



BRI FEASIBILITY SUMMARY CHART OF REQUIRED REVIEW FOR HUMAN SUBJECTS RESEARCH
This process commences with submission of a complete package as defined on the BRI Feasibility Checklist to crp@benaroyaresearch.org
	Type of Clinical Research
	Budget review
	CRPA / 

Admin Dir 
CRP
	IRB 

pre-review
	Regulatory review     
	Legal review 


	Science Quality Review
	Time to completion* 

	Investigator-Initiated
: single site, or multi-site with VM as coordinating site5
	Yes
	Yes
	Yes
	Yes
	As needed per BRI
	Yes, 

for interventional studies
	 2 2 wks

	Industry Studies-

Multi-center, includes devices5
	Yes
	Yes
	No 
	Yes
	As needed per BRI
	No
	1-1.5 wks

	Expedited Review status (includes Chart Review
 and non-Chart Review studies)
	Brief check for hidden costs – coordinator, pathology, medical records 
	Only if ICF is present
	Yes
	Only if ICF is present
	As needed per BRI
	No
	1-1.5 wks

	Repositories


	As needed – consulting with Translational Research Director
	Yes
	Yes
	Yes
	Yes
	As needed.  Consult with Translational Research Director
	1-1.5 wks

	Exempt status, Certificate of IRB Exemption required at the time of submission
	Yes, by Unit Director and Unit Mgr
	No
	Yes
	No
	As needed per IRB
	No
	 1-1.5 wks

	Database
 – using NO federal funds 
	 As needed per Unit Director & Unit Mgr
	Yes, (if ICF is necessary)
	Yes
	Yes, (if ICF is necessary)
	As needed per IRB
	No
	1-1.5 wks

	Cooperative Inter – Institutional, (studies approved by UW, FHCRC, SMC, or GHC IRB’s)
	Brief check as needed.
	Yes 


	Yes
	Yes 

Fit for duty & GCP requirements
	As needed per Unit Dir & 
Unit Mgr or IRB
	No
	1-1.5 wks


Any study funded (in whole or in part) by Federal funds (except for Cooperative Inter-Institutional Studies) will be administratively handled by the Grants Office.  Please contact Kelly Moutsos, Director of Grants and Contracts at (206) 583-6546, room 104 IN-RC; email kmoutsos@benaroyaresearch.org.
� Investigator-Initiated Trials (IIT) means a study (protocol) written by a VM or BRI investigator.


� Chart Review means a study that a) only involves review of paper or electronic charts (involving no patient interaction nor creation of a database or data/tissue repository for future research use and b) fits into Category 5 of the Federal Expedited Review checklist (research involving materials data, documents, records or specimens, that have been collected or will be collected solely for non-research purposes, such as medical treatment of diagnosis).


� Repository means either a) where the only activity is to store data and/or tissues and to release to investigators for research use (under appropriate IRB approvals and gatekeeper procedures) or b) any activity which will store either data or tissues for research use/potential research use outside the scope described under that particular IRB application.


� Database is storage of only data to be used for one unique study and does not fit under the “Repository” definition above.


5This includes Humanitarian Device and Compassionate Use Protocols.


*IIT typically exceeds time to completion based on the completeness, e.g., detail; subject care planning logistics; funding, of the protocol.
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