Use of Residual Specimens for Research Worksheet:

Tool to determine if a researcher has authorization to obtain PHI for research


Instructions: This form to be completed by the researcher/PI or his/her research designee and submitted to the laboratory that maintains the residual specimens.

Requestor: ________________________ Ph. # & location:_________________
Request date: __________

1.  Please summarize what type of PHI is being requested for disclosure and how will it be used?  ___________________________________________________________________ 

       __________________________________________________________________________

2.  Has the request been approved by an IRB?


· Yes


· No: Do not proceed to question 3  [SCCA Personnel: If answer is “No”, obtain documentation from requestor as to why request does not need IRB approval and contact Research Implementation Office [RIO] (288-1287) to discuss request further.]

3. Which IRB approved the request?

	· FHCRC/Consortium
	· UW HSD
	· CHRMC


	· Western IRB

	· Other: ___________________________  

SCCA Personnel: Contact RIO (288-1287) to discuss request


4. What is the protocol title and/or number? ________________________________________ 

___________________________________________________________________________

5. Attach a copy of the protocol-specific IRB approval form to this worksheet.

6.  Who is the Principal Investigator of the study (if other than Requestor)? _________________ 
7.  Indicate under which method the IRB approved this research request (choose one):

· Participant written consent via 999.209CC: Consent and Authorization for Use of Leftover Specimens for Research  (HSCT-specific protocol)

· Protocol-specific Consent and Authorization: document protocol title and/or name if different than listed in number 4 above: ______________________________________

· Waiver of consent/authorization: An accounting of disclosure is required.  The following information must be documented to allow for central tracking of all accountings of disclosure at the SCCA:

A. Name(s) and U-number(s) of research participant(s) 

B. A summary of what is being or was disclosed to the requestor

C. Date of PHI being disclosed (can also be a date range)

D. Date PHI disclosed to requestor

E. Name and contact number of SCCA staff person handling request and documenting disclosure

8. Attach a listing of the patients/participants whose residual specimen you want to use.  The list must contain the patients’/participants’ names, medical record number (U-number), DOB or other key patient/participant identifying data element to this form.  If the research will be requesting specimens prospectively over a period of time, please provide an updated list to the laboratory routinely.

9. PI’s Attestation: I verify that all the patients/participants from whom I’m requesting residual specimens for research purposes have either consented to the use of residual specimens for research purposes OR that I have obtain a waiver of consent from the IRB to allow me to use the patients’/participants’ residual specimens for research purposes.

Principal Investigator’s signature: _________________________   Date: ____________

10. SCCA Personnel: Forward completed worksheet and attachments to the Integrity Department at E2-128.

            Listing of Participants Whose Residual Specimens To Be Used for Research

	U-number/MRN
	First Name
	Last Name
	DOB
	Other identifier

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Insert additional lines as needed.


