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Appendix B:
Research Involving Human Blood, Urine or Tissue Collection for Analytical Testing and/or Storage
	Project Title:  le:  
	     



Check Appendix B box on the Application Coversheet
1. Describe the protocols and instructions to be given to the study subjects for providing biomarker samples.  They must be easily understood by study subjects and must appropriately describe steps to be taken to safely obtain a sample as well as any risks involved.
     
2. Will all personal identifiers be removed from the samples?  If so, when?  If a key or code will be kept that could permit the sample or test result to be “tracked back” to the study subject, by whom and how long will the key or code be retained? 
     
3. Specify the security procedures for storage of biomarker samples, including place of storage, security of storage, how long samples will be retained, and destruction plans. 
     
4. Provide a precise description of the specific intended uses of biomarker samples.  What kind of tests will be performed?  Are there clear limits on the type(s) of tests that may be performed?  How do the intended uses of the biomarker samples and any tests that may be performed relate to study hypotheses? 
     
5. Provide assurance that biomarker samples, either identified or unidentified, will not be reused for any other study or tested in any manner not previously consented to by the study subject without further explicit written informed consent from the study subject. 
     
4. Provide assurance that biomarker samples, either identified or unidentified, will not be sold or used for commercial purposes without explicit informed consent from the study subject. 
     
6. Specify the extent to which there may be linkage of biomarker samples and test results with other information, including survey responses, medical records, and Illinois Department of Public Health (IDPH) confidential records.  Will test results be recorded in the study subject’s medical record?  Does the consent form fully inform the study subject about the nature and extent of such linkage? 
     
5. Describe whether and how test results will be communicated back to the study subjects or their physicians.  If test results will be shared with the study subject or physician, will the study subject be given information about the reliability and accuracy of genetic tests, the information the tests will provide, and the reliability of that information?  Will the study subject be made aware of ethical and other issues and risks that may arise once the study subject obtains such information?  Will the study subject be informed about the availability of genetic counseling? 
     

9.
Does the informed consent form contain full disclosure regarding:
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	a.
	Purpose of study

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	b.
	Items 2 through 8 (above)

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	c.
	How long samples will be retained

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	d.
	Rights to request destruction of a subject’s biomarker sample at any point during or after study

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	e.
	Name of principal investigator

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	f
	Telephone number for answering questions regarding study

	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	g.
	Telephone number for answering questions regarding rights of subjects


If you answered “No” to any item in question #9, please explain. 
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