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SEATTLE CHILDREN’S RESEARCH INSTITUTE
OPERATING POLICIES / PROCEDURES

	DEPARTMENT:
	Institutional Review Board (IRB)

	POLICY NUMBER:
	IRB-016

	REPLACES:
	IRB-16

	EFFECTIVE DATE:
	June 20, 2005

	REVISION DATE:
	September 1, 2010


	TITLE: 
	Engagement in Non-Exempt Human Subjects Research Activities


SUMMARY:
Seattle Children’s will be considered “engaged” in non-exempt human subjects research such that IRB review is required when the involvement of a Seattle Children’s employee or agent in the research rises to the level described in this policy. 

DEFINITIONS:

Employees/Agents:  Employees or agents refer to individuals who: (1) act on behalf of the institution; (2) exercise institutional authority or responsibility; or (3) perform institutionally designated activities.  “Employees and agents” can include staff, students, contractors, and volunteers, among others, regardless of whether the individual is receiving compensation.

Engaged in research.  In general, an institution becomes “engaged” in human subjects research when its employees or agents, for purposes of the research project, obtain: (1) data about the subjects of the research through intervention or interaction with them; (2) identifiable private information about the subjects of the research; (3) the informed consent of human subjects for the research; or (4) an award through a grant, contract, or cooperative agreement directly from HHS for the non-exempt human subjects research even where all activities involving human subjects are carried out by employees or agents of another institution.  Further, an institution is engaged in human subjects research when it receives an award through a grant, contract, or cooperative agreement directly from HHS for the non-exempt human subjects research (i.e. awardee institutions), even where all activities involving human subjects are carried out by employees or agents of another institution.  

OHRP Document “Guidance on Engagement of Institutions in Human Subjects Research”, October 16, 2008.  Please see cited Guidance Document for the full list and description of the criteria regarding engagement in human subjects research.  

POLICY/PROCEDURE:
016.1 Generally, Seattle Children’s IRB shall review all non-exempt human subjects research in which it becomes engaged as described above.
016.2 Generally, Seattle Children’s IRB will review all non-exempt human subjects research that falls within its jurisdiction as defined in IRB Policy 020.  
016.3 Children’s institutional officials may enter into institutional agreements for IRB review with other duly constituted IRBs that have a federal wide assurance and the experience necessary to review research involving children.  
016.4 Children’s IRB review is not required when members of Children’s work force are involved in activities that pertain to non-exempt human subjects research but the level of involvement would not be considered engaged in the research activity.  

	Submitting Office: 
	Institutional Review Board


Approved by:





 
\s\  Douglas S. Diekema, MD, MPH, IRB Chair, 8/5/2010
\s\  Laurie J. Bolton, JD, OIA Director, 8/5/2010
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