enrolled and participate primarily at any Vidant Health entity, include …“and the Vidant Health Risk Management Office at 252-413-4473 or Vidant Health’s Center for Research and Grants at 252-847-1177”.  
Is there anything else I should know?

[If this research is funded wholly or in part by NIH and collects or uses identifiable, sensitive information, the following statement must be added:  Most people outside the research team will not see your name on your research record.  This includes people who try to get your information using a court order.
Will my biospecimen be used for whole genome sequencing?  

Whole genome sequencing is the process of determining the complete DNA sequence of an individual at a single time.  However, further analysis must usually be performed to provide any biological or medical meaning of this sequence.  For this research, whole genome sequencing [choose one: will/will not] occur.

[Complete and include the following paragraph if there is a real or perceived conflict of interest. If there is no real or perceived conflict of interest please remove this paragraph.]

“The Principal Investigator (or the sub-investigator, research staff member, or family member) has a potential conflict of interest that involves (provide a brief description of the conflict).  (ECU, institution’s name or office name) and (name or title of person with conflict) have developed a management plan to reduce any negative impact that would otherwise occur from the potential conflict of interest.  This plan has been reviewed by the University & Medical Center Institutional Review Board and found to be adequate to protect your rights.”
[Add any other information you think is relevant to making an informed decision about whether or not to participate in the research.]

Statement of Person Obtaining Informed Consent and Research Authorization
I have carefully explained to the person taking part in the study what he or she can expect.

I hereby certify that when this person signs this form, to the best of my knowledge, he or she understands:

· Why we are asking for [blood / tissue].

· How long the sample will be used or stored.

· What will happen to the sample at the end of the time the sample is to be used or stored.

· What the potential benefits might be.

· What the known risks might be. 

· How the information collected about the person will be used. 

· Who will be given access to the sample.

I also certify that he or she does not have any problems that could make it hard to understand what it means to take part in this research.  This person speaks the language that was used to explain this research.

This person reads well enough to understand this form or, if not, this person is able to hear and understand when the form is read to him or her.
This person does not have a medical/psychological problem that would compromise comprehension and therefore makes it hard to understand what is being explained and can, therefore, give informed consent.  

This person is not under any type of anesthesia or analgesic that may cloud their judgment or make it hard to understand what is being explained and, therefore, can be considered competent to give informed consent.

Person Obtaining Consent (PRINT)                      Signature                                    Date  
[Optional; unless required by the protocol]

Principal Investigator   (PRINT)                           Signature                                    Date  

(If other than person obtaining informed consent)
Version # or Date of Consent Document ____________


Addendum to Consent – Genetic Testing

Page 9 of 9

