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KUMC INSTITUTIONAL REVIEW BOARD
CONTINUING REVIEW UPDATE FOR 
RELYING SITE INVESTIGATORS

Thank you for collaborating with research at the University of Kansas Medical Center (KUMC).  Your update provides the KUMC IRB with the information needed to review the ongoing conduct of the study at your site.  

If you have questions about completing this update, please contact the KUMC IRB Representatives at IRBreliance@kumc.edu

____________________________________________________________________
	KUMC Principal Investigator:      



	[bookmark: Text53]Protocol Title:        
	
Site Location:      



Site Investigator:      

Date of report:       



I. ENROLLMENT STATUS (CHECK ONE)
|_|	Still enrolling (new consent form(s) will be issued)
|_|	Closed to enrollment (the site requests new consent forms as explained below)

[bookmark: _Hlk65728919]	|_|  Re-consenting is ongoing or may be needed over the next year
|_|  Other purpose: Specify      
|_|	Closed to enrollment (no new consent forms are needed)

|_|	Study activities at our site are limited to long-term follow-up

|_|	Enrollment is closed, study interventions are complete and study activities at our site are limited to data analysis

II.   SITE ENROLLMENT
Enrolled subjects are those who underwent any research procedures after they signed a consent form and their eligibility was confirmed.  

	        Subjects enrolled during the last reporting period
	        Total subjects enrolled at this site



Since your site was approved, how many subjects have been withdrawn or removed from the study?       
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	Withdrawn by the study team for safety reasons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 
	     



III. SITE-SPECIFIC CHANGES

A. Please describe any adjustments to the protocol that were made for implementation at your site only.

	     



B. Have all personnel changes at your site been vetted by your IRB and reported to the KUMC team? 

|_|  Yes  |_|  No	 If no, explain:       

IV.  REPORTABLE EVENTS
A.	Reportable Adverse Events:  Please review the KUMC IRB’s requirements for prompt reporting of adverse events at the end of this document.   Only reportable events should be listed in this section.  
	Summary of the adverse event
	Submission to KUMC:
Please indicate the date of notifying the KUMC study team or type “Pending” if information is in the process of being reported.  

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     




B.	Reportable Non-compliance:  Please review the KUMC IRB’s requirements for prompt reporting of non-compliance at the end of this document.  Only reportable events should be listed in this section. 
	[bookmark: _Hlk65736348]Summary of the non-compliance 
	Submission to KUMC:
Please indicate the date of notifying the KUMC study team or type “Pending” if information is in the process of being reported.  

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     



C. 	Other reportable problems, such as data breach, equipment malfunction, data integrity problems or complaints related to study conduct.  Please review the KUMC IRB’s requirements for prompt reporting of other problems at the end of this document.
	Summary of the problem
	Submission to KUMC:
Please indicate the date of notifying the KUMC study team or type “Pending” if information is in the process of being reported.  

	     
	     

	     
	     

	     
	     



V.	Local Changes Related to Study Conduct
Since the last IRB review, have there been any local changes that would impact the conduct of this study at your site?  

|_|  Yes  |_|  No	Changes to state law or institutional policies on research
|_|  Yes  |_|  No	New requirements for ancillary review
|_|  Yes  |_|  No	Changes to data storage arrangements
|_|  Yes  |_|  No	Changes to personnel qualifications or availability
|_|  Yes  |_|  No	Changes to resources available to conduct this research

Please provide any additional details about the items above.   

        

VI.	Conflict of Interest for All Study Team Members
Do you or any of your study team members have new relevant financial interests or changes to a conflict of interest management plan?   (Relevant financial interests 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:       

___________________________________________________________________________
Printed Name, Site Investigator






___________________________________________________________________________
Signature, Site Investigator								Date

PROMPT REPORTING REQUIREMENTS FOR THE KUMC IRB

Adverse Events
Prompt reporting to the IRB (within 5 working days of the study team’s awareness) is required for any local event that is unexpected and that is judged by the investigator to be related or probably related to participation in the research:
 
A. “Unexpected” events are those that differ in nature, severity or frequency from risk information previously reviewed and approved by the IRB.
B. “Related or probably related” events are those that are, in the opinion of the investigator, more likely than not attributable to study participation.  In determining whether the event is likely attributable to study participation, the investigator uses his or her expertise about the condition under study, experience with the study drug, available data from related studies, and information from the study sponsor in the case of multi-center trials.  The investigator also evaluates the temporal relationship with study interactions or interventions and whether symptoms decrease or disappear when a test article is withdrawn.  Events are not considered to be related if they are judged to be caused by the clinical state or clearly attributable to unrelated circumstances;  

Non-Compliance
Prompt reporting to the IRB (within 5 working days of the study team’s awareness) is always required in the following circumstances:

A. Failure to obtain informed consent, or re-consent when required by the IRB
B. Modifying the protocol without IRB approval, except to avoid immediate hazard to subjects 
C. Conducting the research prior to IRB approval, during an IRB suspension or after IRB approval expires 

Additionally, prompt reporting is required for other non-compliance that the investigator determines causes harm, increases risk of harm, adversely affects the rights and welfare of participants or undermines the scientific integrity of the data.  

Other Unanticipated Problems 
In addition to the events above, prompt reporting (within 5 working days of the study team’s awareness) is required for the following types of problems: 
1) Information that indicates a new or increased risk, or a potential safety issue. For example: 
• Interim analysis, safety monitoring report, or investigator finding that indicates new risks. 
• Withdrawal, restriction, or modification of a marketed approval of a drug, device, or biologic. 
• Subject complaint that indicates increased risk of harm to self or others. 
• Any changes significantly affecting the conduct of the research. 
2) Audit, inspection, or inquiry by a federal agency that resulted in corrective actions. 
3) Monitoring reports for which the sponsor determines the findings could affect the safety of participants or influence the conduct of the study. 
4) Potential breach of confidentiality (e.g., unauthorized access or release of data, lost records/laptop 
5) Change to the protocol taken without prior IRB review in order to eliminate an apparent immediate hazard to a subject 
6) Incarceration of a subject in a study not approved by the IRB to involve prisoners. 
7) Complaint of a subject that cannot be resolved by the research team. 
8) Premature suspension or termination of the research by the sponsor, investigator, or institution. 
9) Any other unanticipated problem that involves harm, potential risk to subjects or potential impact on the conduct of the study (e.g., disruption of drug availability, equipment malfunction, loss of funding, data integrity concern)
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