Montefiore Medical Center

Institutional Review Board

ADDENDUM TO GENERAL APPLICATION 

FOR HUMAN SPECIMEN/GENETIC RESEARCH

	I.  HUMAN SPECIMENS:

	

	Investigators are permitted to collect non-anonymous specimens (including those that are coded and can be linked back to the donor) for research only when the specimens are obtained with appropriate informed consent.  

NOTE:  Left-over specimens from clinical care that are NOT linked to patients do not require consent and may be

             considered “exempt” research.

	

	A.  SPECIMEN COLLECTION:

	

	1.  Will specimens be collected under a different protocol approved by the AECOM CCI/MMC IRB?  FORMCHECKBOX 
 Yes1   FORMCHECKBOX 
 No

	
	1If YES, provide CCI or IRB #      

	

	2.  Will specimens be left over from standard clinical care?       FORMCHECKBOX 
 Yes2      FORMCHECKBOX 
 No

	
	2If YES, specify:  (a) Type of Specimen(s)      

	
	(b) How and Where Obtained      

	

	3.  Will specimens be collected from outside institutions, agencies, clinicians, private practice physicians, investigators, others?            FORMCHECKBOX 
 Yes3            FORMCHECKBOX 
No

	
	3If YES, specify:
	     

	

	     3If YES, copies of IRB approval from all outside institutions should  be obtained and submitted to the Institutional 

      Review Board prior to initiation of the collaboration.  Specimens generally cannot be received without appropriate 

     approvals.

	

	4.  Will the specimens be destroyed once this study is complete?        FORMCHECKBOX 
 Yes          FORMCHECKBOX 
 No4

	
	4If NO, Future Specimen language is required in the consent document(s). 

	

	5.  Will the sponsoring company, agency, or collaborating scientists receive specimens 

      from this study?           FORMCHECKBOX 
 Yes5             FORMCHECKBOX 
No

	
	5If YES, will the shared specimens be destroyed upon completion of this study?  FORMCHECKBOX 
  Yes6        FORMCHECKBOX 
 No7

	
	5If YES, forward a copy of the IATA (International Air Transport Association) certificate for all research personnel that will be shipping materials.

	
	5Copies of IRB approval from all outside institutions should be obtained and submitted to the Institutional Review Board prior to initiation of the collaboration.  Specimens generally cannot be distributed without appropriate approvals.

	
	6If YES, provide written verification from the sponsoring company, agency or collaborating scientists that the specimens will be destroyed at the conclusion of the study.

	
	

	
	7If NO (shared specimens will NOT be destroyed upon completion of the study), Future Specimen language is required in the consent document(s). 

	          

	6.   Will tests be performed that will yield information that might affect the subject’s insurability?  FORMCHECKBOX 
Yes10        FORMCHECKBOX 
 No

        10If YES, Insurability language is required in the “Risks” section of the Informed Consent   

         Document.




	B.  GENETIC RESEARCH:

	 New York State Law Definition of Genetic Test:

	“Genetic test shall mean any laboratory test of human DNA, chromosomes, genes, or gene products to diagnose the presence of a genetic variation linked to a predisposition to a genetic disease or disability in the individual or the individual’s offspring; such term shall also include DNA profile analysis.”  The CCI/IRB also includes any genotyping or measurement of certain metabolites associated with heritable diseases.  



	

	1.  Will tests be performed that will yield genetic information? 
	 FORMCHECKBOX 
 Yes1
	 FORMCHECKBOX 
  No

	1If YES, go to the next question and note specified consent language is required.

	

	2. Will the test results be disclosed to the participants?

1If YES, go to the next question.


	 FORMCHECKBOX 
 Yes1    FORMCHECKBOX 
  No



	NOTES:

a. There is no obligation to disclose the results of research. Investigators have the authority to decide if the test results obtained under this protocol will be disclosed.

b. Justification to disclose, or not to disclose, must be included in the protocol, and will be reviewed by the CCI/IRB.

c. Research participants must be informed:

            Whether or not they will be told the test results, and

                 Whether or not counseling will be provided under the study.

d. There is no need to provide counseling if the test results will not be disclosed.



	3.  Will formal genetic counseling be provided?
	 FORMCHECKBOX 
  Yes2     FORMCHECKBOX 
  No

	             2If YES, check below:

                  FORMCHECKBOX 
 By a Certified Genetic Counselor

                  FORMCHECKBOX 
 By a Physician

                  FORMCHECKBOX 
 Other, Specify        


	

	NOTE:  If counseling of any type is provided, participants must be told who will provide the counseling.
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