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NOTE:
1.
This form is for reporting Unanticipated Problems or Adverse Events Involving Risks to Subjects or Others that have occurred at the LOCAL SITE (EVMS IRB approved site). 
2. This form must be completely filled out.   Incomplete forms will be returned to the investigator.

3. One copy of this form should be filed for each problem or event forwarded to the EVMS IRBs for review.
4. Include a copy of the last approved, stamped consent form.  If you are submitting multiple forms at one time you can submit only one copy of the consent form(s).
	IRB Number:
	     

	ADMINISTRATIVE INFORMATION

	Study Title:
	     
	Date Submitted: (IRB USE ONLY)

	Principal Investigator:
	     
	

	PI Dept / Address
	     
	

	City / State / Zip
	     

	Phone Number(s):
	     
	E-Mail:
	     

 FORMTEXT 


	Person Preparing This Submission

	Name:
	     
	Role:
	 FORMDROPDOWN 


	Address:
	     

	Phone Number(s):
	     
	E-Mail:
	     


	ENROLLMENT INFORMATION

	Is the study still open to enrollment?
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
	Number of subjects enrolled to date:
	     
	Number of subjects active at this time:
	     


	EVENT INFORMATION

	CHECK ONE:  ►
	 FORMCHECKBOX 
  Initial Report
	 FORMCHECKBOX 
  Follow-Up Report, Indicate report #      

	Subject Identifier:  
	     

	Date of the LOCAL event:   
	     
	Date PI notified of LOCAL event:
	     

	Where did the problem take place?
	     

	Keywords for the event (REQUIRED)
	     


	SPECIFICS OF THE UNANTICIPATED PROBLEM OR ADVERSE EVENT:

	1.
Does the study have a Data Monitoring Board?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	Comments:       

	2.
In the investigator’s opinion, are unanticipated problems or adverse events more likely to occur in the subject population associated with the above listed study?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	If “yes”, explain why:

     


	3.
PROVIDE A BRIEF SUMMARY OF THE FACTS OF THE UNANTICIPATED PROBLEM OR ADVERSE EVENT:

	     

	4.
Was the study blind broken?
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	If Yes, what treatment did the subject receive?       


	5. NATURE OF THE EVENT
	DEFINITIONS

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	Serious
	A serious adverse event is any event occurring that results in any of the following outcomes:  death, a life-threatening adverse event, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant disability/incapacity, or a congenital anomaly/birth defect.

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	Unexpected
	An unexpected adverse event is any adverse event, the specificity or severity of which is not listed in the Protocol and/or Investigator’s Brochure.

	CHECK ONLY ONE OF THE FOLLOWING AS THE RELATIONSHIP OF THE EVENT TO THE PARTICIPATION:

	 FORMCHECKBOX 

	Probable
	The adverse event is likely related to the investigational agent(s) or study participation.

	 FORMCHECKBOX 

	Possible
	The adverse event may be related to the investigational agent(s) or study participation.

	 FORMCHECKBOX 

	Unlikely
	The adverse event is doubtfully related to the investigational agent(s) or study participation.

	 FORMCHECKBOX 

	Unknown
	PI comments:      


	6.
IN THE INVESTIGATOR’S OPINION: 

	Check all that apply
	In the Principal Investigator’s opinion, does this information change the risk experienced by subjects
	Please explain the nature of the change.

	 FORMCHECKBOX 

	Increase the risk? 
	     

	 FORMCHECKBOX 

	Decrease the risk?
	     

	 FORMCHECKBOX 

	Reduce the benefit experienced by subjects?
	     

	 FORMCHECKBOX 

	No change in the risk experienced by subjects.
	     

	(6a.)
DOES THE UNANTICIPATED PROBLEM OR ADVERSE EVENT CHANGE THE RISK/BENEFIT RELATIONSHIP ASSOCIATED WITH THE ABOVE LISTED STUDY ENOUGH THAT THE FOLLOWING STUDY DOCUMENT(S) SHOULD BE CHANGED?

	Revised Consent Form(s)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	If yes, is an updated document attached?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Revised Protocol
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	If yes, is an updated document attached?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	(6b.)
DOES THE UNANTICIPATED PROBLEM OR ADVERSE EVENT CHANGE THE RISK/BENEFIT RELATIONSHIP ASSOCIATED WITH THE ABOVE LISTED STUDY ENOUGH THAT SUBJECTS AND/OR GUARDIANS WHO HAVE ALREADY CONSENTED TO PARTICIPATE IN THE STUDY BE INFORMED OF THIS NEW INFORMATION?

	Revised Consent Form(s)
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	If yes, is an updated document attached?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Consent Addendum Form
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	If yes, is an updated document attached?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A

	Information Sheet or Letter
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	If yes, is an updated document attached?
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A


	7.
REPORTING REQUIREMENTS:  Have you complied with all applicable requirements for reporting this problem or event?

	Sponsor
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 In Progress (explain):       

	FDA
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 In Progress (explain):       

	OHRP
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 N/A
	 FORMCHECKBOX 
 In Progress (explain):       


	PRINCIPAL INVESTIGATOR SIGNATURE
	DATE OF SIGNATURE

	
	_____ / _____ / _____

	Printed Name:
	     
	Department:
	     


	CONSULTING PHYSICIAN SIGNATURE (If required)
	DATE OF SIGNATURE

	
	_____ / _____ / _____

	Printed Name:
	     
	Department:
	     


PLEASE NOTE:

The adverse event report filed with this report will not be returned to the investigator.  ONLY the copy of this form will be returned with verification of review indicated.  
THIS SECTION FOR IRB USE ONLY 

Review Confirmation:
	REVIEW CATEGORY:
	RE-CONSENT NEEDED?

	( Expedited
	(  Full (Convened) Board
	( Yes
	( No

	( Administrative Action, Physician Reviewer Not Required
	  If Yes, any conditions/stipulations:

	Reviewer’s Name
	

	IRB Signature:
	
	Date: 
	____ / ____ / ____

	Signed by: 
	( IRB Chair               ( IRB Vice Chair            ( IRB Member               ( IRB Director
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