Adverse Event Reporting

It is the responsibility of researchers at TCNJ to report injuries to human subjects and problems involving the conduct of research. The following information is provided to assist researchers and others in determining which events to report and how to report them. 

1. Adverse Events: what and how to report. 
All serious or unexpected adverse effects and deaths associated with a research activity conducted by a college researcher must be reported immediately to the IRB. Adverse effects which occur no more frequently than expected and which are described in the consent form need not be reported, unless they result in death. If there is a question, researchers are urged to err on the side of over-reporting. 

Within twenty-four (24) hours after the researcher learns that an adverse event has occurred, it should be reported by telephone to Brian Webb (Risk Management Officer) and Lynn Smith (Chair). You will be instructed to submit an Adverse Events Letter to the IRB.  It must be accompanied by a copy of the consent form signed by the injured subject, and should also be accompanied by any other relevant information (autopsy reports when available, hospital incident reports, reports to the U.S. Food and Drug Administration (FDA) and to study sponsors). 

The report will be reviewed by the IRB and the Risk Management Officer. Depending on the nature of the report, no action may be taken, the consent form may be revised, study procedures may be modified, or approval of the study may be suspended, pending further inquiry. 

Reports of adverse effects which occur at another site of a multi-site study should be forwarded to the IRB member that reviewed the study. The researcher should complete an adverse event report, attaching any material received from the central study office or coordinating center or study sponsor. 

Any problems involving the conduct of the study or subject participation (including recruitment, consent, screening and termination) should be reported immediately. For example, if a subject complains about any aspect of his or her treatment as a study subject, this should be reported. 

Any deviations from approved protocols should be reported. For example, if a subject is inadvertently enrolled in a study before informed consent has been given, or if a subject is given a higher or lower dose of an investigational or other material than is described in the approved IRB document, these should be reported.
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Subject: Adverse Events Report
Date: February 7, 2007
Protocol Number: XX 05—007

Principal Investigators: Professors John and Jane Doe
Title: Studying Test Anxiety in College Students
There were 250 participants enrolled in the study.  Ten students participated in the study but did not sign the consent form.  One subject complained about his treatment as a study subject citing anxiety following questioning.  We would like to meet with the IRB to explain further.
