IRB Review Template

New Application
	Name of Investigator:
	     
	IRB Study #:
	     

	Title of Protocol:
	     
	Date of Meeting: 
	     

	Primary Reviewers:
	     


	SECTION A: TITLE, INVESTIGATORS & GENERAL INFORMATION 
	YES 
	NO 
	N/A 

	1.  Does the staffing and expertise appear sufficient to conduct this research? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Have Conflict of Interest forms been submitted?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Is there any conflict of interest for the PI or other study personnel?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:       


	SECTION D:  BACKGROUND/RATIONALE/PURPOSE
	YES 
	NO 
	N/A 

	1.  Is there suitable justification for a study involving humans?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Is the research problem/hypothesis adequately stated?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Are the specific aims of the research and how these will contribute to scientific/medical knowledge adequately described?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:       


	SECTION E:  PROTOCOL RISKS/SUBJECTS
	YES 
	NO 
	N/A 

	1. Is this research more than minimal risk?
Risk: The probability of harm or injury (physical, psychological, social, or economic) occurring as a result of participation in a research study. Both the probability and magnitude of possible harm may vary from minimal to significant. Federal regulations define only "minimal risk."
Minimal Risk: A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater, in and of themselves, than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests [45 CFR 46.102(i)]. For example, the risk of drawing a small amount of blood from a healthy individual for research purposes is no greater than the risk of doing so as part of routine physical examination.
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2. Is the subject population appropriate for the research?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  If only English-speaking subjects are to be recruited, has an adequate justification been provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  Is the scientific rationale provided for excluding women of child-bearing potential?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5. Are there any vulnerable populations (children, mentally handicapped individuals, fetuses, pregnant women and prisoners)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5a.  Is the scientific rationale provided for using vulnerable populations?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5b. Are appropriate safeguards in place for vulnerable populations?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:       


	SECTION F: DESIGN/PROCEDURE
	YES 
	NO 
	N/A 

	1.  Is the proposed research scientifically sound? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2. Will the research design yield valid and useful data? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Are the inclusion/exclusion criteria clearly stated and permit the results of this research to be applied to other populations (i.e., are they too restrictive or too broad)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  Is enrollment of subjects equitable?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5.  If blinding is being used, is it being used appropriately (e.g., double vs. single-blind, treatment medication identical in appearance to standard-of-care/placebo medication)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	6.  If blinding is not being used, should it be part of the study design to help reduce bias?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7.  Are there procedures described that could potentially bias the results of the study?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	8.  If patients are being assigned to groups/treatment, is the probability of group/treatment assignment equitable?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	9.  If controls are being used, is control selection valid and appropriate?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	10.  Is there adequate description of all activities involving research subjects?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	10a.  Is there a clear description of the frequency and duration of each activity?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	10b.  Are all research activities necessary in order to address the research question?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	11.  Is there a detailed summary of data collection (questions, interviews, observations, standardized tests, etc) and methods of data recording (field notes, audio tape, video tape, computer entry, etc)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:       


	SECTION G: SAMPLE SIZE/DATA ANALYSIS
	YES 
	NO 
	N/A 

	1.  Is the sample size adequate to answer the research question?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	1a.  Is a justification provided for the sample size (Note:  statements of justification instead of a power calculation are acceptable, however, describing the research as a “pilot study” is *NOT* adequate justification)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Is the data analysis plan clearly described and adequate to answer the research question?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION H:  POTENTIAL RISKS/DISCOMFORTS
	YES 
	NO 
	N/A 

	1. Are activities involving more than minimum risk adequately described?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2. Are subjects being subjected to unnecessary risks?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3. Are alternative treatments provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4. Are risks to subjects being minimized by using procedures consistent with sound research design?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5. Are risks to subjects being minimized by, whenever appropriate, using procedures already being performed on subjects for diagnostic or treatment purposes?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	6. Are appropriate measures being taken to prevent or minimize research risks, including the effects of hazards, discomforts or inconveniences?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7. Does monitoring include a data safety monitoring plan and/or board?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7a. Does the data safety monitoring plan clearly state who will monitor?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7b. Does the data safety monitoring plan clearly state how often monitoring will occur?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7c. Does the data safety monitoring plan clearly state what is being monitored?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7d. Does the data safety monitoring plan include criteria for ending the research study (“stopping rules”)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	8.  Will adverse events be handled by the investigator(s)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	8a.  Will subjects experiencing adverse events be referred by the investigator(s) to appropriate care?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	8b.  Description of adverse event procedures includes reporting of all serious adverse events to the IRB?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	9. Should this research be periodically reviewed more frequently than once per year?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION I: POTENTIAL BENEFITS
	YES 
	NO 
	N/A 

	1.  Is there direct benefit to the subject? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2. Does the research provide therapeutic benefit? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Does the research primarily benefit society (involves procedures performed for research purposes only without direct benefit to subject)? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  Is compensation offered to the subject? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5. Do the benefits of this research outweigh the risks? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION J: RECRUITMENT/CONSENT PROCEDURES
	YES 
	NO 
	N/A 

	1.  Will the investigator(s) be recruiting subjects for the study?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Will recruitment procedures ensure voluntary participation?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3. Are recruitment procedures non-coercive and consistent with all regulations, laws and institutional policy?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4. Will the potential subject, or the subject’s legally authorized representative, be approached for informed consent in an appropriate manner?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5. Will qualified study personnel be consenting the subject?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	6.  Will informed consent be appropriately documented?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	7.  If requesting waiver of documentation of the Informed Consent process, does the study meet one of the two CFR criteria?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	8. Is the consent form in lay language (i.e., 8th grade level or below)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	9.  Is the informed consent form correctly formatted and include all basic elements per the BUMC Consent Form Checklist?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION K: CONFIDENTIALITY
	YES 
	NO 
	N/A 

	1 Will the investigator(s) collect sensitive information about the subject? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Are adequate provisions in place to protect privacy/confidentiality? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3. Will participation be documented in subject’s institutional medical record (including a copy of the consent/assent form(s)? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  Are issues related to the Privacy Rule adequately addressed in the protocol, consent/assent form(s) and the IRB application? 
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION L: COST/PAYMENT
	YES 
	NO 
	N/A 

	1.  Are costs/potential costs to be incurred by the subject or the subject’s insurance clearly described?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  If subjects are to be paid (money, gift certificates, coupons, etc) is the method of disbursement clearly described and equitable?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Is there a plan for reimbursement should a subject withdraw from the study?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION M: GENETICS 
	YES 
	NO 
	N/A 

	1.  Does the research involve genetic testing?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Will samples be kept for future, unspecified use?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3. Have measures been taken to minimize the potential for psychological, social and/or physical harm from participating in this aspect of the research?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.   Will the privacy and confidentiality of the subject/subject’s family be adequately protected?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION N: BIOLOGICAL SAMPLE COLLECTION 
	YES 
	NO 
	N/A 

	1.  Does the research involve biological sample collection?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Will samples be kept for future, unspecified use?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3. Have measures been taken to minimize the potential for psychological, social and/or physical harm from participating in this aspect of the research?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.   Will the privacy and confidentiality of the subject be adequately protected?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION O: DRUG OR BIOLOGICAL AGENTS
	YES 
	NO 
	N/A 

	1.  Will this study administer drugs or biological agents?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  If the drug/agent is FDA-approved, is the drug/agent being used in accordance with FDA labeling?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  If the research involves a NEW use of an approved drug, is the name of the manufacturer and who is holding the IND provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  If this is a new investigational drug…
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4a. … are toxicity data provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4b.  …are reports of animal studies provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4c.  …are descriptions of previous studies on humans provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4d.  …has a literature review been provided by the investigator?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4e.  …has a drug protocol been provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION P: DEVICE STUDIES
	YES 
	NO 
	N/A 

	1.  Will this study use a device?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Are the name and source of the device provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Is the purpose of the device and how it will be used clearly described?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4.  Is the FDA status described including, if applicable, the device, manufacturer, the IDE number and who holds the IDE?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5.  Has a statement been provided describing any potential risks of the device?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	6.  Has relevant materials on the device been provided by the investigator?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      


	SECTION R: RECRUITMENT MATERIALS
	YES 
	NO 
	N/A 

	1. Have copies of all recruitment materials been provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	2.  Is it clear where recruitment materials will appear and how they will be used?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	3.  Are all recruitment materials in lay language ((i.e., 8th grade level or below)?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	4. Are recruitment materials non-coercive and consistent with all regulations, laws and institutional policy?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	5.  If non-English speaking subjects are to be recruited, are translated versions of the materials provided?
	
 FORMCHECKBOX 

	
 FORMCHECKBOX 

	
 FORMCHECKBOX 


	Comments:      

	
	
	


Reviewer:       
Date of review:      

Recommendation:  

 FORMCHECKBOX 
 Approve as submitted





 FORMCHECKBOX 
 Approve pending changes/clarifications




 FORMCHECKBOX 
 Defer for revision and/or completion





 FORMCHECKBOX 
 Disapprove
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