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Attachment B

Biospecimens and Genomic Research Report Form
Refer to the Cover Sheet Guidelines to assist in completing this form.
	Project Title
	


	Does the project involve: 

Prospective collection of human biospecimens for research?
For the project and unrelated to clinical care

Use of stored human biospecimens for research?
If yes, complete the question below:
	 FORMCHECKBOX 
Yes 
No

 FORMCHECKBOX 
Yes 
No

	Please confirm the Principal Investigator has reviewed Chapter 3.2 (Human biospecimens in laboratory based research) of the National Statement?
	 FORMCHECKBOX 
Yes 





	Does the research involve:
Genetic research?
Genomic research?
If yes, complete the questions below:
	 FORMCHECKBOX 
Yes 
No

 FORMCHECKBOX 
Yes 
No



	Are the genes included:

(tick all that apply)

 FORMCHECKBOX 
  Novel genes (unknown)
 FORMCHECKBOX 
  Known genes (please list)


	Please confirm the Principal Investigator has reviewed Chapter 3.3 (Genomic Research) of the National Statement?
	 FORMCHECKBOX 
Yes

	Does the Participant Information & Consent Form – Genetic (DHHS template) reference and include the Financial Services Council’s Moratorium Fact Sheet as an attachment?
If No, justify the reason why not?


	 FORMCHECKBOX 
Yes 
No



	Does the project include an intention to return individual research findings to the participant?
If Yes, does the Protocol include an ethically defensible plan for the potential return of findings and individual results from genomic research?
If Yes, specify the page number of the Protocol:  
If No, justify the reason why not?

	 FORMCHECKBOX 
Yes 
No

 FORMCHECKBOX 
Yes 
No



	Will the genetic testing be completed in a NATA approved facility?

If No, justify the reason why not?


	 FORMCHECKBOX 
Yes 
No
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