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IRB Number
     
Date Submitted
     
                                                                                Expiration Date
      

                                                                   Initial IRB Approval Date              
                                                     Continuing Review Form
Please note that if this is your fourth request for continuation of this study, you may need to           

resubmit this project as a new project. Please call IRB for more information at  858-966-4008

Principal Investigator:      




Sponsor:     


Sponsor Protocol #     



	     


Study Title:  


1) 
Indicate whether the project started:
  FORMCHECKBOX 
  YES      FORMCHECKBOX 
  NO 



If the study has not started, please state why:      
2) List all members of the study team and their roles and the status of their human subjects protection training (IRB Tutorial accessible at irb.rchsd.org). Please note that the study must be amended prior to the involvement of new study personnel (staff or investigators): If you need more space, please add another page.
Please note that any study member that has not completed or renewed the annual IRB tutorial by the study expiration date will be removed from the study. If the study member that is being removed is the study Principal Investigator, the study will be closed by the expiration date.

	Study Team Member
	Role in the Project
	Completion of the IRB Tutorial and Date
	Note

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


5) Number of Subjects at RCHSD site (includes subjects, datasets, charts, etc):




Date first subject enrolled:


Approved by IRB




              If # is exceeded, 




 explain why.



Expected date of completion:








 

Date enrollment closed:



  

 
Subjects approached but not enrolled:
 Number of subjects dropped:



Number of subjects enrolled:


Number of subjects completed:
     


4) If it is a multi-site study, total number of subjects enrolled for all sites: 

5) Indicate how many RCHSD subjects experienced: 

Explain below as needed:


   
Serious or unexpected reaction


     
   
Withdrew from project (voluntary and involuntary)
     

   
Submitted a complaint



     
   
Death unrelated




     

   
Death possibly related



                 

   
Death definitely or probably 



     
related to the study

6) 
Is there a DSMB (Data Safety Monitoring Board) for this Study?  
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
  NO

If yes, have you forwarded all DSMB reports to the IRB?
 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO

If yes, list the dates of the reports:      
If not, please forward the reports to the IRB. 
7)   Have changes in the science literature or interim experience with this or related studies


changed your assessment of potential risks or benefits to study subjects?

 FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO


If yes, Please summarize below:

     
8)
Do you plan on making changes to the research plan/consent at this time?  FORMCHECKBOX 
  YES
 FORMCHECKBOX 
  NO


If yes, please include highlighted versions of the documents noting the requested changes.  Please describe the requested changes in detail in this section, or submit a separate amendment request.  Please be reminded that all amendments must be approved by the IRB PRIOR TO INITIATION, except where necessary to eliminate apparent immediate hazard to the subject.

9)
Summary of Progress to Date:

Describe the progress in conducting and/or analyzing the study to date (this should reference progress made at Rady Children’s as well as all study sites):


     
Provide any available preliminary results:


     
Include a list of recent literature on drug/device/procedures/etc, including any multi-site trial findings:


     
List ALL approved amendments to the study (include IRB approval dates and description of the request):


     
Provide a summary of ALL adverse events at RCHSD and off-site (table should be provided as an attachment):


     
Include any additional information relating to the study risks or the study risk/benefit ratio:


     
List all conducted study audits/monitoring visits by the Sponsor, FDA, or other agency (please specify date, agency and outcome):


     
10) Conflict of Interest:  The members of the study team (self, spouse, dependent children)  




 FORMCHECKBOX 
  do                      FORMCHECKBOX 
  do not   


 have a possible conflict of interest with the sponsor of this project. 


If a conflict exists, please indicate which individual is conflicted and the nature of the conflict.

The following items constitute a possible conflict of interest (as related to individual, spouse and dependent children): 

(1) Equity & ownership >$10,000 or 5%; 

(2)    Direct/indirect ownership, (includes publicly traded stock) >$10,000; 

(3)    Position as a director, officer, partner, trustee, or employee of any management position held within the sponsor; or 

(4) Payment (consultant fees, honoraria, grant payments) >$10,000; 

(5) Intellectual Property Rights.

I certify that the information I have provided about this project is accurate. Furthermore, I certify that I will direct this project in compliance with Rady Children’s Hospital-San Diego policies, with the terms and conditions of Rady Children’s agreement with the sponsor and with all applicable laws and regulations and will uphold the responsibilities of Principal Investigator.

_________________________________________________
   _______________

Signature of Principal Investigator



   

   Date
SUBMIT THE SIGNED ORIGINAL APPLICATION AND FOUR PACKETS OF THE FOLLOWING:
· This Application 

· Current Consent and Assent Forms, as applicable (e.g., parent, adult, adolescent, child)
· Current HIPAA authorization form(s), as applicable (e.g., parent, adult)
· Current Research Plan (update Section 7 accordingly)
· Current Sponsor Protocol (when applicable)
· Current Investigator Brochure (when applicable)
· One set of clean copies of all consent and assent documents and HIPAA authorization forms to be approved (IRB stamp)- attach to original application 

  





Use additional sheets as needed.
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