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The Report of Internal Adverse Event (AE) must be submitted, along with any other relevant information, to the IRB promptly and in no case later than five (5) business days following the time it becomes known the subject in your study suffered the unexpected AE.  If an AE eventually proves fatal, the IRB must be notified within 24 hours.


Any unexpected AE which is related or possibly related to the drug, device or intervention must be reported regardless of whether or not the event is serious.  The investigator should not report unrelated AEs and AEs judged to be the result of progressive disease.


The IRB relies a great deal on the expertise of the investigators to assess the report of the AE.  Therefore, we need the principal investigator’s advice concerning: the relationship of the AE to the drug, device or  intervention; whether or not a change in protocol is necessary to minimize risks; and whether or not information about the AE justifies changes in the consent and/or re-consent of subjects already enrolled.  The investigator is also asked to provide the rationale for the determination which helps the IRB to better understand the investigator’s assessment of the significance of the AE in terms of human subject protection.  The information about the AE may not be complete at the time of reporting; this should be reflected in the assessment. In order to facilitate IRB review of the AE and to avoid unnecessary delays, please ensure that each applicable section of the AE form is completed according to the instruction.


AEs that occur during research conducted at unaffiliated study sites should be reported to the IRB on the Report of External Adverse Event form.�
�
IRB number:  Enter the IRB Number�
Submission date:  Enter the date submitted to the IRB�
�
TITLE OF PROJECT:  Enter the title of the research project.�
�
PRINCIPAL INVESTIGATOR�
Enter the name of the principal investigator�
Telephone: Enter number �
�
SUBJECT�
ID: Subject’s ID #�
Date: of the event�
Location: Site where the event occurred.�
�
NATURE OF ADVERSE EVENT�
Check all that apply.�
�
DESCRIPTION OF THE 


EVENT�
Describe the medical nature of the adverse event.�
�
TREATMENT


OF THE SUBJECT�
Describe the medical treatment of the subject who suffered the adverse event.�
�
OUTCOME�
Describe the subject’s outcome and prognosis.�
�
RISK-BENEFIT REMAINS ACCEPTABLE:�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No �
In your judgment is the overall risk-benefit relationship of the research still acceptable in light of the information concerning this adverse event report?  If YES, then provide a brief rationale.  If NO, please comment.�
�
PROTOCOL CHANGES NECESSARY�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No�
In your judgment is a change in protocol necessary to reduce or eliminate risk?  If NO, provide a brief rationale.  If YES, then attach a description of the changes.  Describe each proposed change in protocol separately in numbered sequence.  The justification or rationale for each change must be included, and the investigator must advise the IRB in this subpart whether or not each proposed change that directly affects the subject requires revision of the consent/assent document(s). �
�
�



INFORMED CONSENT CHANGES�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No�
Attach a current copy of the IRB approved informed consent.  


Are any changes required in the informed consent/assent document(s) to better inform and protect the rights of subjects?  If YES, then attach one copy of the revised consent/assent form(s) with the changes highlighted/marked and one clean original for use during the IRB approval period.  Upon IRB re-approval this form will be stamped with the date of the valid approval period.  If NO, then provide a brief rationale and attach one copy of the current IRB approved consent form(s).�
�
RECONSENT OF SUBJECTS�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No�
Is it necessary to inform subjects (or their legally authorized representatives) who have already consented to participate in the study of the adverse event with either an amendment to or a revision of the consent/assent form?  If YES, then attach one copy of the amendment and/or revised consent and/or assent form(s) with the changes highlighted/marked and one clean original for use during the IRB approval period. Upon IRB re-approval this form will be stamped with the date of the valid approval period.  If NO, then provide a brief rationale.�
�
REPORTING�
Have you complied with all applicable reporting  requirements of USC Institutional Biosafety Committee (IBC), the sponsor, NCI, or FDA? �
�
Your signature here certifies that you have assessed the information concerning the adverse event and that in your judgment the risks of this research are minimized to the greatest extent possible and continue to be outweighed or balanced by the potential benefits.�
�
Date signed by PI�
Original Signature of PI�
�
DATE�
PRINCIPAL INVESTIGATORS SIGNATURE�
�
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