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Adverse Event Report (AER)
An adverse event is any untoward occurrence in a research participant, which may or may not have a causal relationship with the study intervention/treatment.

Instructions:
1.  All sections of this form must be completed. 
2.  Attach all relevant documents as described below and submit within the required timetable. 

3.  Submit this form via email to ORI-Human Subjects at IRB@unlv.edu.

4.  Handwritten and hand delivered forms will not be accepted.
Request review by:    FORMCHECKBOX 
 Biomedical IRB        FORMCHECKBOX 
 Social/Behavioral IRB
1. Dates and Report Types:
a)
Today’s Date:   FORMDROPDOWN 
/ FORMDROPDOWN 


 FORMDROPDOWN 
/ FORMDROPDOWN 




b)
Date of adverse event:   FORMDROPDOWN 
/ FORMDROPDOWN 


 FORMDROPDOWN 
/ FORMDROPDOWN 

c)
Date that the adverse event was reported to OPRS:   FORMDROPDOWN 
/ FORMDROPDOWN 


 FORMDROPDOWN 
/ FORMDROPDOWN 
   
d)
Type of report: 

 FORMCHECKBOX 
 Initial report
 FORMCHECKBOX 
 Follow-up report 
2. 
Research Project Title:      
Research Project #:      
3. Principal Investigator:

PI Name:      



 FORMCHECKBOX 
 Faculty
 FORMCHECKBOX 
 Faculty Advisor
 FORMCHECKBOX 
 Professional Staff

Contact phone #:      

Email:      
4. Adverse Event Information:

a) Adverse event summary (use 3-4 words):      

b) Location of the adverse event:



 FORMCHECKBOX 
 Internal
 Explain:      


 FORMCHECKBOX 
 External
 Explain:       


c) The adverse event appears to be: 
 FORMCHECKBOX 
 Expected
 FORMCHECKBOX 
 Unexpected

d) Based upon your review of the information, what is the relationship of the event of the research?




 FORMCHECKBOX 
 Definite – clearly related to the research




 FORMCHECKBOX 
 Probable – likely related to the research




 FORMCHECKBOX 
 Possible – may be related to the research




 FORMCHECKBOX 
 Unlikely – doubtfully related to the research




 FORMCHECKBOX 
 Unrelated – clearly not related to the research


e) Research involved the use of a: 




 FORMCHECKBOX 
 Procedure (Including, but not limited to: surveys, treatment, etc.)



 FORMCHECKBOX 
 Device




 FORMCHECKBOX 
 Drug

f) In your opinion, do you expect this event to occur again?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


g) Is the event adequately described in the Protocol and Consent Form? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


h) Has the level of risk changed as a result of this event?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No




If yes, please answer the following:




The level of risk has: 
 FORMCHECKBOX 
 Increased
 FORMCHECKBOX 
 Decreased






Should the protocol be modified to describe this change of risk?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


 
Should the consent form be modified as a result of this change of risk? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No




If yes, you are required to submit a Modification Form and revised Protocol and/or Informed Consent.



Should participants be re-consented as a result of this change of risk? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No


Note: If the level of risk has increased, participants must be re-consented.




i) Detail the adverse event.  In this description, please include the investigator’s analysis of the event. Use 



additional pages as necessary.       

j) Event outcome (check all that apply):



 FORMCHECKBOX 
 Death

 FORMCHECKBOX 
 Life Threatening



 FORMCHECKBOX 
 Disability

 FORMCHECKBOX 
 Hospitalization



 FORMCHECKBOX 
 Congenital anomaly/birth defect

 FORMCHECKBOX 
 Required intervention to prevent permanent damage



 FORMCHECKBOX 
 Resolved

 FORMCHECKBOX 
 Discontinued from study



 FORMCHECKBOX 
 Injury
Explain:      


k) Enrollment Status



Is this project closed to accrual?  FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes  



If yes, check the appropriate box below.



 FORMCHECKBOX 
 Participants are still receiving study treatment/intervention/procedures.



 FORMCHECKBOX 
 Participants have completed study treatment/intervention/procedures; continue in follow-up 



observation or long-term follow-up.


 FORMCHECKBOX 
 Participant involvement completed but data analysis is continuing. 

5. Investigator Endorsement
_______________________________

_________________________________
_________

Principal Investigator’s Name


Principal Investigator’s Signature
 
Date                                              
For UNLV IRB Use Only

 FORMCHECKBOX 
 No further action needs to be taken 


 FORMCHECKBOX 
 Request for further action (see comments below)



Comments: 















































































































_______________________________________________________________

_________________

IRB Chair/Co-Chair Signature








Date
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