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Covenant Medical Center

Institutional Review Board

Clinical Unanticipated Problems with Risk Reporting Form

For Primary Investigator Completion


	Today’s Date:

	
	

	Protocol Title:

	
	

	Principal Investigator

	
	

	

	I am reporting: 

 FORMCHECKBOX 
 External Unanticipated Problem 

 FORMCHECKBOX 
 Internal Unanticipated Problem

 FORMCHECKBOX 
 Serious Adverse Event that also constitutes an unanticipated problem

 FORMCHECKBOX 
 Adverse Event that also constitutes an unanticipated problem



	List Adverse Event Number (if applicable):      

	

	1. When did the unanticipated problem occur?

	
	

	2.     Describe the unanticipated problem. You may attach a national reporting form in lieu of completing question 3.

	 
	

	3. What was the outcome of this adverse event? Mark all that apply.

 FORMCHECKBOX 
 Death 



 FORMCHECKBOX 
 Discontinued from study

 FORMCHECKBOX 
 Life-threatening 


 FORMCHECKBOX 
 Significant dosage or protocol error

 FORMCHECKBOX 
 Hospitalization-Initial or prolonged 
 FORMCHECKBOX 
 Other (describe)____________

 FORMCHECKBOX 
 Disability 



 FORMCHECKBOX 
 Resolved

 FORMCHECKBOX 
 Required intervention to prevent permanent damage 

 FORMCHECKBOX 
 Outcome not yet determined

 FORMCHECKBOX 
 Study drug withdrawn temporarily



	4.
Please explain how the event may be unexpected (in terms of nature, severity or frequency) given the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and the characteristics of the subject population being studied.

	
	

	5.    Please explain how the event may be related or possibly related to participation in the research. Possibly related means there is a reasonable probability that the incident, experience, or outcome may have been caused by the procedures involved in the research

	 
	

	6.   How related is the adverse event to the following:

Subject’s Underlying Disease

Process or Condition:
 FORMCHECKBOX 
 Unrelated FORMCHECKBOX 
 Unlikely FORMCHECKBOX 
 Possible FORMCHECKBOX 
 Probable FORMCHECKBOX 
 Definite

Study’s procedure:
 FORMCHECKBOX 
 Unrelated FORMCHECKBOX 
 Unlikely FORMCHECKBOX 
 Possible FORMCHECKBOX 
 Probable FORMCHECKBOX 
 Definite

Study’s drug/device:
 FORMCHECKBOX 
 Unrelated FORMCHECKBOX 
 Unlikely FORMCHECKBOX 
 Possible FORMCHECKBOX 
 Probable FORMCHECKBOX 
 Definite

	7.      Please explain how the event may suggest that the research places subjects or others at a greater risk of harm (including physical,    psychological, social, legal, or economic) than was previously known or recognized.

	
	

	8.    Does this adverse event require a change in the consent form?  If yes, submit for review.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No



	9 Will currently enrolled subjects be provided an informational letter or be asked to sign a new consent

form? 





If yes, submit for review.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No


 

	10.   Was a Med Watch Report submitted?


 If yes, submit for review.   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No


	11.  Does the information in these documents require that the research be  suspended or closed?



.  







    FORMCHECKBOX 
 Yes  FORMCHECKBOX 
No

	WHICH ONE??

	As the responsible investigator, my electronic signature below indicates that I have reviewed the unanticipated problem and assure that the information provided is complete and accurate.



	Individuals must electronically sign the package on IRBNet prior to submission. The electronic signature on IRBNet will represent the individual’s attestation that this is an electronically verified report confirmed by the Principal Investigator.



	Name

	
	

	Date
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