Examples of wording that can be used in consent documents in 
genetic testing studies.

	Current genetic testing (i.e., purpose of the study)

	1. general description of the test
	“We will draw a small sample of blood from you (amount).”

“Using a cotton swab, we will take a sample of cells from inside your cheek.”

	2. statement of the purpose of the test
	“The sample will be used to create a cell line, which is living tissue.”

“The sample will be tested to see if there are markers on the gene that relate to XX.”

	3. obtaining professional genetic counseling prior to signing the consent form
	“If you do not understand what a genetic test is and wish to receive professional genetic counseling prior to signing this consent form, please let us know.”

	4. test results

	“Because the meaning of research results are not usually fully understood, these results generally are not made available to subjects or their doctors.”

“You will not receive the results of research done with your specimens.  This is because research can take a long time and must use specimen samples from many people before results are known.  Results from research using your specimen may not be ready for many years and will not affect your care right now, but they may be helpful to people like you in the future.”

“A positive test result is an indication that you may be predisposed to or have the specific disease or condition tested for and you may wish to consider further independent testing, consult your physician or pursue genetic counseling”**

**may be modified by the IRB in case the research protocol doesn’t permit such degree of specificity


	5. a general description of each specific disease or condition tested for**
**may be modified by the IRB in case the research protocol doesn’t permit such degree of specificity
	“We are gathering genetic material, or DNA, from persons who have XX to learn more about how genes affect the development of XX and how genes affect a person’s response to medications.”

	6. level of certainty that a positive test result for that disease or condition serves as a predictor of such disease.  If no level of certainty has been established, this subparagraph may be disregarded**
**may be modified by the IRB in case the research protocol doesn’t permit such degree of specificity
	“We do not expect to discover any information of direct clinical relevance to your condition or your treatment during the next few years.”   (results not given to subjects/physicians)

	7. name of the person or categories of persons or organizations to whom the test results may be disclosed
	“The blood sample [without your name] will be sent to a repository in XX.”

“Your DNA and other information will be stored at the National Institute of Mental Health.”

	8. statement that no tests other than those authorized shall be performed on the biological sample and that the sample shall be destroyed at the end of the testing process or not more than sixty days** after the sample was taken, unless a longer period of retention is expressly authorized in the consent


	“No other tests will be performed on the sample and the sample will be destroyed at the end of the testing.”
“Your sample will be kept indefinitely.” **
**with approval of the IRB & written informed consent of the subject, samples may be kept for longer than 60 days & utilized for scientific research.

	9. signature of the individual subject of the test or, if that individual lacks the capacity to consent, the signature of the person authorized to consent for such individual
	Signature page

	10. Any further disclosure of genetic test results to persons or organizations not named on the informed consent shall require the further informed consent of the subject of the test.
	“We may provide your DNA and other informaion to qualified scientists around the world to study how genes cause XX and how genes affect medication response.”

“If we want to share the results of your genetic tests with other people or groups not listed in this form, we will get your consent first.”

	11. Samples may be used for tests other than those for which specific consent has been obtained, for research purposes, pursuant to a research protocol approved by an IRB, provided the individuals who provided the samples have given prior written informed consent for the use of their sample for general research purposes and didn’t specify time limits or other factors that would restrict use of the sample for the test and 

· The samples have been permanently stripped of identifying information or
· A coding system has been established to protect the identity of the individual who provided the samples, and an IRB has reviewed and approved the procedures for the coding system.
	Optional:
Checkboxes on the signature page (“I do/do not agree that my specimen[s] can be used for future genetic testing.”)

Part of the study purpose:

“If we need additional information or testing not yet identified or covered by this consent form, you may be asked, in the future, to participate in a continuation of this study.  At that time we will provide you with the information and a new consent form.”



	12. If consent to storage of the tissue sample is withdrawn at any time, the entity storing the sample shall promptly destroy the sample or portions thereof that have not already been used for research purposes.
	“If you decide that you don’t want us to keep your samples, let us know and we will destroy them.”

“If you decide that you don’t want to be in the study ahy more, let us know and we will remove you fom the data; however, any samples and data that have been deidentified cannot be destroyed or removed.”

	Note:  Above directions apply to identifiable samples for current genetic testing.  Per the regulation:  consent form provisions above would not apply to genetic tests performed on anonymous samples for research or statistical purposes, pursuant to a research protocol approved by an IRB which assures the anonymity of the sources of the samples.

	Note:  Additional genetic testing may be performed on a sample without additional consent of the person tested provided such testing is necessary and required to demonstrate the integrity of the sample tested or to resolve the analysis of a test with a previously indeterminate result.

	Note:  family members of an individual who provided a stored tissue sample can’t be contacted for clinical (treatment), research or other purpose without “third-party” considerations.

	
	

	Future genetic testing (not part of the study)

	1.  A statement that the sample will be used for future genetic tests
	“Sometimes tissue and blood are used for genetic research (about diseases that are passed on in families).”

	2.  the time period during which the tissue will be stored, or if no time limit is specified, a statement that the tissue will be stored for as long as deemed useful for research purposes
	“If you allow us to use your samples, they will be kept indefinitely, as long as they are useful for research.”

	3.  description of the policies and procedures to protect data confidentiality
	“Records about you and the genetic testing results will be kept in a coded fashion by . . .  Only authorized people will have access to the records.  The file room where data are kept is locked except during business hours.  No forms will include your name, Social Security number or identifying information.”

	4.  statement of the right to withdraw consent to use of tissue for future use at any time and the name of the organization that should be contacted to withdraw consent
	“If you decide now that your tissue and blood can be kept for future research, you can change your mind at any time.  A written withdrawal of consent should be submitted to the study team.  Then the tissue and blood not already used for research will be destroyed.”

	5. statement allowing individuals to consent to future contact for any and all purposes, including the following:

· research purposes

· provision of general information about research findings and
· information about the test on their sample that may benefit them or their family members in relation to their choices regarding preventive or clinical care
	“I agree to be contacted to give permision for additional tests to be done on my specimens.” (coupled with the statement:  “We must obtain your consent to future genetic testing of samples that identify you.”)  

“I do/do not agree to be contacted in the future should the rare situation come up where the researchers decide that a specific test result would provide important information for my or my family members’  health.”

	6.  Benefits/risks of future contact
	“Because neither you nor your doctors will be given the genetic test results, we do not anticipate any direct risk or benefit to you if we contact you in the future.”

	Note:  Prior to the performance of any genetic test upon the stored samples, informed consent must be obtained if samples can be linked back to the subject (identifiable).

	Note:  Genetic testing may be performed on identifiable specimens from deceased persons if informed consent is provided by the next-of-kin.

	
	

	Example wording for risk:

An insurance company might consider participation in a genetics study an indiciation of higher risk because it implies that there is a genetic condition.  This might then hurt your access to health or other insurance.  If you tell your family doctor that you have participated in this study, or if you tell your doctor about any specific aspects relating to your participation, this information may then become part of your medical record with this doctor.  Insurance companies routinely have access to such records.  We will not release information about you or your family to your doctor unless you authorize us to do so.

Sometimes, health records have been used in a way that is harmful to subjects and their families.  For example, employers may not hire someone with a certain illness (such as AIDS or cancer).  The results of genetic research may not apply only to you, but to your family members, too.  For diseases caused by gene changes, the information in one person’s health record could be used in a way that is harmful to family members.


9/16/2009:

The Genetic Information Non-Discrimination Act (GINA) makes it illegal for health insurers to deny coverage or charge a higher rate or premium to an otherwise healthy individual found to have a potential genetic condition or genetic predisposition towards a disease or disorder. GINA also makes it illegal for employers to use an employee's genetic information when making hiring, firing, placement, or promotion decisions. The House and Senate passed the bill, sponsored by Rep. Louise Slaughter (D-N.Y.), during the 110th Congress.
EXC 292  

21-a.  "Predisposing  genetic characteristic" shall mean any inherited

  gene or chromosome, or alteration thereof, and determined by  a  genetic

  test  or  inferred from information derived from an individual or family

  member that is scientifically or medically  believed  to  predispose  an

  individual  or  the  offspring  of  that  individual  to  a  disease  or

  disability,  or  to  be  associated  with  a  statistically  significant

  increased  risk  of  development  of  a  physical  or  mental disease or

  disability.

    21-b. "Genetic test" shall mean a test for determining the presence or

  absence  of  an  inherited  genetic  characteristic  in  an  individual,

  including tests of nucleic acids such as DNA, RNA and mitochondrial DNA,

  chromosomes  or  proteins  in  order  to identify a predisposing genetic

  characteristic.
Some examples of protected tests:

 - Tests for BRCA1/BRCA2 (breast cancer) or HNPCC (colon cancer) mutations

 - Classifications of genetic properties of an existing tumor to help determine

therapy

 - Tests for Huntington disease mutations

 - Carrier screening for disorders, such as cystic fibrosis, sickle cell anemia, spinal

muscular atrophy, and the fragile X syndrome

Additional information is available on this website:

http://www.genome.gov/24519851
