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University of Tennessee College Of Medicine IRB 

Report Of Unexpected Adverse Event, Serious Injury Or Death

Form E 

(Form Must Be Typed)

Principal Investigator:      




Submission Date:     
Co-Investigators:     
Address:
     




Contact Person:     
Telephone Number:     


Fax Number:     
E-Mail Address:     
IRB Tracking Number     


Protocol Title:     
Initial Approval Date:     
Date Of Most Recent Continuing Approval     
Initial Report: FORMCHECKBOX 
    Follow-Up Report FORMCHECKBOX 

Date of Adverse Event/Injury     
Patient Initial’s/or ID number:     
1.  Site of Injury:  FORMCHECKBOX 
  Erlanger (On-site)
 FORMCHECKBOX 
 Outside Hospital/ facility (Off-site)
 FORMCHECKBOX 
  Sponsor 
If the information describing the event(s) was provided by outside sources such as the sponsor or others, attach relevant documents.  If the SAE occurred on a patient enrolled at this site, attach physician notes, discharge summary etc.
Research involved:    Drug FORMCHECKBOX 
   Device  FORMCHECKBOX 
   Procedure FORMCHECKBOX 
   List the name of the Drug or Device and or Procedure     
2. Number of Patients Currently enrolled         Number of Patients in Active Treatment      
Number in Follow-up      
3. Study is open  FORMCHECKBOX 
 closed to accrual  FORMCHECKBOX 
 date closed:       
3. Number of SAE’s that have occurred at Erlanger       

A) Have these been reported to the committee?  Yes FORMCHECKBOX 
 No FORMCHECKBOX 

B)   Attach a list of all SAE’s that have occurred during the course of the study. 

4. If the event occurred at Erlanger, in the opinion of the principal investigator, was the injury or event caused by the research article, device or procedure?  Yes FORMCHECKBOX 
  No  FORMCHECKBOX 
 Probably  FORMCHECKBOX 
 Possibly  FORMCHECKBOX 
  Indeterminate  FORMCHECKBOX 

5. Is this event considered:  Serious Adverse Event  FORMCHECKBOX 
  Unexpected Event  FORMCHECKBOX 
   Expected Event FORMCHECKBOX 

6. Was the event associated with or the cause of any of the following?

 FORMCHECKBOX 
 Death   FORMCHECKBOX 
 Medical Intervention    FORMCHECKBOX 
Hospitalization Initial or Extended    FORMCHECKBOX 
Life Threatening Event     FORMCHECKBOX 
 Other 

7. Describe the medical injury/adverse event suffered by the subject.     
8. Describe the treatment (if any) for the subject’s injury/adverse event.     
9.
Subjects recovery was     FORMCHECKBOX 
Resolved     FORMCHECKBOX 
 Not Resolved at this time    FORMCHECKBOX 
 Unknown

10.
Is reaction/injury listed in the investigational drug brochure?       FORMCHECKBOX 
Yes   FORMCHECKBOX 
No    FORMCHECKBOX 
N/A
11.
Is reaction/injury listed in the description of the study?
 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

12.
Is reaction/injury listed in the consent form?     FORMCHECKBOX 
Yes   FORMCHECKBOX 
No

13.  PROPOSED CHANGES IN PROTOCOL & CONSENT FORM   

As a result of the injury/events are changes necessary in the protocol?  Yes FORMCHECKBOX 
  No  FORMCHECKBOX 
 and/or in the consent form? Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

If  answer is yes for either attach revised protocol and/or revised consent in its entirety highlighting (or bolding) relevant changes (revisions) and a copy of the consent form in use prior to the revisions.  
In addition, Form C must also be submitted for protocol or consent form revision requests.  
If no what is the current version of the protocol:          current version of the consent:     
SPONSOR NOTIFIED: Yes  FORMCHECKBOX 
  Date Notified     
  No FORMCHECKBOX 

Not Applicable FORMCHECKBOX 

______________________________________
__________________________________

Signature of Principal Investigator


Date

_____________________________________
__________________________________

Signature of Department or Program Chairman 

Date

DO NOT WRITE BELOW THIS LINE

IRB ACTION:
 Approved _________    Approved w/provision(s) ________  Referred For Board Review _______

COMMENTS:___________________________________________________________________________________________

IRB Chairman Approval _______________________
Date:_________________

Submission Date:      
 Principal Investigator     


IRB Tracking Number      
Protocol Title      
	Case #
	Date of Event
	Initial

Report

(Date)
	F/U
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(Date)
	Site of Injury
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Off-Site
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	Type of Event

(expected, unexpected, serious)
	Date

To 

IRB
	Describe Event/Injury
	Causality/Event
i.e., death, hospitalization
life Threatening, Medical Intervention, etc
	Was Injury/event caused by device or drug
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