Kutztown University

Institutional Review Board
Adverse Event / Unanticipated Problem 

Reporting Form
Use this form to report adverse events to research subjects that are unanticipated, regardless of seriousness, or to report events that are more serious or more frequent than expected.  It is the responsibility of the principal investigator to report all adverse events / unanticipated problems.  This report should be submitted to the IRB as soon as possible, but no later than 5 days after the first awareness of the event or problem.
Date of this report:

Title of study:

IRB code#:




Principal investigator:

Student project:  ___ Yes
___ No  

Faculty sponsor (if applicable):

Date of adverse event:
Location of adverse event:

Type of report:  ___ Initial
___ Follow-up  
Event appears to be:
___ Expected (identified as risk in protocol)


___ Unexpected (not identified as risk in protocol)

Was the event related to the study?

___ Unable to judge at this time


___ Not related

___ Unlikely related


___ Possibly related
___ Probably / likely related


___ Definitely related

Describe the adverse event, actions taken and outcome of the event: 

	


Is this kind of adverse event described in the currently approved consent form? 

___ Yes
___ No
Will the consent form be modified as a result of this adverse event?  If yes, please complete an Application for Revisions/Changes to IRB Approved Research.

___ Yes
___ No  
Will research subjects be notified of this event?
___ Yes
___ No  
If you answered yes to the question above, please describe the method of notification.

Will current research subjects be re-consented as a result of this event?  If yes, please complete an Application for Revisions/Changes to IRB Approved Research.

___ Yes
___ No  
Can/should the protocol/procedures be modified to minimize risk in the future?  If yes, please complete an Application for Revisions/Changes to IRB Approved Research.

___ Yes
___ No  
I assure that all information provided on this form is accurate.
____________________________________________________ 

____________
Principal Investigator







Date
____________________________________________________ 

____________

Faculty Sponsor (if applicable)






Date

____________________________________________________ 

____________

Co-investigator (if applicable)






Date

____________________________________________________ 

____________

Co-investigator (if applicable)






Date

07.08.2010


