Reporting Adverse Events in NIDCD Clinical Trials
NIDCD guidelines follow 1996 and 2000 International Conferences on Harmonization, sections E2 and E6 Good Clinical Practice, and HHS and FDA regulations.  Reporting to the FDA is required only if the FDA has issued a new investigational drug exemption (IND) or an investigational device exemption (IDE).
Adverse event (AE): An AE is any untoward medical occurrence in a patient or clinical investigation subject administered a treatment, and that does not necessarily have a causal relationship with this treatment.

Serious Adverse Event (SAE):  Any untoward medical occurrence that results in death, is life-threatening, requires hospitalization or prolongation of hospitalization, results in persistent or significant disability/incapacity, or is a congenital anomaly/birth defect.

SAE Reporting:  The Study Coordinator/Principal Investigator should report by telephone, fax or email all death and life-threatening SAEs within 24 hours to the NIDCD Program Officer. This immediate report should be followed within 7 days by a detailed written report from the study coordinator/principal investigator to the FDA (if IND or IDE issued), NIDCD, IRB and all participating investigators.  All other SEAs should be reported to the NIDCD within 7 days, followed by a detailed written report to the FDA (if IND or IDE issued), NIDCD, IRB and all participating investigators within 15 days.
AE Reporting: For AEs which are not SAEs and which are expected, the Study Coordinator/Principal Investigator must submit a written periodic report to the NIDCD, IRB and all participating investigators.  Unexpected AEs are reported within 15 calendar days.  If an IND or IDE has been issued, the FDA is notified of all AEs in periodic reports or annual updates.

The NIDCD Program Officer notifies the Data Safety Monitoring Board (DSMB). The Study Coordinator and other review groups determine the attribution category and whether any modifications of the study protocol are required.
Adverse Event Attribution Categories:

1  Unrelated  The AE is clearly not related to the intervention

2  Unlikely    The AE is doubtfully related to the intervention

3  Possible     The AE may be related to the intervention

4  Probable    The AE is likely related to the intervention

5  Definite     The AE is clearly related to the intervention

The Study Coordinator revises the study protocol and consent form accordingly, for final approval by the IRB.  Notice of final IRB approval is sent to the NIDCD Program Officer and DSMB.
