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This form should be used to report:

· unanticipated adverse events and problems involving risks to subjects or others, 

· new information that unexpectedly alters risks or benefits,

· significant protocol violations,

· administrative hold by the investigator or sponsor,

· findings or allegations of noncompliance, and

· other events that require prompt reporting according to UIC policy (see complete list in Section III below). 
Definitions and examples of the types of events/incidents that require and do not require prompt reporting are provided on the instruction sheets. 
	To Be Completed By the Investigator
	UIC Protocol #:      

	Date Report Completed:
         
	For OPRS Use Only

	Application Document Version #:         
	Assigned IRB: 


I. Research Title:      
II. Personnel

A.  Principal Investigator
	Name (Last, First)      
	Degree(s)      
	University Status/Title      

	Department      
	College      

	Mailing Address      
	E-mail Address      

	Phone Number      
	Fax Number      
	M/C     


B. Faculty Sponsor – required when PI is a student, fellow or resident
	Name (Last, First)      
	Degree(s)      
	University Status/Title      

	Department      
	College      

	Mailing Address      
	E-mail Address      

	Phone Number      
	Fax Number      
	M/C      


C. Type of report:

 FORMCHECKBOX 
Initial Report   FORMCHECKBOX 
 Follow-up Report. Date of initial report:       
D. Person to Contact Regarding This Report

	Name      
	Phone:       
	E-Mail:       


E. Study Related Information

Number of subjects currently active in research at:  
UIC         JBVAMC        Other sites for which UIC IRB is responsible:      
Status of Research (check all that apply):  
 FORMCHECKBOX 
 subject recruitment ongoing  
 FORMCHECKBOX 
 research interventions/interactions ongoing  
 FORMCHECKBOX 
long term follow-up  
 FORMCHECKBOX 
 data analysis
 FORMCHECKBOX 
  research activities completed   
 FORMCHECKBOX 
 research activities suspended

III. Provide a description of the event, incident, problem, or new information, including timeline of occurrence and notification.  
     
IV. Type of Prompt Reporting Event (Check all that apply) 
[image: image2.jpg]



A. Events Requiring Reporting to the IRB within 5 Working Days of Becoming Aware
 FORMCHECKBOX 
 Local (i.e. occurs at site for which the UIC IRB is responsible)) adverse event that is:

· unanticipated (i.e., its occurrence, frequency or severity is new or greater than previously known or as expected based on subject characteristics, including natural progression of disease) AND

· serious (i.e., death, life-threatening injury, hospitalization or prolongation of hospitalization, persistent or significant disability, or a congenital anomaly or birth defect or requires intervention to prevent one of these outcomes). 
· Unanticipated adverse device effects fall within this category. 
Complete sections I, II, III, V, VII
 FORMCHECKBOX 
 Problem that is:

· unanticipated (i.e., its occurrence, frequency or severity is new or greater than previously known or as expected based on subject characteristics, including natural progression of disease)  AND
· serious, meaning that it results in either –

· substantive harm ( or a genuine risk of substantive harm) to the safety, rights, or welfare of human subjects, research staff or others; OR

· substantively compromises the effectiveness of the UIC human subject protection program. 
· New information indicating a substantive change in the risks or benefits of the research falls within this category
Complete sections I, II, III, V, VII
 FORMCHECKBOX 
 Major protocol violation as indicated by the following criteria:
· unplanned and unintentional deviations or variances in the conduct of the research that are implemented prior to IRB approval AND

· serious, meaning that it results in either –

· harm ( or a genuine risk of harm) to the safety, rights, or welfare of human subjects, research staff or others; OR

· compromises the effectiveness of the UIC human subject protection program, OR

·  impacts the integrity of the research data.
Complete sections I, II, III, VI, VII
 FORMCHECKBOX 
 Apparent serious noncompliance as indicated by the following criteria:

· failure to conduct research, intentionally or unintentionally, in compliance with federal or state regulations, VHA Handbook 1200.05 (if applicable), or requirements or determinations of the IRB AND 

· serious, meaning that it results in either- 

· harm (or a genuine risk of harm) to the safety, rights or welfare of human subjects, research staff or others, OR

· compromises the effectiveness of the UIC human subject protection program, OR
· impacts the integrity of the research data.

Complete sections I, II, III, VI, VII
 FORMCHECKBOX 
 Apparent continuing noncompliance as indicated by a repeated failure to conduct research in compliance with federal or state regulations, VHA Handbook 1200.05 (if applicable), or requirements or determinations of the IRB.

Complete sections I, II, III, VI, VII

 FORMCHECKBOX 
 Changes to the protocol made without IRB approval to eliminate apparent immediate harm to subjects. This category requires justification of insufficient time for IRB approval. 
Complete sections I, II, III, VI, VII

 FORMCHECKBOX 
 Incarceration of a subject in a protocol not approved to enroll prisoners
Complete sections I, II, III, V, VII

B. Events Requiring Reporting to the IRB within 15 Working Days of Becoming Aware

 FORMCHECKBOX 
 Local (i.e. occurs at site for which the UIC IRB is responsible)) adverse event or problem that is not serious but meets the following criteria:
· unanticipated (i.e., its occurrence, frequency or severity is new or greater than previously known or as expected based on subject characteristics, including natural progression of disease)  AND

· indicates research associated with a greater risk of harm to participants or others than previously known.
Complete sections I, II, III, V, VII

 FORMCHECKBOX 
 External (i.e., occurs at site not relying on the UIC IRB) adverse event that is:
· unanticipated (i.e., its occurrence, frequency or severity is new or greater than previously known or as expected based on subject characteristics, including natural progression of disease) AND

· indicates research associated with a greater risk of harm to participants or others than previously known AND

· more likely than not to have been caused by the procedures associated with or subject’s participation in the research AND

· includes an analysis from sponsor, coordinating center or DSMB/DMC supporting that the event or problem meets the 3 criteria above.
· NOTE: individual IND safety or FDA MedWatch reports typically do not meet the definition of an unanticipated adverse event or problem (i.e. first 3 criteria above) and do not require prompt reporting
Complete sections I, II, III, V, VII

 FORMCHECKBOX 
 New information indicating an unexpected change to the risks or benefits of the research. Note when the change in the risks or benefits of the research is considered substantive by the investigator, it should be considered and reported as a serious unanticipated problem.
Source of information is (attach supporting materials):

· publication 

· interim analysis 

· safety monitoring report 

· updated investigator’s brochure

· change in FDA labeling

· other (identify):         
Complete sections I, II, III, V, VII
 FORMCHECKBOX 
 Administrative hold by investigator
Complete sections I, II, III, VIII
 FORMCHECKBOX 
 Administrative hold/study suspension/termination by sponsor, regulatory authorities or other entities external to UIC (include documentation from sponsor or other entity)
Complete sections I, II, III, VIII

 FORMCHECKBOX 
 Other event that requires prompt reporting according to the protocol or sponsor.  Specify      
Complete sections I, II, III, VII

V. Assessment of Adverse Event, Unanticipated Problem or New Information
1. Date of Event, Problem or New Information:        Date PI Notified:      
2. If the event involved a specific subject(s), indicate the subject study ID number(s):
3. If the event involved a specific subject, where was subject enrolled in the research? 

 FORMCHECKBOX 
  UIC Campus   
 FORMCHECKBOX 
  NU               

 FORMCHECKBOX 
  JBVAMC

 FORMCHECKBOX 
  other off-campus site under UIC IRB jurisdiction  -  Identify location      
 FORMCHECKBOX 
  External Site         FORMCHECKBOX 
  Not Applicable

4.  If the event involved a specific subject, subject’s current status in research:

 FORMCHECKBOX 
  Continues research intervention / interaction
 FORMCHECKBOX 
  Temporarily stopped research interventions

 FORMCHECKBOX 
  Continues research - follow-up only

 FORMCHECKBOX 
  Subject withdrew from participation or died 

 FORMCHECKBOX 
  Participation completed

             
 FORMCHECKBOX 
  Investigator withdrew subject from participation
 FORMCHECKBOX 
  Not Applicable

5.   Is this adverse event problem or new information unanticipated (i.e., occurrence, frequency or severity of the adverse event, problem or risk is new or greater than previously known or as expected based on the characteristics of the subjects, including the natural progression of disease)? 
 FORMCHECKBOX 
  Yes      Briefly explain:  
     
 FORMCHECKBOX 
  No        If no, the event does not meet UIC reporting criteria. This form does not need to be completed, and no further action is required.
6     Is this adverse event, problem, or new information more likely than not to have been caused by the procedures associated with or subject’s participation in the research?    
 FORMCHECKBOX 
  Yes      Briefly explain:  
     
 FORMCHECKBOX 
  No        Briefly explain:  
     
7.   Is the adverse event, problem or new information serious (refer to criteria specified for serious adverse events or problems in III.A.)?

 FORMCHECKBOX 
  Yes      Proceed to section VII
 FORMCHECKBOX 
  No        If no, answer V.7. 

8.   Does the adverse event, problem or new information pose a greater risk of harm to participants or others than previously known or recognized?
 FORMCHECKBOX 
  Yes      Briefly explain:  
     
 FORMCHECKBOX 
  No        If no, the event does not meet UIC reporting criteria. This form does not need to be completed, and no further action is required. 
VI. Assessment of Protocol Violations, Changes to Protocol Prior to IRB Approval and Noncompliance
Complete this section only if reporting a protocol violation, a change to the protocol prior to IRB approval to eliminate apparent immediate harm to subjects, or noncompliance. 

1.  Date of Event:                                        Date PI Notified of Event:      
2.  Was this event?

 FORMCHECKBOX 
  Accidental or unintentional     FORMCHECKBOX 
  Intentional      

3.  Did this event result from a change to the protocol prior to IRB approval to eliminate apparent immediate harm to subjects or others?

 FORMCHECKBOX 
  Yes
If yes, was there insufficient time to obtain IRB approval?


 FORMCHECKBOX 
  Yes, explain:



 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  No     

4.  Did this event increase the risks or decrease the benefits of the research?

 FORMCHECKBOX 
  Yes, increased risks
 FORMCHECKBOX 
  Yes, decreased benefits
 FORMCHECKBOX 
  No 

5.  Did this event (i.e., violation, deviation, non-compliance) affect the integrity of the study data?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No  

6.  Is this event likely to recur?

 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No 

If YES, describe actions taken (or that will be taken) to prevent recurrence:        

VII. Actions to be Taken 

 FORMCHECKBOX 
 No action is planned; no changes needed to the research protocol and/or consent process
 FORMCHECKBOX 
 The protocol or study procedures will be modified*
 FORMCHECKBOX 
 The consent form or process will be modified*
 FORMCHECKBOX 
 Current participants will be asked to re-consent to participation*
 FORMCHECKBOX 
 Additional information and/or follow-up will be provided to current and/or past participants*
 FORMCHECKBOX 
 Investigator will implement a hold on new subject enrollment pending more information or resolution of problem 
 FORMCHECKBOX 
 Investigator will implement a hold on the following research activities:      
 FORMCHECKBOX 
 Investigator will implement a hold on all research activities, pending more information or resolution of problem

 FORMCHECKBOX 
 Sponsor will (or has) implement(ed) a hold on new subject enrollment until the event is further assessed

 FORMCHECKBOX 
 Sponsor will (or has) implement(ed) a hold on all research activities, pending more information or resolution of problem
 FORMCHECKBOX 
 The research is being stopped.  All subjects will be removed from the research
 FORMCHECKBOX 
 Other – explain:      
*  Requires the submission of an amendment to the IRBl.  

If this event requires a change to the protocol and/or consent document, is an amendment attached?   

 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No, Pending     FORMCHECKBOX 
   Not Applicable

VIII. Administrative Hold

If reporting an investigator-initiated administrative hold or sponsor-initiated administrative hold (suspension/termination), describe plans for implementing the proposed actions, reporting to the IRB, and reinstating the research.

     
IX. Statement of Principal Investigator/Signatures
Statement of Principal Investigator.  I have personally reviewed this report, agree with the above assessment, and attest to the information contained in the report being accurate.
Signature of Investigator:
________________________________Date:__________________
(if applicable)
Signature of Faculty Sponsor:
________________________________Date:__________________
Events That Do Not Require Reporting to the IRB


Local adverse event or problem that is expected or is not associated with a greater risk of harm to participant or others than previously known 


External adverse event or problem lacking an analysis documenting that it is unanticipated, related or possibly related and associated with a greater risk of harm than previously know. 


Individual IND safety or FDA MedWatch reports from external sites


Minor protocol violations
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