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	HS#:      
	CTRC# (if applicable):      
	DATE:      
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	PRINCIPAL INVESTIGATOR:      
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	PART 1. CONFIDENTIALITY OF SAMPLES

	1.1 
How and where are samples stored?  

     

	1.2
Are the samples coded? If so, describe the coding method and security measures.
     

	1.3 
Do you plan to share the DNA sample or genetic information with other collaborators inside or outside of National Jewish Health?  If so, how will the privacy and confidentiality of subjects be protected when DNA or information is shared?

     

	1.4
State what precautions will be put in place to protect the subject from unintentional disclosure.  Researchers can and should request an exemption from placing the consent in the medical record if harm could be done to the subject from its inclusion there. 

     

	1.5
State what precautions will be put in place to protect the privacy and confidentiality of subjects and families when information is published or publicly presented.  (Be mindful that publication or presentation of pedigrees may identify families with rare disorders.)

     


	PART 2. Notification of Results of Genetic Testing

	2.1
Do you plan to share genetic research findings with subjects? 

     

	2.2
If you are not planning to provide research findings to participants, what is your plan to address the discovery of unanticipated information that could be medically compelling to subjects?  

     
If you are planning to provide research findings to participants, describe the genetic counseling that will be provided.

     


	Part 3. Family History and Testing Issues

	3.1
Will family history information be collected?  If so, confirm that no identifiable information will be collected from family members without their written consent.

     
	 FORMCHECKBOX 
 N/A

	3.2 Do you plan to contact family members of subjects?  If so, describe the recruitment strategy. 

     
Confirm that research staff will not contact family members directly unless there exists a treatment relationship with family members, or family members have given written permission to be contacted for research.

     
Confirm that research staff will not solicit family members’ participation in non-private settings (e.g., subjects’ family reunions)

     
	 FORMCHECKBOX 
 N/A

	3.3
How will you protect against the incidental release of information about family members to each other (e.g. when reviewing pedigrees or family history)?

     
	 FORMCHECKBOX 
 N/A


	Part 4. Issues Relevant to Vulnerable Subjects

	4.1
Are vulnerable populations, such as children, included in the subject population for this study?  

     
	 FORMCHECKBOX 
 N/A

	4.2
If performing predictive genetic testing on children, how will you determine whether to share results with the children? How will you ensure the children’s rights and well-being are protected?

     
	 FORMCHECKBOX 
 N/A


	Part 5. Risk Assignment

	5.1
Describe the risks of genetic testing. Ensure that your risk assessment includes the risks associated with genetic studies.  There may be psychological, social, economic risks.

     


	PART 6. INFORMED CONSENT DOCUMENT


	Ensure that the following issues are addressed in the informed consent document. (Note: This section of the form is unprotected to allow for copying and pasting.)
6.1
State that findings are considered “research” and are not the same as “genetic testing” results performed in clinical diagnostic laboratories.  
6.2
Clearly explain in the consent form the purpose of the genetic test, what the results may mean, and the accuracy of the test results.

6.3
State whether you will provide results to the subjects, including unanticipated information that could be of important medical significance to the subject. Note: per NJH policy you may only share results from the tests planned from this study. Results from future, unspecified research may not be shared with subjects.
· If you will share genetic research findings from this study, allow subjects to opt out, as some subjects may prefer not to know the results.
· If you will share genetic research findings, explain whether you will provide genetic or other counseling. State whether there may be a cost for counseling.

6.4
Include the possible psychological, social, and economic risks of the research. Include the prospect of a loss of confidentiality.

6.5
State whether DNA will only be used for the purpose of researching the disease or condition stated in the consent, or whether the sample may be used for other broader purposes. If planned for broader purposes, describe inclusion into a repository.

6.6
Describe how subjects could withdraw from the genetic portion of the study and provide contact information for withdrawal notifications.  Describe the circumstances where withdrawal of the sample would no longer be possible. Note: per NJH policy, specimens will not be destroyed except in extraordinary circumstances. Subjects could request de-identification of specimens.
6.7
Inform the subject if the DNA sample or genetic information will be shared with other collaborators inside or outside of National Jewish Health, and if so, how the privacy and the confidentiality of the subject will be protected. 
6.8
Contains the following information advised by OHRP: http://www.hhs.gov/ohrp/humansubjects/guidance/gina.html. The wording need not be verbatim. 

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. 

· All health insurance companies and group health plans must follow this law by May 21, 2010. All employers with 15 or more employees must follow this law as of November 21, 2009. 

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.


	DECLARATION: I attest that I have carefully reviewed this Genetics Addendum.
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