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IRB number:  � FORMTEXT ��     ��
Submission date:  � FORMTEXT ��     ��
�
TITLE OF PROJECT:  � FORMTEXT ��     ��
�
PRINCIPAL INVESTIGATOR�
� FORMTEXT ��     ��
Telephone:� FORMTEXT ��     � �
�
NATURE OF ADVERSE EVENT�
� FORMCHECKBOX �� SERIOUS: � FORMCHECKBOX �� results in death, � FORMCHECKBOX �� is life-threatening, � FORMCHECKBOX �� requires inpatient hospitalization or prolongation of existing hospitalization, � FORMCHECKBOX �� results in persistent or significant disability or incapacity, � FORMCHECKBOX �� results in a congenital anomaly or birth defect, � FORMCHECKBOX �� causes cancer, � FORMCHECKBOX �� is an overdose, � FORMCHECKBOX �� is any medical event which requires treatment to prevent one of the medical outcomes listed above.


� FORMCHECKBOX ��	NOT SERIOUS           � FORMCHECKBOX ��	NOT RELATED


� FORMCHECKBOX �� RELATED OR � FORMCHECKBOX �� POSSIBLY RELATED: there is a reasonable possibility the AE may have been caused by the drug, device or intervention or it is possible that the AE may have been caused by the drug, device or intervention, but there is insufficient information to determine the likelihood of this possibility


� FORMCHECKBOX �� UNEXPECTED: the specificity or severity of the AE is not consistent with the current investigators’ brochure or with other current risk information�
�
SUBJECT�
ID: � FORMTEXT ��     ��
Date: � FORMTEXT ��     ��
Location: � FORMTEXT ��     ��
�
DESCRIPTION OF THE 


EVENT�
� FORMTEXT ��     ��
�
TREATMENT


OF THE SUBJECT�
� FORMTEXT ��     ��
�
OUTCOME�
� FORMTEXT ��     ��
�
RISK-BENEFIT REMAINS ACCEPTABLE�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No �
Rationale:  � FORMTEXT ��     ��
�
PROTOCOL CHANGES NECESSARY�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No�
Rationale:  � FORMTEXT ��     ��
�
INFORMED CONSENT CHANGES�
� FORMCHECKBOX �� Yes 


� FORMCHECKBOX �� No�
Rationale:  � FORMTEXT ��     ��
�
RECONSENT OF SUBJECTS�
� FORMCHECKBOX �� Yes  


� FORMCHECKBOX �� No�
�
REPORTING�
� FORMCHECKBOX �� NIH/NCI�
� FORMCHECKBOX ��FDA�
� FORMCHECKBOX �� Sponsor � FORMTEXT ��     ��
� FORMCHECKBOX �� Biosafety (IBC)�
�
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�
PRINCIPAL INVESTIGATORS SIGNATURE�
�
*Attach a current copy of the IRB approved informed consent.  
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