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Noted By IRB Chair:


                                                                                             Date:


INSTITUTIONAL REVIEW BOARD (IRB)

ADVERSE EVENT REPORT FORM - On-Site 

(Participants enrolled under Children’s IRB approval)

General instructions:  Use this form to report adverse events to research participants that are unexpected, regardless of seriousness, or events that are more serious or more frequent than expected.  Refer to the reporting guidelines for the time frame to report these events. (See attached reporting guidelines and definitions).  Expected adverse events may be reported in summary form on the IRB status report at the time of continuing review (renewal).    Send one (1) copy of this form to the IRB.  Keep one copy for your files.  To protect confidentiality of participant, do not send via e-mail.

(NOTE:  Serious or sentinel events occurring at Children’s should also be reported immediately to the Medical Director according to hospital protocol and policy).

___________________________________________________________________________________________

Date of Report:  

IRB application number:    

IRB application title: 
Principal Investigator (PI):  
         

PI Mailing Address or Mailstop, Email and Telephone No.:
Is this study also using the Clinical Research Center (CRC)?  
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
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Adverse Event  (State event that occurred, provide the full summary with details on next page):  
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Adverse Event  - Dates and Location: 
Outcomes attributed to adverse event:  (check all that apply)

 FORMCHECKBOX 
  Death  ___/___/___




 FORMCHECKBOX 
  Other  (see definitions)

 FORMCHECKBOX 
  Disability







 FORMCHECKBOX 
  Severe

 FORMCHECKBOX 
  Life-threatening






 FORMCHECKBOX 
  Moderate



 FORMCHECKBOX 
  Congenital Anomaly





 FORMCHECKBOX 
  Mild

 FORMCHECKBOX 
  Hospitalization  (initial or prolonged)



 FORMCHECKBOX 
  Required intervention to prevent permanent impairment

Study agent (pharmaceutical product/medical treatment/procedure) suspected of causing event:


Event’s relationship to study agent (pharmaceutical product/medical treatment/procedure):


 FORMCHECKBOX 
  Not related

 FORMCHECKBOX 
  Unlikely to be related

 FORMCHECKBOX 
  Possibly related

 FORMCHECKBOX 
  Probably related 
 FORMCHECKBOX 
  Definitely related


 FORMCHECKBOX 
  Unable to judge

Is this a follow-up report to a previously submitted AER?   
  FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If, yes provide the date of initial report:

Has the event been reported to the study’s DSMB?   


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not applicable

Has the event been reported to the study sponsor?      


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not applicable

Has the event been reported to the FDA? 
         


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not applicable

Has the event been reported to the UW Recombinant DNA 

Committee? 







 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not applicable

Has the event been reported to the NIH Office of Recombinant

  DNA Activities?






 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not applicable

Has the event been reported to Children’s Medical Director?
*
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Not applicable

* If serious and unexpected event that occurred at Children’s

Describe the adverse event and the actions taken (use additional pages if necessary):

(May attach MedWatch form or other AE reporting form if one has been completed)


Is this kind of adverse event described in the currently approved consent form?  
 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

Will the event require changes in the consent/assent form or to the protocol?   
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, please attach 4 copies of the revised consent/assent forms and/or protocol addendum.

Will individuals currently enrolled be notified of this event?  



 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If yes, explain how this new information will be conveyed.  If no, why not?


Did the adverse event result in additional hospital costs?
 FORMCHECKBOX 
  Yes, explain

 FORMCHECKBOX 
 No

Who is financially responsible for treatment of this adverse event?


 FORMCHECKBOX 
  Sponsor:________________________


 FORMCHECKBOX 
  Subject/subject’s insurer:___________


 FORMCHECKBOX 
  University of Washington compensation plan

 FORMCHECKBOX 
  Seattle Children’s compensation plan

Location where was care provided:





Patient (medical record) number at site where care was provided:   

__________________________________________

______________________________

Person making report (typed name/signature)


Date

__________________________________________

______________________________

Principal investigator (typed name/signature)


Date

Subject study number/ID:





Gender: 		Age:			DOB: 











Start Date:		   Stop Date:          	OR    		� FORMCHECKBOX �� On-going


								     (must submit a follow-up report)





Location of event (if applicable):      
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