UNIVERSITY OF CALIFORNIA, MERCED
INSTITUTIONAL REVIEW BOARD

IRB Review Evaluation Form – New Studies

Protocol Number: 

Principal Investigator: 

Date of IRB Review:  
IRB Reviewer: 

(IRB Chair, Vice Chair, Primary Reviewer, Secondary Reviewer, IRB Member)

Full Committee Review:


(Initial review or previously reviewed-returned to committee)


Expedited Review:   
(Initial review or previously reviewed-returned to reviewer)

Primary and Secondary Reviewers – The purpose of completing this section is to provide other committee members adequate information so that a meaningful discussion of the protocol can be conducted.  Please provide a brief summary of the background of the study in order to establish potential societal benefit of the study.  Provide a summary of the specific aims of the protocol and describe the target population, procedures that will be performed, the risks associated with all protocol interventions and procedures, and what is being done to reduce those risks.  Finally, review the data safety-monitoring plan to insure that adequate oversight of potential adverse events is in place to insure subject safety.

If the category to be reviewed is:

· Acceptable - place an “X” in the ACCEPTABLE column

· Not Acceptable - indicate that revisions are needed by either:

1) Placing an “X” in the REVISIONS NEEDED column and describing the necessary revisions in the SUMMARY OF REVISIONS NEEDED AND OTHER COMMENTS box at the end of this form, or

2) Describing the necessary revisions in the REVISIONS NEEDED column and copying those comments to the SUMMARY OF REVISIONS NEEDED AN OTHER COMMENTS box at the end of this form.

· Not Applicable - place an “X” in the N/A column.

	1. PURPOSE AND PROCEDURES
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Are the objectives or aims stated clearly?
	
	
	

	b. Is the description of the study procedures sufficient?
	
	
	

	c. Is the duration of study addressed?
	
	
	

	d. Is there adequate justification for the number of subjects?
	
	
	

	e. Is the data safety-monitoring plan adequate?
	
	
	

	f. Have resources been addressed adequately?
	
	
	


	2. SUBJECT SELECTION
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Does the nature of the research justify using the proposed subject population?
	
	
	

	b. Are the recruitment procedures justifiable and equitable?
	
	
	

	c. Are the advertisement/recruitment flyers adequate?
	
	
	

	d. Are the inclusion criteria equitable?
	
	
	

	e. Are the exclusion criteria equitable?
	
	
	


	3. HIPAA
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Is there a plan in place to protect identifiers and confidentiality?
	
	
	

	b. Are the responses to points 1-5 at the bottom of the HIPAA Worksheet acceptable? 
	
	
	


	4. SPECIAL/VULNERABLE POPULATION (For all research involving children, mentally handicapped, fetuses, pregnant women, prisoners, cognitively impaired, those with life-threatening disease, socially or economically disadvantaged.) 
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Are their safeguards in place to protect the rights and welfare of the special/vulnerable populations?
	
	
	

	b. Is the use of surrogate consent acceptable if applicable?
	
	
	


	5. POTENTIAL RISKS
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Have the risks been accurately identified, evaluated and described?
	
	
	

	b. Is the plan for protecting subject privacy and confidentiality adequate?
	
	
	

	c. Is there an adequate plan for monitoring and reporting adverse events?
	
	
	

	d. Has the use of placebo been adequately described?
	
	
	


	6. POTENTIAL BENEFITS
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	Have the benefits been accurately identified, evaluated and described?
	
	
	


	7. RISK/BENEFIT RATIO DETERMINATION
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	Is the risk / benefit ratio reasonable?
	
	
	


	8. COSTS/COMPENSATION TO SUBJECTS
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Is the description of costs adequate?
	
	
	

	b. Is amount and type of compensation appropriate for this study?
	
	
	


	9. DISCLOSURE OF PERSONAL AND FINANCIAL INTEREST
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	Is there an adequate description of personal and financial interests provided?
	
	
	


	10. INVESTIGATIONAL DRUG
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	Is there adequate safety and efficacy data submitted to warrant the proposed manner and method of testing?
	
	
	


	11. INVESTIGATIONAL DEVICE
	ACCEPTABLE
	REVISIONS NEEDED
	N/A

	a. Is there adequate safety and efficacy data submitted to warrant the proposed manner and method of testing?
	
	
	

	b. Is the risk of the device accurately identified, evaluated and described? (If not addressed above)
	
	
	


	12. SUMMARY OF REVISIONS NEEDED AND OTHER COMMENTS

	


THIS PAGE IS NOT INTENDED TO BE TRANSMITTED TO THE PI

	MY RECOMMENDATION TO THE IRB

	· This study is:                                                            (Minimal Risk or At Risk)

· Recommend periodic review at:                               (3 Month, 6 Month, Annually, or 3 Year)

· Recommend the following IRB action:  

(AS - Approved As Submitted)    (AA - Approved Pending Minor Revisions)   (AH -Action Held, Serious Concerns) (Obtain Expert Consultant Opinion)   (Not Approved)

· I believe this study qualifies under Expedited category number:




Definitions:

AS – Approved As Submitted – No changes required to protocol or informed consent documents

AA – Approved Pending Minor Revisions – Specific revisions to protocol or informed consent documents are being provided to the PI for simple concurrence

AH – Action Held, Serious Concerns – Substantive revisions or clarifications are needed to the protocol or informed consent documents that are directly relevant to the IRB’s determination that:

· Risks to subjects are minimized

· Risks to subjects are reasonable in relation to anticipated benefits

· Selection of subjects is equitable

· Informed consent is sought in accordance with, and to the extent required by law

· Informed consent is documented, in accordance with, and to the extent required by law

· When appropriate, the research plan makes adequate provision for monitoring data

· When appropriate, there are adequate provisions to protect subject privacy

· Additional safeguards are in place to protect vulnerable populations or those subject to coercion

Obtain Expert Consultant Opinion – The protocol is referred to an expert for an additional review

Not Approved – Study is not approved

