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1.
Research Protocol Information—REQUIRED
 
	Carle IRB No.:      
	Date of This Report:      

	Date of Event(s):      
	Date of PI Awareness of Event(s):      

	Project Title:        


	Principal Investigator (PI) Information  

	Last Name:                                                                   
	First Name:      

	Email:      
	Phone:     

	Person Completing the Form, if different from PI
(Research Personnel other than the PI that may be contacted regarding the report, i.e. Co-I, study coordinator, research RN):      

	Last Name:                                                                   
	First Name:      

	Title:      

	E-mail:      
	Phone:     

	Treating Physician, if different from PI  

	Last Name:                                                                   
	First Name:      

	Email:      
	Phone:     


1a.
This is a(n):
 FORMCHECKBOX 
 Initial Report    FORMCHECKBOX 
 Follow-up to an event previously reported to the Carle IRB on  (enter initial report date):      
1b.
Is the study federally funded? 
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

1c.
Is this study FDA regulated?
 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

1d.
Does a Carle Investigator hold the IND or IDE?     FORMCHECKBOX 
 IND:          FORMCHECKBOX 
 IDE          FORMCHECKBOX 
 Not Applicable
1e.
Research recruitment is:   


 FORMCHECKBOX 
 Ongoing  
 FORMCHECKBOX 
 Completed   
 FORMCHECKBOX 
 Suspended

1f.
Research interventions/interactions involving other subjects are:


 FORMCHECKBOX 
 Ongoing
 FORMCHECKBOX 
 Completed
 FORMCHECKBOX 
 Suspended
2.
Event Type (based on judgment of the PI)—REQUIRED

The following event types must be reported to the Carle IRB within FIVE (5) working days of the Principal Investigator becoming aware of the event(s):  

 FORMCHECKBOX 
 Internal Serious Adverse Event that Represents an Unanticipated Problem: An adverse event occurring at a site where the Carle IRB has oversight that results in death, a life-threatening injury, hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity/change in psychosocial status, a congenital anomaly or birth defect, or an outcome that jeopardizes the subject’s health and may require a medical or surgical intervention to prevent one of the other outcomes. Unanticipated Problems must satisfy the following three conditions: (a) the event is unexpected, (b) is related or possibly related to participation in the research and (c) places the subjects (or others) at a greater risk of harm than was previously known or recognized. NOTE: If event is an Unanticipated Problem, complete Section 5 of this form.
 FORMCHECKBOX 
 Protocol changes made without IRB approval to eliminate apparent immediate harm to subjects.

 FORMCHECKBOX 
 Protocol Violation that causes harm to subjects or others, places them at increased risk of harm, impacts scientific integrity, and/or has the potential to recur or represent possible serious or continuing noncompliance with applicable federal regulations, guidance, or Carle IRB policies.
The following event types must be reported to the Carle IRB within TEN (10) working days of the Principal Investigator becoming aware of the event(s):  

 FORMCHECKBOX 
 An event determined by the PI to constitute an Unanticipated Problem but does not meet the definition of a “serious adverse event.” NOTE: If event is an Unanticipated Problem, please complete section 5 of this form.

 FORMCHECKBOX 
 Breach of confidentiality

 FORMCHECKBOX 
 Incarceration of a subject in a protocol not approved to enroll prisoners

 FORMCHECKBOX 
 Information indicating an unexpected change to the risks or potential benefits of the research, such as a publication, interim analysis, safety monitoring report, or updated investigator’s brochure.
 FORMCHECKBOX 
 Reports from a clinical study monitoring body [such as a sponsor, coordinating center, or Data Safety Monitoring Board (DSMB)/Data Monitoring Committee (DMC)] of external adverse events that the monitoring body or investigator have determined to constitute Unanticipated Problems. NOTE: If event is an Unanticipated Problem, please complete section 5 of this form.

 FORMCHECKBOX 
 Change in FDA labeling or withdrawal from marketing of a drug, biologic or device used in the research

 FORMCHECKBOX 
 Subject complaints that indicate that the complaint could constitute an Unanticipated Problem, or an event which cannot be resolved by the research staff

 FORMCHECKBOX 
 Administrative hold by an investigator or sponsor (sponsor-imposed suspension)

 FORMCHECKBOX 
 Observed or apparent serious or continuing noncompliance

If the event(s) do not meet the criteria of ANY categories in Section 2 of this form, the event(s) is not reportable per Carle IRB Policy 801 and applicable state and federal regulations.
3.
Description of Event—REQUIRED
Provide a brief description of the event (upload supplemental materials or event reports from a study base to IRBNet as necessary).  If the event involves a specific subject or patient, please include the subject’s status at the time the event as well as the subject’s current status.
	     



4.
Subject-Specific Information (if applicable)


	Subject ID# (if applicable)
	     

	Is Subject still enrolled in the study?
	 FORMCHECKBOX 
 Yes         FORMCHECKBOX 
 No

	If NO, reason for withdrawal?
	     


5.
Evaluation of Unanticipated Problems (if applicable)



5a.
Why is this event considered unexpected (in terms of nature, severity, or frequency) given (a) the research procedures described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document, or the Investigator Brochure; and (b) the characteristics of the subject population being studied?
	     



5b.
Why is this event related or possibly related to the study?
	     



5c.
Why does this event place subjects or others at greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized?

	     



7.
Proposed Corrective Actions—REQUIRED


 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 subjects will be asked to re-consent to participation*

 FORMCHECKBOX 
 Additional information and/or follow-up will be provided to current and/or past subjects*

 FORMCHECKBOX 
 New subject enrollment will be temporarily suspended until the event is further assessed

 FORMCHECKBOX 
 The research will be temporarily suspended, pending more information or resolution of problem

 FORMCHECKBOX 
 The research is being terminated.  All subjects will be removed from the research*

 FORMCHECKBOX 
 Other, explain:      

*Requires immediate submission of a Modification Request form to the Carle IRB for review.
8.
Statement of Principal Investigator—REQUIRED 









 FORMCHECKBOX 
 By submitting this report, I certify that I have personally reviewed this report, agree with the above assessment, and attest to the information contained in the report being accurate.

  This form should be used to report:


Events that require prompt reporting to the Carle IRB per Carle IRB Policy 801 and applicable state/federal regulations. Refer to Carle IRB Policy 801—� HYPERLINK "http://www.carleconnect.com/Research/Policies/IRB/IRB801.pdf" ��Unanticipated Problems and Other Events Requiring Prompt Reporting�—for definitions of terms used below. Each reportable event should be reported on a separate Prompt Reporting Form.
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