LMU-IRB Full Review
	IRB Number:  Insert IRB tracking number
	PI: Insert name of principal investigator

	Title:  Insert title of the project/protocol under review

	Primary Reviewers: List primary reviewers

	Approval Criteria 
	Check appropriate boxes.  Summarize controverted issues in Discussion box and list required changes in Modifications box below.

	Sound Design / Risks Minimized
	    Satisfactory 
	    Controverted
	    Changes Required

	Risks Reasonable / Anticipated Benefits
	    Satisfactory 
	    Controverted
	    Changes Required

	Subject Selection Equitable
	    Satisfactory 
	    Controverted
	    Changes Required

	Informed Consent Process/Documentation
	    Satisfactory 
	    Controverted
	    Changes Required

	
	If waiver of consent process or documentation involved, document criteria and justification in discussion box below.

	Safety Monitoring 
	    Satisfactory 
	    Controverted
	    Changes Required

	Privacy  / Confidentiality
	    Satisfactory 
	    Controverted
	    Changes Required

	Safeguards for Vulnerable Subjects 
	    Satisfactory 
	    Controverted
	    Changes Required

	
	If Children, Prisoners, Pregnant Women, or Fetuses, document category and rationale in discussion box below.

	Discussion:
Summarize substantive issues discussed.  Describe controverted issues and their resolution. If children, prisoners, pregnant women, or fetuses are involved, document category and rationale. If waiver of informed consent process or documentation is involved, document criteria and justification.

	Required Modifications or Reasons for Deferral / Disapproval
List Required Modifications or Reasons for Deferral/Disapproval.  Number each item separately. Required modifications must be stipulated with specificity sufficient to permit objective verification by the Chairperson or designated Member-Reviewer.
1.
2.
3.

	Review Decisions (check IRB determinations): 

	Level of Risk:
	    Minimal risk
	    Greater than minimal risk
	

	Approval Status:
	    Approved as Submitted
	    Deferred*
	    Disapproved*

	
	    Approved When Required Modifications Verified by Chair/Member*      * See above

	Vote For: List number of members present and voting for the decision
	Vote Against: List number of members present and voting against the decision
	Abstain: List number of members present but abstaining or not voting

	Recused: List members who leave the meeting due to conflict of interest.

	Signature of IRB Chair



	Date(s) of IRB Meeting(s) Discussing Project


	Date
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