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	RESEARCH OVERSIGHT COMMITTEE REVIEW  FORM


The Research Oversight Committee (ROC) of the Department of Health Services reports to the LA County Board of Supervisors on research that may potentially occasion public comment (negative or positive) in order to brief the Board in advance of such comment.

 NOTE: IDENTIFICATION OF A POTENTIAL NEED FOR REVIEW BY THE ROC WILL NOT PREVENT IMPLEMENTATION OF PROTOCOLS PREVIOUSLY REVIEWED AND APPROVED BY INDIVIDUAL IRB’S
	Principal Investigator:
	     
	Institutional Project No.:
	     

	Project Title:
	     
	Agency/Sponsor:
	     


	PRINCIPAL INVESTIGATOR’S IDENTIFICATION OF POTENTIAL AREAS OF CONCERN


 FORMCHECKBOX 
 HIGHER RISK PROPOSALS INVOLVING CHILDREN (CATEGORIES 46.406 AND 46.407) OR WARDS OF THE COURT
Such proposals would include research that is greater than minimal risk with no prospect of benefit to the individual child but 

likely to yield generalizable knowledge about the subject’s condition of vital importance to understanding the condition or 

research not otherwise approvable and requiring referral to the Secretary, DHHS.

 FORMCHECKBOX 
 PROPOSALS INVOLVING PRISONERS
 FORMCHECKBOX 
 PROPOSALS INVOLVING HUMAN SUBJECTS WHO ARE MEMBERS OF OTHER VULNERABLE GROUPS. 

The requirements for referring to the ROC could vary depending on the vulnerable group.  Groups who are vulnerable due to economic circumstances, diminished capacity, etc would be referred at the discretion of the IRB chair
 FORMCHECKBOX 
 PROPOSALS INVOLVING SINGLE ETHNIC GROUPS
 FORMCHECKBOX 
 PROPOSALS INVOLVING ABORTION OR THE USE OF FETAL MATERIALS

 FORMCHECKBOX 
 PROPOSALS INVOLVING THE TESTING OF CONTROLLED SUBSTANCES

 FORMCHECKBOX 
 PROPOSALS WHICH INVOLVE COMMUNITY SENSITIVITIES.  

Such proposals may be approvable from a human subjects perspective but nevertheless appear to a casual glance to be

potentially controversial.  Examples might include, but not be limited to, studies of socially unacceptable behavior or socially 

stigmatizing conditions focused on one ethnic group (e.g., alcoholism in Hispanics, HIV infection in African Americans, bipolar 

disorder in Asian Americans, etc), or proposals targeting one social level (e.g., the homeless), or proposals that pose a 

provocative thesis (e.g., What are emergency room physicians’ perceptions of police brutality?).  
 FORMCHECKBOX 
 PROPOSALS WHICH INCLUDE THE USE OF COUNTY RESOURCES WITHOUT ADEQUATE REIMBURSEMENT FROM THE RESEARCH GRANT

 FORMCHECKBOX 
 NONE OF THESE CATEGORIES

 FORMCHECKBOX 
 OTHER


	Principal Investigator signature
	
	Date
	     


	IRB CHAIR’S ASSESSMENT OF POTENTIAL AREAS OF CONCERN


 FORMCHECKBOX 
 PROPOSALS WHICH ARE APPROVED BY THE IRB WITH DISSENTING VOTES OCCASIONED BY CONCERNS RELATED TO THE PROTECTION OF HUMAN SUBJECTS.

 FORMCHECKBOX 
 PROPOSALS WHICH ARE HIGH PROFILE AND LIKELY TO ATTRACT PRESS AND/OR MEDIA ATTENTION (POSITIVE or NEGATIVE)

 FORMCHECKBOX 
 PROPOSALS GRANTED WAIVER OF CONSENT INVOLVING DIRECT PATIENT CONTACT AND/OR INTERVENTION AND FOR WHICH INFORMED CONSENT WOULD NORMALLY BE REQUIRED.

Such proposals could include research approved by the IRB either as qualifying for a waiver under 45CFR46.116(c) or (d) or research conducted under the regulations for emergency research, involving seeking community consent to the research (21CFR50.24)
	Date of IRB Approval:
	     
	
	

	IRB Chair signature
	
	Date
	     


