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MEDSTAR HEALTH RESEARCH INSTITUTE

OFFICE OF RESEARCH INTEGRITY

IRB FORM 7: TISSUE SAMPLE/REPOSITORY INFORMATION & REQUEST
This form must be included with all NEW protocol submissions involving Tissue/Biospecimen Collection or for any Request to Establish a Tissue Repository.

Complete the entire form electronically, PRINT form and obtain appropriate signatures.  Submit to ORI.
If you require further assistance in completing this form or need additional information, please contact the Office of Research Integrity at (301) 560-2912 to speak with an ORI staff member.

IRB Protocol Number:      
	A.  GENERAL INFORMATION

	1.
	Study Title:
	     

	2.
	Principal Investigator: 

	
	a)
	Name (First, MI, Last):
	     

	
	b)
	Title:
	     
	 FORMCHECKBOX 
 If PI is a fellow/resident, please check box

	
	c)
	Address:
	     

	
	d)
	Institution:
	     
	
	
	

	
	e)
	Department:
	     
	f)
	Telephone Number:
	     

	
	g)
	Section:
	     

	
	h)
	E-mail:
	     

	
	i)
	PEER Number:
	     
	 j)
	PEER Expiration Date:
	     

	3.
	Clinical Research Coordinator:

	
	a)
	Name (First, MI, Last):
	     
	b)
	Telephone Number:
	     

	
	c)
	Department:
	     

	
	d)
	Section:
	     

	
	e)
	Address:
	     

	
	f)
	E-mail:
	     

	
	g)
	PEER Number:
	     
	h)
	PEER Expiration Date:
	     


	B.  STUDY SPECIFIC INFORMATION FOR COLLECTION OF TISSUE SAMPLES
	 FORMCHECKBOX 
 N/A

	1.
	Why are the samples being collected (use lay language)?

	
	▪
	     

	2.
	Will the samples be identifiable?
	 FORMDROPDOWN 


	
	
	a)
	If yes, who will have access to the identifiers?      

	3.
	What persons/organizations/entities will be using the samples?       

	4.
	What is the expected duration of sample storage?       

	
	
	a)
	Is there a projected date of destruction of the samples?
	 FORMDROPDOWN 
       

	5.
	Describe the procedure for participants to request destruction of their samples.

	
	▪
	     


	C.  STUDY SPECIFIC INFORMATION FOR ESTABLISHMENT OF TISSUE REPOSITORY
	 FORMCHECKBOX 
 N/A

	1.
	What is the purpose of the tissue repository (use lay language)?

	
	▪
	     

	2.
	Indicate how the tissue will be obtained? (Select all that apply)

	
	 FORMCHECKBOX 

	Extra tissue taken with consent of subject for purpose of clinical research

	
	 FORMCHECKBOX 

	Discarded tissue (from regular standard of care)

	
	 FORMCHECKBOX 

	Collected from an existing repository

	
	 FORMCHECKBOX 

	Other (specify:)       

	3.
	How will inventory of the collected tissue be maintained?

	
	▪
	     

	4.
	If the repository will be located at an MHRI facility, what process will be in place to assure that all investigators seeking access to the collected tissue have received IRB approval/Exempt Status for their research activities?

	
	▪
	     

	
	 FORMCHECKBOX 

	N/A


	D.  TISSUE REPOSITORY INFORMATION
	 FORMCHECKBOX 
 N/A

	1.
	Name of Repository:
	     

	2.
	Location of Repository:
	 FORMDROPDOWN 
       

	3.
	Person Responsible for Repository Oversight/Manager:

	
	a)
	Name:
	     

	
	b)
	Address:
	     

	
	c)
	E-mail :
	     

	
	d)
	Telephone Number:
	     
	e)
	Fax Number:
	     
	f)
	Pager:
	     


	E.  SIGNATURE OF PRINCIPAL INVESTIGATOR/CREATOR OF TISSUE REPOSITORY

	I certify that the information in this form is complete and accurate.  A copy of the informed consent document(s) for the tissue sample/repository is attached.


	     
Typed Name of Principal Investigator
	Signature of Principal Investigator
	Date of Signature


	F.  DEPARTMENT CHAIR/ADMINISTRATOR SIGNATURES

The Department Chairman of the respective administrative unit MUST sign this application.  

	I have read this completed form and endorse the aforementioned research to be conducted.

	     
Typed Name of Department Head
	Signature of Department Head
	Date of Signature

	     
Typed Name of Vice President Medical Affars
	Signature of Vice President Medical Affairs
	Date of Signature
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