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	Criteria for IRB Approval
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	NO
	N/A

	1.  PURPOSE AND BACKGROUND
	
	
	

	a) Statement of purpose is adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Preliminary data are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Study personnel appear appropriate/qualified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.  STUDY RESOURCES
	
	
	

	a) Study personnel are sufficient in numbers and qualifications
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Facilities are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Medical or psychological resources that subjects may need as a consequence of the research are available
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Letters of support from other LLU departments or services are provided or appropriate co-investigators from those departments/services are named
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.  STUDY DESIGN
	
	
	

	a) Design is adequate to address research question
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Rationale for the number of subjects is justified  [Formal sample size is required except for pilot studies]
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Inclusion/exclusion criteria are appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.  PRIVACY AND CONFIDENTIALITY
	
	
	

	a) Privacy protection measures are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Confidentiality of identifiable data measures are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Data to be retained in subject’s medical record is explained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Certificate of Confidentiality is warranted
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.  PROCEDURES
	
	
	

	a) Study utilizes procedures already performed for diagnosis/treatment
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Frequency and duration are stated
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Research procedures are clearly differentiated from standard care/service/training
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Procedures are performed at acceptable facilities by trained staff
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Data collection/recording methods are explained
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f) Adverse Event reporting is addressed
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.  STUDY POPULATION AND RECRUITMENT PROCEDURES
	
	
	

	a) Selection of subjects is equitable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Screening procedures are acceptable
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Recruitment methods and materials are appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Payments/reimbursements are not coercive/unduly influential
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Any coercion/undue influence to participate is avoided or minimized
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f) Vulnerable subject populations* are identified and adequately protected, and additional safeguards are provided where needed to protect subjects’ rights and welfare and minimize coercion or undue influence [*E.g., children, prisoners, pregnant women, mentally disabled persons, economically or educationally disadvantaged persons]
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.  REGULATORY ISSUES – POPULATIONS
	
	
	

	a) Enrollment of minors (poses no greater than minimal risk)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Enrollment of pregnant women, human fetuses, and neonates is justified or excluded
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Enrollment of prisoners is excluded
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Enrollment of children who are wards of the state is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Non-emergency proxy consent is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.  RISKS AND BENEFITS
	
	
	

	a) Risks are well described, including physical, psychological, social, legal, or economic risks
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Risks are minimized
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Benefits are well described
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Risks are reasonable in relation to potential benefits to subjects (if any), and to the importance of the knowledge that may reasonably be expected to result
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Injury/illness due to research is addressed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.  DATA ANALYSIS AND OVERSIGHT
	
	
	

	a) Plans for data/statistical analysis are defined and justified 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Provisions for monitoring safety data are adequate to ensure the safety of participants (Required for research over minimal risk)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) When LLU is the coordinating center or the prime grant holder provisions
for communicating risks and material protocol changes between sites are adequate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.  INFORMED CONSENT DOCUMENT (Refer to the Checklist for the Informed Consent Document to ensure that consent is acceptable and HIPAA Authorization is appropriate)

	10.  REGULATORY ISSUES – CONSENT/HIPAA AUTHORIZATION
	
	
	

	a) Waiver of informed consent to identify potential subjects is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Waiver of HIPAA authorization to identify potential subjects is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	c) Waiver of documented (signed) informed consent to screen potential subjects is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	d) Waiver of signed informed consent for the study (or a component of the study) is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	e) Waiver of informed consent for the study (or a component of the study) is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	f) Waiver of HIPAA authorization for the study (or a component of the study) is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	g) Review of medical records involving alcohol/drug treatment not allowed without written authorization
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	h) Waiver of parental permission (Parental permission not required if minor over 12 gave own consent for alcohol/drug treatment 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	i) Waiver of documented (signed) parental permission is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	j) Waiver of minor assent is justified
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	k) Suicide response plan
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11.  OTHER
	
	
	

	a) References are appropriate
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	b) Federal grant and IRB application are consistent
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	RECOMMENDATION FOR REVIEW OUTCOME

	 FORMCHECKBOX 
  Approve

 FORMCHECKBOX 
  Refer to Convened Board if:

1) Study does not meet regulatory categories for Expedited/Exempt

2) Administrative reviewer has ethical concerns requiring input of a larger review group

3) PI challenges Administrative review requirements

 FORMCHECKBOX 
  Decline to review due to conflict of interest

__________________________________________________________________________________________

Recommended Expedited or Exempt category:  







Reviewed by:  
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