













Appendix K

VHA DIRECTIVE 2000-043: BANKING OF HUMAN RESEARCH SUBJECT’S SPECIMENS

VHA Directive 2000-043, “Banking of Human Research Subject’s Specimens”, was published on November 6, 2000. This directive requires that all new Human Studies Research proposals comply with the following new policies.

1. Human biological specimens (blood, urine, tissues, organs, hair, nail clippings, cells, fluids, etc) collected under a VA-approved protocol are not considered to be “banked”, if:
a. The specimens are used only for the specific purposes defined in the approved protocol, and 
b. The specimens are destroyed either when the specific use is complete, or at the end of the protocol.
c. If the specimens are sent to another institution for defined testing, that institution must certify the destruction of the specimens in writing to the VA investigator.

2. Human biological specimens collected under a VA-approved protocol are defined as “banked”, if the specimens are collected and stored for future research purposes.

3. If human biological specimens are “banked” under a VA-approved protocol, then the following policies must be observed by the Principal Investigator:

a. The “banked” specimens must be stored in a VA-Approved (on-site) or VA-Sponsored (off-site) “Tissue Bank”.

b. Reuse of the “banked” specimens must be consistent with the Informed Consent under which the specimens were collected.

c. If the “banked” specimens are analyzed at a non-VA institution, there must be a written agreement between the VA investigator and the non-VA institution to indicate that the specific analysis to be performed is consistent with the Informed Consent. The agreement must also specify that any remaining quantities of the specimens will be destroyed or returned to the VA investigator.

d. The VA investigator storing the “banked” specimens must maintain a copy of the original Informed Consent under which each specimen was collected and a record on the use of the specimens and the name of the protocols under which they were used.

e. Whenever possible, the data generated by the specimens and clinical data gathered from the research subjects should be linked by the VA investigator within the VA site of original approval. If this is not possible, the minimal amount of clinical data that must be shared off the VA site, should not contain any VA patient identifiers.

4. If human biological specimens will be “banked”, then the Informed Consent must comply with the following VA policies:

a. If the specimens will be stored for future research, the research subject must be allowed to choose how the specimen will be used (any research, research only by the PI, genetic analysis etc).

b. Whether the research subject will be notified of the results if specimens are reused for research?

c. Whether the research subject will be re-contacted at any time after the original study is completed?

d. Whether the research subject may request that the specimens and all links to the clinical data be destroyed (within a defined time period)?

5. VA-Approved Tissue Bank: The ACOS/Research will maintain records of all research tissue banks at the local VA site. 

 VA-Sponsored Tissue Bank: The VA Chief Research and Development Officer must approve all off-site Tissue Banks.
---------------------------------------------------------------------------------------------------------------------------------------

If you will establish a Human Research Subjects’ Bank of Specimens, then please supply the following information.

	A.
	Name of Principal Investigator
	     

	B.
	Title of Project
	     

	C.
	Location of Specimen Bank
	     
	
	     

	
	
	VA Building
	
	Room Number

	
	
	

	I agree to comply with all the regulations in VHA Directive 2000-043.

	
	
	

	
	
	

	Signature
	
	Date 


         


Tissue Banking - Consent Inclusions

1. If the specimen will be used for future research and allow the participant the choice of how the specimen will be used (any research, research by the PI or other researchers, genetic analysis, research related to a specific area.)

2. If the research results of reuse of the specimen will be conveyed to the participant

3. If the participant is re-contacted after the original study is completed

4. If the participant requests, the specimen and all links to the clinical data will be destroyed

EXAMPLE:
By signing this form, you are agreeing to the following:

	1.
	Your blood and tissue sample(s) may be kept by the       for use later in research to learn about, prevent or treat      .

	
	Yes
	
	
	No
	
	
	Initials
	
	
	Date
	
	

	

	2.
	Your blood and tissue sample(s) may be kept for research about other health problems (for example      ).

	
	Yes
	
	
	No
	
	
	Initials
	
	
	Date
	
	

	

	3.
	Your study doctor (or someone from       group) may contact you in the future to ask you to take part in more research.

	
	Yes
	
	
	No
	
	
	Initials
	
	
	Date
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