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	IRB Member Reviewer: 

	
	Protocol Title: 

	
	PI
	Project Number
	Date

	
	
	
	

	Previous level of Review
	|_|  Expedited Category(ies) : 
|_|  Convened Board

	|_|  YES     |_|  NO  |_|  N/A
	Is this a multi-site project? (if no, skip to current project status)

	|_|  YES     |_|  NO  |_|  N/A
	Is this the Core Site?

	|_|  YES     |_|  NO  |_|  N/A
	If yes, does the report include information from all sites?

	|_|  YES     |_|  NO  |_|  N/A
	Is this a Local Participating site? 

	Current Project Status:

	|_| Open to enrollment
	|_| No subjects have been enrolled
	|_| No additional risks have been identified
	|_| Subjects are currently receiving research intervention
	|_| Subjects have been enrolled but none are currently receiving research intervention
	|_| Ongoing data/medical record/biological specimen collection.
             |_| Ongoing - Suspended

	|_| Closed to enrollment
	|_| Some subjects are still receiving research intervention
	|_| Research intervention is complete for all subjects; research-related diagnostic tests or follow-up clinic visits are continuing.
	|_| Research intervention is complete or there was no intervention, and there is ongoing research-related follow-up contact with subjects via questionnaires, phone calls, interviews or mailings.
	|_|  Research intervention is complete or there was not intervention and follow-up is limited to review of medical records or other records (no ongoing contact).
	|_|  Research is in data analysis phase only.

	Please use the following worksheet to perform a regulatory review of the assigned research project.  It is required that this worksheet be completed and included as part of the documentation of the regulatory review.  NOTE: Please contact the IRB Office if you do not believe that the research may be at least conditionally approved with minor stipulations.

	Reviewed Documents: (Check All That Apply)
|_|  Continuing Review Application
|_|  Protocol Application 
|_|  CV for Each Investigator
|_|  CITI Training for Each Team Member
|_|  COI Statement for Each Investigator
|_|  Local Site Approval
|_|  Recruitment Material
|_|  Research Instruments

	
|_|  Consent w/ HIPAA Authorization
|_|  Consent w/o HIPAA Authorization
|_|  Assent Document
|_|  HIPAA Authorization
|_|   HIPAA Waiver of Authorization
|_|   Partial HIPAA Waiver for Recruitment
|_|  Product Info / Device Manual
|_|  Investigator Brochure
|_|  FDA Form 1571 / 1572

	


	General Considerations 

	|_|  YES     |_|  NO
If NO, contact the IRB office immediately.
	Does the convened IRB or primary reviewer have, or has obtained through consultation, adequate expertise?

	|_|  YES     |_|  NO
If YES, contact the IRB office immediately.

	Does the primary reviewer have a conflict of interest with any aspect of this protocol?

	Regulatory Areas for Consideration  

	
|_|  Waiver of Consent/HIPAA 
|_|  Waiver of Documentation of Consent
|_|  Alteration of Consent/HIPAA 
|_|  Full Consent/HIPAA 
	
|_|  Vulnerable Population(s)
|_| Pregnant Women
|_|  Non- & Uncertain Viability Neonates
|_|  Children & Adolescents
|_|  Prisoners

	
|_|  Other Special Populations 
|_|  Multicenter Coordinating Site 
|_|  FDA Drug Review 
|_|  FDA Device Review 

	Section A3: Amendments/Modifications	

	|_|  YES     |_|  NO
	Is a request made for an amendment/modification to the protocol?  IF YES: 
[bookmark: Text61]|_|  Minor Change (List):              |_|  Major Change 

	|_|  YES     |_|  NO     |_|  N/A
	Are the requested changes approvable without stipulations? IF NO, list in the section entitled “Reviewer Recommendations” below.

	Sections A4 & A5: Principal Investigator and Key Study Personnel

	|_|  YES     |_|  NO
	Are the personnel listed consistent with the last submission (if no amendment requested)?

	|_|  YES     |_|  NO
	Are the assigned responsibilities of the listed personnel list consistent with their qualifications?

	|_|  YES     |_|  NO
	Do the listed personnel have the required training (site - specific CITI training within the last 36 months) and (if FDA-regulated) prior documentation of Good Clinical Practice training?

	Section A6: Research Study Sites

	|_|  YES     |_|  NO
	Are the listed sites consistent with the last protocol submission?

	|_|  YES     |_|  NO
	Are the listed sites covered by either the RHC-P IRB or another appropriate IRB?

	Section A7: Conflict of Interest or Commitment

	|_|  YES     |_|  NO
	Are any new disclosures identified?

	|_|  YES     |_|  NO     |_|  N/A
	Does any proposed mitigation strategy remain adequate to ensure the proper conduct and disclosure of the study?

	Section B1: Concise Overview of Protocol Aims/Objectives

	|_|  YES     |_|  NO
	Are the study aims/objectives consistent with the last revision of the protocol?

	Section B2: Results/Progress Since Last IRB Review

	|_|  YES     |_|  NO
	Is an adequate description of the progress of the research provided?

	|_|  YES     |_|  NO
	Is an adequate description of any challenges (included timeline delays) provided?

	|_|  YES     |_|  NO     |_|  N/A
	Is a management plan proposed to mitigate any challenges? 

	Section B3: Interval Monitoring or Audits

	|_|  YES     |_|  NO
	Have any external audits been performed? 

	|_|  YES     |_|  NO     |_|  N/A
	Have any findings been communicated to the OIRB and, if issues arose, appropriately addressed? 

	Section B4: Current Status of Study

	|_|  YES     |_|  NO
	Is the description of the current status accurate based on other reported information in the submission?

	Section C: Subject Enrollment (Leave blank as appropriate for specimen and data only studies and check here |_|)

	|_|  YES     |_|  NO
	Are there discrepancies in the reported numbers (either internally or compared with the last review)?

	|_|  YES     |_|  NO
	Is the study timeline still valid?  IF NO, do you recommend an amendment to revise the timeline:
|_|  YES     |_|  NO 

	|_|  YES     |_|  NO
	Do any concerns arise regarding equitable enrollment practices based upon the breakdown provided?

	|_|  YES     |_|  NO
	Are any vulnerable populations being enrolled in this research?

	|_|  YES     |_|  NO     |_|  N/A
	Do previously implemented safeguards remain sufficient to protect any of these populations?

	|_|  YES     |_|  NO
	Has the vulnerable status of any subjects changed in the course of the research?

	|_|  YES     |_|  NO     |_|  N/A
	Has the investigator adequately addressed the vulnerable status change of those affected?

	Section D: Subject Withdrawals and Complaints (Leave blank as appropriate for specimen and data only studies and check here |_|)

	|_|  YES     |_|  NO
	Are any withdrawals appropriately reported?

	|_|  YES     |_|  NO     |_|  N/A
	Does the pattern of withdrawals suggest a problem with recruitment, consent and/or study procedures?

	|_|  YES     |_|  NO     |_|  N/A
	Have any complaints regarding the research been adequately addressed? (Check N/A if no complaints)

	Section E: Existing Specimen/Data Progress  (Leave blank as appropriate for non-applicable studies and check here |_|)

	|_|  YES     |_|  NO
	Are the sources of the data described in Section E1 consistent with the protocol?

	|_|  YES     |_|  NO
	Are there any issues with enrollment of subjects based on Section E2?

	|_|  YES     |_|  NO
	Is the study timeline still valid?  IF NO, do you recommend an amendment to revise the timeline:
|_|  YES     |_|  NO 

	Section F: Deviations

	|_|  YES     |_|  NO     |_|  N/A
	Are there any concerns regarding any reported deviations? (Check N/A if no reported deviations)

	Section G: Privacy and Confidentiality

	|_|  YES     |_|  NO     |_|  N/A
	Are there any concerns regarding reported issues related to privacy/confidentiality? (Check N/A if no reported issues arose)

	Section H: Reportable Events (UPIRTSOs / UADE / Serious Adverse Events)

	|_|  YES     |_|  NO     |_|  N/A
	Do any issues arise after reviewing the adverse event log? (Consider failures to report, possible misclassification and/or trends suggesting a possible change in one or more of the approval criteria; check N/A if no AEs)

	|_|  YES     |_|  NO
	Are any serious adverse events (including deaths) reported?

	|_|  YES     |_|  NO     |_|  N/A
	Do any issues arise after reviewing the serious adverse event log? (Consider failures to report, possible misclassification and/or trends suggesting a possible change in one or more of the approval criteria; check N/A if no SAEs)

	|_|  YES     |_|  NO
	Are there any UPIRTSOs reported?

	|_|  YES     |_|  NO     |_|  N/A
	After reviewing the adverse event log, do any events meet the criteria for a UPIRTSO?

	|_|  YES     |_|  NO     |_|  N/A
	For FDA-regulated research only, do any issues arise from a review of sponsor-submitted (external) IND safety reports or adverse event logs? Check N/A if study either not FDA-regulated or no reports received.

	Section I: Review of Literature

	|_|  YES     |_|  NO
	Is the provided literature review sufficiently thorough to comment regarding the continued conduct of this study?

	|_|  YES     |_|  NO
	Do any issues arise, based upon the literature review, which might affect the willingness of subjects to participate?

	Section J: Current Risk/Benefit Assessment

	|_|  YES     |_|  NO
	Do any issues arise regarding the risk/benefit assessment provided?

	Section K: Modifications to the Protocol

	|_|  YES     |_|  NO     |_|  N/A
	Do any issues arise regarding the reported modifications? (Check N/A if SectionK1 is checked “NO”)

	|_|  YES     |_|  NO     |_|  N/A
	Have all modifications been reported since the last review?  (Check N/A if SectionK1 is checked “NO”)

	|_|  YES     |_|  NO     |_|  N/A
	Do any issues arise regarding reported disclosures? (Check N/A if SectionK2 is checked “NO”)

	

	Reviewer Determinations – NOTE: All Must Be “YES” or “N/A” for Approval

	In reviewing the approval criteria below, comment in the section entitled “Reviewer Comments” if any unique circumstances exist that affect the approval criteria.  

	|_|  YES     |_|  NO
	Are the risks to subjects continuing to be minimized (by using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk or are already being done as part of routine care)?

	|_|  YES     |_|  NO
	Are the risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects and the importance of the knowledge that may reasonably be expected to result?

	|_|  YES     |_|  NO
	Is the selection of subjects equitable after considering the purpose and setting of the research, involvement of vulnerable subjects, selection criteria, advertisements, recruitment, enrollment and payment procedures?

	|_|  YES     |_|  NO     |_|  N/A
	Does the research plan make adequate provisions for monitoring the data collected to ensure the safety of subjects? (Consider choosing “N/A” for selected minimal risk studies). 

	|_|  YES     |_|  NO
	Does the research plan make adequate provisions to protect the privacy of subjects?

	|_|  YES     |_|  NO
	Does the research plan make adequate provisions to maintain the confidentiality of the data?

	|_|  YES     |_|  NO
	Does the informed consent process conform to applicable regulations? (Check all that apply)
            

	
		|_|  WAIVED          

	
		|_|  ALTERED          

	
		|_|  FULL

	|_|  YES     |_|  NO     |_|  N/A
	Does the documentation of the informed consent process conform to applicable regulations?  (Check “N/A” for studies that involve a waiver of the documentation of consent).

	|_|  YES     |_|  NO     |_|  N/A
	Are additional safeguards adequate to protect the rights and welfare of subjects potentially vulnerable to coercion or undue influence? (Check “N/A” if no additional safeguards are included)

	|_|  YES     |_|  NO     |_|  N/A
	Have the criteria in any of the following applicable areas been met (Check all that apply, choose “N/A” if none):


	
		|_|  PREGNANT WOMEN   

	
		|_|  NEONATES   

	
		|_|  CHILDREN   

	
	|_|  PRISONERS   

	|_|  YES     |_|  NO
	Does the HIPAA Authorization process conform to applicable regulations? (Check all that apply)            

	
		|_|  WAIVED          

	
		|_|  ALTERED          

	
		|_|  FULL

	|_|  YES     |_|  NO     |_|  N/A
	Does the proposed use of all drugs, devices, biologics and supplements conform to FDA regulations? (Check “N/A” if none of the above are being used as the focus of the research)

	|_|  YES     |_|  NO     |_|  N/A
	Are there any conflicts of interest or commitment identified for the principal investigator or any associate investigators for which a sufficient mitigation plan is not in place?

	|_|  YES     |_|  NO     |_|  N/A
	Is the plan for communication of information among sites adequate to protect subjects and ensure scientific validity?
 (Check “N/A” if the proposed research is not a multicenter study)

	Section 4: Reviewer Recommendations

	
|_|  APPROVE     
|_|  CONDITIONALLY APPROVE
|_|  DEFER/TABLE          
|_|  RECOMMEND DISAPPROVAL 

	In making this determination, consider the need for any changes (only minor changes may result in a conditional approval – i.e. those that do not significantly impact the approval criteria noted above).  Only proposed research which cannot be made feasible or ethical and still address the specific aims / hypotheses should be recommended for disapproved. 

	
|_|  MINIMAL RISK 
|_|  GREATER THAN MINIMAL RISK


Projects Involving Children ONLY:  
|_|  MINOR INCREASE OVER MINIMAL RISK
	Risk Category:  Note that “minimal risk” implies that the probability and magnitude of harm or discomfort from the research is not greater than those ordinarily encountered in daily life of normal persons or in the performance of routine physical or psychological tests in normal persons.  

Note also that “minor increase over minimal” is reserved for research in children.

	
|_|  OPEN TO NEW SUBJECT ACCRUAL
|_|  CLOSED – STUDY PROCEDURES ON-GOING
|_|  CLOSED – LONG-TERM FOLLOW-UP           |_|  CLOSED – DATA ANALYSIS ONLY 

	Study Status:  A comment must be included below if the status is a change from that reported on the Continuing Review Progress Report.  

	
|_|  NO CR REQUIRED (Expedited, or data analysis, including analysis of identifiable private information or identifiable biospecimens, or accessing follow-up clinical data from procedures that subjects would undergo as part of clinical care 

|_|  ONE YEAR     
|_|  SIX MONTHS
|_|  OTHER: Please Specify      

	Continuing Review Cycle:  Consider the nature and complexity of the proposed research, the timing of the risks and the degree of external verification of the research.
• An amendment, audit, or reportable event reveals new findings that require additional oversight
•The investigator has had previous serious or continuing non-compliance or a pattern of non-serious non-compliance
· The project is regulated by the Food & Drug Administration (FDA) or by another sponsor that requires continuing review
•The project involves additional regulatory oversight, such as conflict of interest (COI) management
•The research will be conducted internationally

	MAJOR STIPULATIONS:
     


	MINOR STIPULATIONS:
     


	ADDITIONAL COMMENTS (INCLUDING RECOMMENDATION FOR RESEARCH DISAPPROVAL):
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