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CONTINUING REVIEW
	Use this form to apply to conduct research beyond the existing Children’s IRB approval date. Conducting research activities without IRB approval is a violation of regulations and Children's policies.  


A.  STUDY INFORMATION 
	 IRB NUMBER
	

	 STUDY TITLE
	

	 PRINCIPAL   INVESTIGATOR
	
	PI PHONE

	 PI EMAIL 
	

	 RESEARCH COORDINATOR
	
	 PHONE 

	 COORDINATOR EMAIL
	


B.  STUDY PERSONNEL
	Please provide the current list of study personnel.  If study personnel need to be added or removed from the study, a Request for Modification form MUST be submitted to the IRB.  All CITI requirements must be complete.  (To add rows, hit the TAB key from the bottom right cell)

	     Name and Degree:  
	Name and Degree:  

	     Name and Degree:  
	Name and Degree:  

	     Name and Degree:  
	Name and Degree:  

	     Name and Degree:  
	Name and Degree:  


C.  FUNDING

	1.  Is the project funded?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO        If No, skip to next section.

	2.  Sponsor’s Name:

	3.  Has the funding changed since the last review?
If yes, please explain change and provide new funding information:  
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Is there a new, revised, or renewal grant application since the last IRB review?

If yes, please forward a copy of the current grant application with this submission.  
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	5. If this study is funded by PHS (NIH, CDC, FDA, etc.), have all investigators (senior key personnel) completed the required financial conflict of interest training?
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO   FORMCHECKBOX 
 N/A  
If Yes, please include a copy of your certificate(s) of completion.     
If No, study will not be renewed until training is complete.


D.  STUDY STATUS
	Please indicate the status of the study: 
(A subject is considered to be enrolled when informed consent is obtained.  For reviews of medical records, analysis of specimens and other studies with no direct subject interaction, the terms “subjects enrolled” refers to those persons whose information has been collected for use in this study.)

	1. Have any research subjects been enrolled (or participant records, specimens, etc. obtained) at this site?

If no, explain:
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  If subjects have been enrolled, indicate the status below:

 FORMCHECKBOX 
 Recruitment is ongoing

 FORMCHECKBOX 
 Recruitment has been completed

 FORMCHECKBOX 
 Subjects have not completed all research interventions.

 FORMCHECKBOX 
 All subjects have completed all research interventions and subjects remain active only for long-term follow-up (or re-contact) and data analysis.

 FORMCHECKBOX 
 Research remains active only for data analysis.  

If all recruitment and research interventions are complete and the study is only open for data analysis and the data is de-identified, the study may be closed out.  Please complete the Close-Out Report Form.  


 E.  SUBJECT RECRUITMENT AND ACCRUAL
	The number of subjects is defined as the number of individuals who provided informed consent, even if the subject is found to be ineligible or otherwise does not complete the study. For reviews of medical records, analysis of specimens and other studies with no direct subject interaction, the terms “subjects enrolled” refers to those persons whose information has been collected for use in this study.

	1.  Number of subjects enrolled in the last IRB approval period (number of records reviewed)
	


	2.  Total number of subjects enrolled to date at Children’s (total number of records reviewed at Children’s) 
	


	3.  Total number of subjects enrolled study-wide (same as above if single-site study)
	


	4.  IRB approved number of subjects (or records, specimens, etc.) at Children’s
	

	If more subjects have been enrolled (E.#2) than are currently approved to be enrolled (E.#4), please submit a modification to increase enrollment and complete the Non-Compliance Form.

	5.  Have any subjects voluntarily withdrawn from the research since the last IRB review?  
If yes, list and describe each withdrawal and any revisions made to the study (consent form, protocol, etc.) in response to the withdrawal(s).
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	6.  Have any subjects been withdrawn (non-voluntarily) from the study?

If yes, list and describe each withdrawal and any revisions made to the study (consent form, protocol, etc.) in response to the withdrawal(s).
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	7.  Have any subjects made complaints about the research since the last IRB review?

If yes, list and describe each complaint and any revisions made to the study as a result.
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


	F.  STUDY PROGRESS AND NEW FINDINGS
	


	1. Have there been any significant new findings (either good or bad) since the last IRB approval that should be disclosed to subjects who participate in the study?
If yes, please describe: 
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Summarize any recent literature or other new information relevant to the research since the last IRB review:

	3.  Have any medical, legal or practical difficulties been encountered in the last IRB approval period for this study aside from adverse events?  For example, difficulties would include logistic problems of performance or any difficulties that may pertain to the rights of the subjects.
If yes, please describe:      
	 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Provide a brief summary of the study progress and/or research results to date, including any issues with recruitment or study conduct, interim findings, etc. and attach a copy of any multi-center trial reports or other information, especially information about risks associated with the research.  A response is required for all studies.  Do not include identifiers. :       

	5.  If you have an IND or IDE, please provide a copy of the annual report submitted to the FDA or explain why the report is not available.  

	
	



G.  INFORMED CONSENT

	If you would like to update your consent forms, submit the revised forms with a modification to request the change.  Revised documents should receive IRB approval prior to use.  If consent was waived or recruitment is complete and consent documents are no longer active, skip this section.

	1.    Have there been any issues identified with the informed consent/assent process or documents?

If yes, please explain.
	   FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Are the currently known risks and benefits adequately described in the informed consent form?  

If no, a revised consent form should be submitted.  
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	Please attach a copy of all currently approved informed consent documents (consent, assent, parental permission, verbal script, etc.).  


H.  RISK ASSESSMENT
	1.  Since the last IRB review, did any unanticipated problems involving risks to subjects or others or adverse events occur in research at Children’s?  
If yes:

a. Were all the events appropriately reported to the IRB?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO
If no, provide an explanation.
	     FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Since the last IRB review, did any unanticipated problems involving risks to subjects or others or adverse events occur in research at an external site?  

If yes:

a. How many?

b. Did they pose any additional risk?  FORMCHECKBOX 
 YES   FORMCHECKBOX 
 NO
If yes, please explain:
Please attach a summary of the types of events that occurred and the relationship to the study.
	   FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	3.  Was the research subject to a Data and Safety Monitoring Board or Committee (DSMB or DSMC) or other similar committee?

If yes, provide a copy of the most current report.  If no report is available, please provide an explanation.  
	   FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Has any sponsor or agency (e.g., FDA, OHRP, etc.) audited, inspected or otherwise monitored activity at this study site during the past approval period?

If yes, attach a copy of all correspondence or reports.
	   FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


I.  FINANCIAL INTEREST DISCLOSURE
	Does any Children’s investigator (including principal or co-investigator(s)), key personnel, or their immediate family members have any financial interest (including royalty, equity interest, consulting salary, stock options,  intellectual property rights, compensation related to the research, proprietary interest related to the research including, but not limited to, a patent, trademark, copyright, or licensing agreement, or other financial interest related to the research) with the sponsor or other study related entities outlined in the Conflict of Interest Related to Research Policies and Procedures? 
If yes, please submit a completed Investigator Conflict of Interest form and any applicable attachments.
FOR PHS-FUNDED studies, financial disclosure related to institutional responsibilities by senior key personnel is also required.
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


J.  PRINCIPAL INVESTIGATOR’S ASSURANCE

	The signature of the Principal Investigator certifies that he/she acknowledges responsibility 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.  The Principal Investigator assures 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

 
     Printed Name




  Date


Signature page must be received as original, fax to (404) 785-9470, or scanned and sent as a pdf via email to irb@choa.org.  Signature stamps will not be accepted.  ​​​​​​​​​​​​​​​​​​​ 
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