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Submission Instructions:
Submit this original completed application and any other materials required to the IRB.

	Mail to:

Saskia Shuman
16 East 16th Street

New York, NY 10003


For questions or help with this form, please call: Saskia Shuman at 212-633-0800 ext.1391
Please complete the entire form. Failure to do so may result in delayed IRB approval for current or future projects. 
A continuing review form must still be submitted if the data analysis process is ongoing. If analysis is complete and no further action will be taken for the protocol, please submit a fully completed IRB Closure Form.
	Protocol: #  

	Study Start Date: 
	Study End Date: 

	PI:


	CoPI: 

        

	Title:



1. What is the status of this study?
 FORMCHECKBOX 
 Study Not Begun
 FORMCHECKBOX 
 Study on Hold: Please explain      
 FORMCHECKBOX 
 Recruiting Subjects/Obtaining additional patient data from EHR system
 FORMCHECKBOX 
 Following Subjects

 FORMCHECKBOX 
 Data Analysis Only
Please complete the entire form regardless of study status.

2. Please provide a summary of study progress :

3. Did this study involve the recruitment of human subjects?  FORMCHECKBOX 
Yes.  FORMCHECKBOX 
No. If no, proceed to question # 7
Provide the following numbers if this is a multi-site study; provide numbers for Institute sites in column A and entire 

           
study in column B

	                  

	
	IFH 

(A)
	ALL 
SITES (B)

	If YES,
	Total number of participants recruited for the study:
	     
	     

	
	Total number of participants enrolled for the study:  
	     
	     

	
	Total number of signed consent forms:
	     
	     


4.   If actual total enrollment is different from projected enrollment, provide an explanation: 


5.  Complete the chart below with the numbers of participants enrolled since last IRB review (continuing or initial):


If this study is supported by NIH funds, the demographic information below is required. If not, complete “Totals” column only.
	
	Ethnic Categories
	Racial Categories
	

	
	Hispanic or Latino
	Not Hispanic or Latino
	Ethnic Category  Total
	American Indian or Alaskan Native
	Asian
	Black, not of Hispanic Origin
	Native Hawaiian or Pacific Islander
	White, not of Hispanic Origin
	More than one race
	Other or Unknown
	Racial Category Total
	Totals

	Female
	
	
	
	
	
	
	
	
	
	
	
	

	Male
	
	
	
	
	
	
	
	
	
	
	
	

	Unknown
	
	
	
	
	
	
	
	
	
	
	
	

	Total
	
	
	
	
	
	
	
	
	
	
	
	


6. Have translated consent forms been used in conjunction with an interpreter to obtain participant consent for this study?
 FORMCHECKBOX 
Yes    FORMCHECKBOX 
No   FORMCHECKBOX 
 N/A 

If yes, explain which translations were used and in what context:
	     


7. Has your relationship with the study sponsor changed since IRB review in any way which might require conflict of interest disclosure?

 
 FORMCHECKBOX 
Yes.   FORMCHECKBOX 
No.  If yes, explain:
	     


8. Have there been any changes in Principal Investigator, Co-Principal Investigators, or staff?


 FORMCHECKBOX 
Yes.   FORMCHECKBOX 
No.  If yes, explain:
9. Summarize preliminary information about any results and/or trends: Please provide a brief paragraph in lay 
    language.
	


10. Describe any unanticipated problems in the conduct of the study: (if none, enter “none”)

	


	Yes
	No
	

	
	
	Have any reports of adverse events at other sites (e.g., MedWatch, sponsor-supplied adverse event descriptions) been received?

	
	If Yes, have all adverse events at other sites been submitted to the IRB?
	Yes   FORMCHECKBOX 

	No** 
 FORMCHECKBOX 




** If no, please request and remit an “adverse events” narrative form with this document.

11. Has the risk/benefit relationship for subjects changed from the initial expectation?


 FORMCHECKBOX 
Yes.   FORMCHECKBOX 
No.  If yes, describe what has changed from the initial expectations:

	


12. List changes in the study and dates approved by the IRB: (if none, enter “none”)
	


13. Submit approved consent forms along with this form for IRB continuing review.

14. Were the study findings:

 FORMCHECKBOX 
Published – attach publication
     (check all that apply and

 FORMCHECKBOX 
Presented at a meeting- attach copy of presentation
       Provide relevant information)
 FORMCHECKBOX 
Incorporated in clinical practice/program administration
	


15. The Principal Investigator’s original signature is required.  
By signing below, the Principal Investigator assures the information contained on this form is true and accurate.

	
	

	Original Signature of Principal Investigator
	Date

	Phone: 
	Fax: 
	E-mail: 

	
	

	Original Signature of Co-Principal Investigator
	Date

	Phone: 
	Fax: 
	E-mail: 
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