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GENETIC TESTING APPENDIX
	Use this appendix for studies that involve the collection of specimens for genetic research and/or testing. This includes any research involving the study of the genetic mechanisms of human disease and health. Genetic specimens include blood, saliva, solid tumors, and any other tissues or body fluids used for genetic testing. 



Please complete in blue or black type.    This appendix should be submitted with a full submission form.
A. BASIC INFORMATION
	1.  PI Name:      

	2.  Study Title:       

	3.  Describe the type of data/specimens to be stored (state which genes will be tested):      

	4.  Explain for what purpose(s) the data/specimens will be stored:       

	5.  Indicate who will have access to the stored data/specimens:                                  

	6.  Describe how you will maintain confidentiality and limit access to stored data/specimens:                    

	7.  Describe when and how will data/specimens be destroyed:      


B. RESULTS
	1.  Will the results of any genetic analyses be returned to the subject? 
	 FORMCHECKBOX 
 YES  
If Yes, continue to question B2.  

 FORMCHECKBOX 
 NO 
If no, skip to section C. 

	2. How will subjects receive results?   

	 FORMCHECKBOX 
 Individual results
If individual results will be returned, continue to question B3.  Individual genetic testing results returned to subjects must be confirmed in CLIA certified lab.
 FORMCHECKBOX 
 Aggregate    
If aggregate results will be returned, complete question 2a, use appropriate template language in the consent form and skip to Section C.

	2a. Provide rationale for returning aggregate results:      

	3.   Describe the process (i.e., in person, telephone, primary care physician, etc.) for informing subjects of genetic testing, including the plan to assist subjects in understanding the results (i.e., genetic counselor, qualified/credentialed study staff, primary care physician):      

	4. Indicate what types of results will be returned to subjects and how the results will have clinical significance or implications for subject and/or family members (i.e., primary target - cause of the condition being studied, secondary target(s) – genetic variants that do not cause the primary phenotype, but have been clearly documented to have other medical significance (likely to encountered in whole exome or genome sequencing), will the results be medically actionable or important, etc.):      

	5. Will incidental findings (i.e., non-paternity, genetic or chromosomal variant of potential clinical importance, etc.) be disclosed?


	 FORMCHECKBOX 
 Yes    

If Yes, complete 5a.

 FORMCHECKBOX 
 No

If No, continue to question B6.

	5a. Define the circumstances under which incidental findings would be disclosed and whether or not subjects can opt out of being informed about incidental findings:      

	6.   If the researcher will provide or provide access to complete data sets, describe how the list of variants is curated for technical accuracy (i.e., it is not appropriate to release a raw dataset directly to subjects) and what clinical interpretation will be provided with the dataset:       


C.  FUTURE USE
	1.  Do you plan to conduct further analysis of the significance of genotypes in the future?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
If Yes, continue to 1a 

	1a. Can subjects opt out of future use?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO
The consent form should clearly indicate whether or not subjects can opt out.  If subjects can opt out, the consent should include this option and a place for subject initials.
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