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Institutional Review Board

Continuing Review Form for IRB Approved Studies

Submission Requirements:

· Submit an electronic copy to the IRB mailbox: 
· In subject line of e-mail:  Expiration Date; Continuing Review, IRB #, PI last name

· Attach electronic versions of all required documents

· Also submit a hard copy of the signed form and required documents to:  Office of Research Integrity and Compliance,   Box 205. 
I. Study Information

	  Principal    Investiator
	      
	  Email
	      

	
	
	  Phone
	      

	  Department
	      
	  Division
	      

	  Primary   Contact 
  (CRC, AA, etc.)
	      
	  Email
	      

	
	
	  Phone
	      

	  Protocol Title
	      

	  IRB Number
	     
	Original Approval Date
	     
	Last Approval Date
	        
	 Expiration
 Date
	      


II. Funding & Sponsorship
	  Is the Project Funded and/or Sponsored? 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	 Name of sponsor:       

	  Has funding or sponsorship changed since last approval?

If yes, please explain the change and indicate if the Office of Sponsored Programs (OSP) has reviewed and processed the change:      
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No


III. Status of Research
A. Study Status
	Please summarize the progress of study:       

	2.  What is the current status of enrollment at our institution?

 FORMCHECKBOX 
  No subjects/records/specimens enrolled at our institution to date


 FORMCHECKBOX 
  Currently enrolling subjects/records/specimens at our institution
 FORMCHECKBOX 
  Closed to new enrollment (select one) at our institution
Date of closure to subject/records/specimens enrollment:      
 FORMCHECKBOX 
  Treatment and/or research assessments/interventions of participants continue at our site
 FORMCHECKBOX 
  Subjects have completed interventions - remain in study for collection of long-term follow-up data per protocol
 FORMCHECKBOX 
  Subjects have completed all study research activities at our site and/or the study is being kept open for data clarifications, analysis, or manuscript preparation.  If so, were there any active participants at our institution (newly enrolled, continuing protocol specific management, or protocol related follow-up) in the past 12 months?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No              


B. Subject Recruitment and Accrual

	1. Total number of subject/records/specimens approved to be enrolled
	     

	2. Number of subjects/records/specimens enrolled in the last IRB approval period, excluding screen failures
	     

	3. Total number of subject/records/specimens enrolled at our site, excluding screen failures
	     


	4. Total number of subject/records/specimens enrolled study-wide (same as above if single-site study)
	     

	5. Total number of subjects enrolled who voluntarily withdrew from the study in the last approval period  
	     

	Please state the reason for the withdrawals.      

	6. Total number of subjects enrolled who were withdrawn (non-voluntarily) from the study in the last approval period, excluding screen failures  
	     

	Please explain the reason for the withdrawals.      

	7. Total number of subjects that were lost in follow-up (e.g. not attended follow-up appointments or responded to phone call reminders, etc.), excluding screen failures
	     

	Summarize the steps taken to locate lost subjects.        


C.  Study Progress and New Findings

	1. Is this a multi-center study? If no, skip to question #3.
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	2. If this is a multi-center study, is there is a coordinating or lead site?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If so, provide the name of the lead site, a copy of their current institutional IRB approval, and any multi-site study reports.      

	3. Is there any new literature applicable to this research that was published during the last year or preliminary results to report?
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If so, summarize literature and/or findings (may attach documents).       

	4. Do these findings indicate a change in the current risk-benefit assessment and/or require an amendment?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If so, please explain and submit revised protocol and/or consents:       

	5. Have there been any changes related to a conflict of interest for current personnel on this protocol?  All investigators must disclose all real, apparent, or potential financial conflicts of interest to the IRB.For more information, please see “The Policy on Conflict of Interest for Sponsored Programs or contact the Office of Sponsored Programs.”
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	6. Have any complaints been received about this research since the last IRB approval?
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, describe the substance of the complaint, when it occurred, the complainant’s relationship to the study, and how the situation was resolved.       


D. Consent Process

	1.  How is consent obtained from study participants?

 FORMCHECKBOX 
  Written consent/assent
 FORMCHECKBOX 
  Verbal/Oral consent

 FORMCHECKBOX 
  Consent statement (e.g. statement included for voluntary completion of surveys)

 FORMCHECKBOX 
  Consent waived - If consent was waived, skip to Section E

	2.  Has consent been obtained from non-English speaking participants?

	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, was an approved consent in the native language available?   
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If not, was a short form used?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If the short form was used, for how many patients?       

	Reminder:  Assent should be obtained on any active subjects who turn twelve during the course of the study. Informed consent (using an IRB approved adult consent form) should be obtained from any active subjects who become eighteen during the course of the study.


E.  FDA IND/IDE Information

	1. Is there a drug or device used for research purposes in this study?  If no, skip to Section F
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	2. Have there been any problems with manufacturing, obtaining, dispensing or using the drug/device during the last year?  If yes, please submit an Unanticipated Problem or Protocol Violation Report form to report the issue(s) if it has not already been reported to the IRB.
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No



	3. Has the FDA inspected this study since it was originally approved?  If yes, please submit a copy of any FDA inspection reports received during the last year and the response provided.
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No



	4. Is there an investigator-held IND or IDE associated with this study? If no, skip to Section F. 

If Investigator-held, provide the following information: IND #:          IDE#:          
Date of Issuance:       
What is the date of the last submitted FDA progress report?      
Attach a copy of the last FDA progress report. 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No



F.  Unanticipated Problems/Violations, Other AE’s and Minor Protocol Deviations
	1. Have there been any adverse events requiring reporting to the IRB per the Unanticipated Problems Policy during the last year?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please summarize all that have been submitted AND submit all such events that have not already been reported to the IRB on the appropriate form.      

	2. Have there been any protocol violations and/or unanticipated problems affecting subject safety, data integrity, or confidentiality of data during the last year?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please summarize all that have been submitted AND submit all protocol violations and/or unanticipated problems that have not already been reported to the IRB at this time on the appropriate form.      

	3. Have there been other adverse events and/or protocol violations associated with this study not requiring reporting under the Unanticipated Problems Policy during the last year?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please summarize the events and minor deviations that occurred during the last year and/or provide a log.      

	


G.  Amendments to Study

	1. Have there been any amendments to the research since the last approval?
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please summarize any approved amendments during this time.      

	2. Are you submitting ANY changes with this Continuing Review submission? 
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If yes, please complete #3-5 below. Note: These will be reviewed along with the continuing review (even if it is full board).  If needed sooner, submit separately. If no amendment, skip to Section H. 

	3. Are any of these changes required by the sponsor?
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
	**Please note: If proposed change(s) affect the terms of a contract, it is the PI’s responsibility to contact OSP 

	4. The following change(s) are being proposed for the above referenced protocol (check all that apply):

	 FORMCHECKBOX 
  Title change and/or funding source. New Title or funding source:       
 FORMCHECKBOX 
  Research plan or protocol modifications, including changes in study procedures. 

 FORMCHECKBOX 
  Addition or removal of PI, co-PI, or other key personnel. 
 FORMCHECKBOX 
  Addition, deletion, and/or change in:  recruitment materials (advertisements, fliers or brochures, etc…), oral script, survey instruments, web-based instruments, questionnaires, etc…

 FORMCHECKBOX 
  Addition of audio or video recording or photography of subject(s) for research purposes

 FORMCHECKBOX 
  Change or addition of drug or device 

 FORMCHECKBOX 
  Addition or deletion of collaborating institutions

 FORMCHECKBOX 
  Change in number of participants

 FORMCHECKBOX 
  Change in study population or inclusion criteria

 FORMCHECKBOX 
  Revised informed consent and/or assent documents

 FORMCHECKBOX 
  Addition of foreign language translation of consent/assent  or other documents

 FORMCHECKBOX 
  HIPAA Waiver form

 FORMCHECKBOX 
  New information about the investigational product (i.e., revised IB)

 FORMCHECKBOX 
  Other (please specify):      

	5. Describe or list changes made in this amendment and reference materials submitted with this form. Include the rationale for the proposed change(s) and if the risks to the research subject are likely to change as a result of the proposed amendment. Justify changes that will affect risks, benefits, informed consent, inclusion or exclusion criteria, the subject population(s), research sites, or the confidentiality or private identifiable subject information.      


H. DSMB and Sponsor Monitoring

	1. Is there a Data Safety Monitoring Board/Committee (DSMB/C) associated with this study?  If no, skip to question #3
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	2. Have there been any DSMB/C reports issued in the last year?  

If yes, please attach copies of all DSMB/C reports received in the last year and not already reported to the IRB.
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	3. Is this study monitored by the Sponsor/CRO?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If no, skip questions 4 and 5.


If yes, what is the name of the monitoring organization?      

	4. Has the study been monitored during the last year? 
If yes, please submit any Sponsor’s/CRO’s monitoring reports received during the last year that have not already been submitted to ORIC.
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No


	5. Have all identified issues requiring resolution been resolved?  
	 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

	If no, please explain the nature of the outstanding issue(s) and the plan for resolution.      


INVESTIGATOR’S ASSURANCE:

As Principal Investigator, I acknowledge that I am responsible for (1) the ethical conduct of the research study in protecting the rights and welfare of human research subjects; (2) the adequate training, knowledge and experience of all study personnel; and (3) the timely reporting of all required information.  I assure that the information in this application is correct and all procedures performed under the project will be conducted in strict accordance with all applicable Federal, State and local regulations and policies regarding the protection of human subjects in research.


​​​​​​​_______________________________________________________                      ____________________

   Principal Investigator’s Signature

 



   Date

   Note:  If the PI of study is changing, both the original PI and new PI are required to sign this form.

​​​​​​​

   _______________________________________________________                      ____________________

   New PI signature (if applicable)

 



   Date

                                                                  

   Printed Name of New PI



​​​​​​​​​​​​​​​​​​​ Submission Checklist (As above, submit one electronic copy and one hard copy) 
	 FORMCHECKBOX 
   Continuing Review Form with Principal Investigator’s signature 

	 FORMCHECKBOX 
   Current Protocol 

	 FORMCHECKBOX 
   Current Research Plan 

	 FORMCHECKBOX 
   Consent/Assent Forms if open enrollment - current stamped, tracked (if applicable) & clean versions    

	 FORMCHECKBOX 
   Current Personnel Form (noting the addition and removal of study personnel) with updated certification dates 

	 FORMCHECKBOX 
   Adverse Event Forms or Unanticipated Problem/Protocol Violation Form if indicated 


	 FORMCHECKBOX 
   Any FDA Inspection Reports and/or FDA Progress Report for studies with investigator-held IND or IDE, if applicable

	 FORMCHECKBOX 
   Any DSMB/C and/or Sponsor/CRO Monitoring Reports since the last IRB approval date

	 FORMCHECKBOX 
   Any relevant multi-center trial reports, publications, abstracts (or a website link) since the last IRB approval period
 FORMCHECKBOX 
   Other/Comments:      


Date received by the IRB:
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