
LEGACY INSTITUTIONAL REVIEW BOARDPRIVATE 


SERIOUS ADVERSE EVENT REPORTING FORM

A serious adverse experience/event (SAE) includes any experience that is fatal or life-threatening, is permanently disabling, or requires inpatient hospitalization.  ALL subject deaths must be reported promptly, regardless of the cause of death.  

PRINCIPAL INVESTIGATOR:

STUDY:

PATIENT INITIALS OR #:

OFF-SITE [ ]    



ON-SITE [ ]

On-site reports involve Legacy patients.  Off-site reports are those from other centers. 

All on-site reports will receive a response.  Off-site reports will not be acknowledged unless they are accompanied by a change in the protocol or consent form.

-------------------------------------------------------------------------------------------------------------------------

Was SAE related to the investigational drug or device?
YES [ ]  NO [ ]  UNKNOWN [  ]

Has SAE been reported to the sponsor and/or FDA?



YES [ ]  NO [ ]

Is this SAE mentioned as a risk in the consent form?  



YES [ ]  NO [ ]

Does this SAE  require a change in the protocol and/or consent form?  
YES [  ]   NO [  ]

For off-site SAEs attach formal reports filed with the sponsor.  For on-site reports indicate the following:  date of SAE,  brief description of SAE including Outcome, Intensity, Action Taken and Relationship to Drug/Device.

______________________________________

_______________

Signature of Principal Investigator


Date

======================================================================


TO BE COMPLETED BY IRB

Does consent form adequately address the SAE?
YES [ ]  NO [ ]

Comments:

______________________________________

_______________

IRB SIGNATURE





Date


MEMO

DATE:

January 2015
TO:

Principal Investigators and Study Coordinators

FROM:
Casey Bush



Research Regulatory Specialist

RE:

Operating Procedure for Reporting of Serious Adverse Events

PURPOSE:
 Federal regulations (FDA & NIH) specify that investigators “promptly report…all unanticipated problems involving risk to human subjects” (21CFR312.66).  The means and format of reporting is not indicated.  This policy is written to provide Legacy investigators guidance in the reporting of Serious Adverse Events.

OPERATING PROCEDURE FOR REPORTING SERIOUS ADVERSE EVENTS

On-Site Reports:
All on-site Serious Adverse Events must be reported to the Legacy IRB within 10 working days.  If a sponsor defines Serious Adverse Events in a different manner than specified below then a copy of that definition must be submitted and reporting will follow the sponsor's guidelines.  In any case, all deaths of research subjects, whether on therapy or in followup will be reported to the Legacy IRB within 10 working days after the investigator becomes aware that the research subject has died.  All on-site Serious Adverse Events will be acknowledged by the IRB chair or vice-chair.

Off-site Reports:
Off-site Serious Adverse Event reports may be handled in a number of ways.  They may be reported to the IRB individually, in groups of 10-20, quarterly or annually.  Investigators are strongly discouraged from sending all IND safety reports to the IRB unless they provide information related to the representation of risk in the consent form.  The Legacy IRB prefers to receive IND safety reports accompanied by analysis from the sponsor’s DSMB.   Receipt of Off-site Serious Adverse Events and Investigator’s Brochures will not be acknowledged unless they require a change in the protocol or consent form.

If you have any questions regarding this operating procedure please feel free to call me at (503) 413-2474.  Ask for the Serious Adverse Event Reporting Form by e-mail at {cbush@lhs.org}.

Adverse Event Reporting

Legacy Health System IRB

January 2009







DEFINITIONS

ADVERSE EVENT



Any untoward medical occurrence in a patient or clinical investigation subject administered an investigational product which does not necessarily have a casual relationship with this treatment.  An adverse event can be therefore any unfavorable and unintended sign (including an abnormal laboratory finding), symptom, or disease temporally associated with the use of an investigational product.  Adverse events are routinely reported to sponsors but not to the IRB.

SERIOUS ADVERSE EVENT

Any experience encountered during a clinical trial that suggests a significant hazard, contraindication, side effect or precaution.  With respect to human clinical experience, a serious adverse event includes any experience that is fatal or life threatening, is permanently disabling, requires in-patient hospitalization or is a congenital anomaly, cancer or overdose, whether or not it is related to investigational drug or device therapy.

ON-SITE SAE




A Serious Adverse Event reported concerning a research subject enrolled in a clinical trial whose Principal Investigator is conducting that study either in their clinic in Portland or at a Legacy facility.

OFF-SITE SAE



A Serious Adverse Event reported concerning a research subject who was enrolled at a site outside the Legacy Health System.

IND SAFETY REPORT


An off-site SAE report generated by the sponsor and forwarded to the principal investigator.

DSMB





Data Safety and Monitoring Board is an organization that is responsible for analyzing adverse events in multi-site studies.  

INVESTIGATOR'S BROCHURE

A compilation of the clinical and nonclinical data on the investigational product which is relevant to the study of the investigational product in human subjects.

