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KUMC INSTITUTIONAL REVIEW BOARD

CONTINUING REVIEW SUPPLEMENT FOR 
LEAD INVESTIGATORS

NOTE: This continuing review form is for KUMC principal investigators who are designated as Lead Investigator for a multi-site study and are responsible for study conduct at relying sites.   

Directions:  Download this form to your desktop/files.  After completion, upload this form and the individual reports from the relying sites in the myIRB Continuing Review tab, as Supporting Documents on question #5.  

I.  STUDY INFORMATION 
	Principal Investigator:      



	[bookmark: Text53]Protocol Title:        
IRB#	     
Date of report:       



II.  ENROLLMENT STATUS AT ALL SITES  
|_|	Still enrolling at all sites (new consent form(s) will be issued)
|_|	Closed to enrollment (the study team requests new consent forms, explain below)

|_|  Re-consenting is ongoing at one or more sites
|_|  Other purpose: Specify      
|_|	Closed to enrollment (no new consent forms are needed for any site)

III.  DATA AND SAFETY MONITORING 
A.	What type of data and safety monitoring was approved for this project? 

|_|  Data and Safety Monitoring Board (DSMB)
|_|  Data Monitoring Committee (DMC)
[bookmark: Text72]|_|  Other central monitoring entity; Specify      
|_|  Medical Monitor designated by the sponsor (for multi-center trials) 
|_|  Medical Monitor designated at the local level
		Name:   	     
		Affiliation: 	     
|_|  KUMC study team members only

B.	For studies overseen by a DSMB or DMC:  Have you uploaded reports from all DSMB/DMC meetings that have occurred since your last Continuing Review submission?  (see item #5 on the myIRB Continuing Review smart form page)?
 
|_| Yes   	
	|_| No;  provide explanation      

[bookmark: _Hlk65839774]C.	In the table below, summarize the reportable events that involved subjects enrolled under the KUMC IRB since the last review.   Reportable events can include adverse events, non-compliance and other problems impacting the study.  Refer to the IRB’s reporting requirements at: http://www.kumc.edu/human-research-protection-program/institutional-review-board/how-to-submit-to-the-irb/reporting-new-information-/-events.html

	Summary of the event
	IRB Submission:
List the RNI number or type “Pending” if information is still being gathered

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     




IV.  STUDY CONDUCT 
[bookmark: Check66][bookmark: Check67]A.	Does the KUMC PI hold the IND or IDE for this study? 		|_|  Yes   |_|  No	
	(An IND/IDE is special permission from FDA to conduct a study with an investigational product)

If yes, date of last Progress Report?       
	(Please include in this submission if not submitted previously)

B.	Have all personnel changes from relying sites been reported to the KUMC HRPP?  												|_|  Yes   |_|  No
If no, provide details:      


C. Since the study started, how many subjects have been withdrawn or removed from the study?       

D. What were the reasons for the withdrawals?  


	Reason for Withdrawal
	Number of Subjects at Your Site
Since Study Start-Up

	Found to be ineligible after enrollment
	     

	Withdrawn by the study team for safety reasons
	     

	Subject withdrew due to side effects
	     

	Disease progression
	     

	Study-related death
	     

	Non-study-related death
	     

	Dissatisfaction with study outcomes (e.g., treatment not effective)
	     

	Dissatisfaction with study requirements (e.g., time commitment, life-style changes, unwilling to be randomized, etc.)
	     

	Subject complaints about the study
	     

	Lost to follow-up
	     

	Other:  Specify      
	     

	Additional Comments 
	     




V.  INFORMED CONSENT
A.  	Was informed consent obtained from all enrolled subjects?
[bookmark: Check22]	|_| N/A (No subjects have been enrolled)
|_| N/A (Studies was approved with a waiver of consent)
[bookmark: Check23]	|_| Yes   	
[bookmark: Check24]	|_| No   If no, provide explanation.
	[bookmark: Text46]     



B.  	For pediatric studies, have any current subjects turned 18 years old since the last review and 
	thus need to be re-consented as adults?  

	|_| N/A (Not a pediatric study)  
	|_| Yes   	
	|_| No   
	If yes, how many subjects turned 18 since the last review?
	[bookmark: Text54]     



C.  	Were any non-English speaking subjects enrolled since the last review?  
	|_| No	   	
[bookmark: Text173]	|_| Yes   Number enrolled         
		If yes, how was consent obtained?
		|_| Short form in native language
		|_| Full consent form in native language
		|_| Other: Specify      

VI.	Data Management
A.  	Have there been any changes in:  
Parties responsible for data management and coordination 
|_|  No	   	
	|_|  Yes   Specify:          
Data storage location(s) 
|_|  No	   	
	|_|  Yes   Specify:         
Data recipients
|_|  No	   	
	|_|  Yes   Specify:        
B. Have there been any problems related to data management or data integrity?
|_|  No	   	
	|_|  Yes   Specify:         

VII.	Funding Updates 
	Has there been any change to the funding source(s) currently listed in the myIRB system?  

|_|  Yes  |_|  No	

            	If yes, explain:       

VIII.	Conflict of Interest for All Study Team Members
Since the last IRB review, has the PI, any study personnel, or the PI’s or study personnel’s immediate family or personal household member, or the institution acquired a new financial interest which could be a potential conflict of interest related to this project?  (Potential COIs may relate to equity, remuneration, intellectual property rights, sponsored travel or fiduciary positions in a sponsor of the study or in a company with a proprietary interest in drugs, devices, or IP being utilized in the study.)

[bookmark: Check38][bookmark: Check39]|_|  Yes  |_|  No	

            	If yes, explain:       

IX.	Lead Investigator’s Assessment of Study Sites 
	Are you aware of changes or concerns at any study site related to: 
[bookmark: _Hlk65841834]
|_|  Yes  |_|  No	Accrual and retention at the sites
|_|  Yes  |_|  No	Changes to personnel qualifications or availability
|_|  Yes  |_|  No	Timely response to information requests
|_|  Yes  |_|  No	High number of withdrawals or complaints
|_|  Yes  |_|  No	Multiple incidences of minor non-compliance
|_|  Yes  |_|  No	Overall quality of site performance

X.	ADDITIONAL COMMENTS
  Please provide any additional details about your assessment above.   
        
 XI.	  ADDITIONAL DOCUMENTS As applicable, uploaded these additional items as
Supporting Documents on question #5 in the myIRB system.          
                                                                                                                                                                                                                                                                                                                                                                                  
|_|  FDA correspondence about this study (if not previously submitted)
|_|  Other new information, published or unpublished, that relates to study conduct 

___________________________________________________________________________
Printed Name, Lead Investigator






___________________________________________________________________________
Signature, Lead Investigator								Date


Thank you for your submission. If you have any questions, please contact the KUMC IRB office at (913) 588-1240 or IRBreliance@kumc.edu
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