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[bookmark: _Hlk77688598]Institutional Review Board
Research Involving Human Subjects Adverse Event Reporting Form

[bookmark: _Hlk77688616][bookmark: _GoBack]Form Instructions:

Use this form to notify the IRB of an adverse event that occurred during your study.
All forms must be typewritten, signed, and submitted via email to IRB@Normandale.edu.

If you are reporting a serious adverse event or have any reason to believe your study subjects may be at risk for immediate harm, contact the IRB members immediately through phone and email as well as submitting this form.

Use this form to report an Adverse Event that was
· unanticipated
· greater than anticipated in severity
· greater than anticipated in frequency, and/or
· serious

Generally, this means the event was unexpected (unforeseen by the researcher or the research participant) in terms of nature, severity, or frequency, given the research procedures and the subject population being studied; is  possibly related to participation in the research or the event possibly affects the safety, rights and welfare of current participants; and/or suggests the research places subjects or others at a greater risk of harm (including physical, psychological, economic or social harm) than was previously thought. A serious adverse event is one that (1) results in death, (2) is life-threatening, (3) results in hospitalization or prolonging of existing hospitalization, (4) results in persistent or significant disability, (5) results in a congenital anomaly or birth defect (6) may jeopardize the subject's health and require medical or surgical intervention to prevent the above outcomes, based on appropriate medical judgment.
Please refer to the Institutional Review Board Guidelines for reporting Adverse Events for more information.

Fill out the following as completely as possible:

Study and researcher information:

Date of form submission: Click or tap to enter a date.
IRB Protocol number:
Title of study:
Responsible   Principal Investigator: 
Department:
Contact Information:
Are you: ☐Faculty	☐ Staff	 ☐Student	☐  Other (specify):
Name of Study Sponsor (if applicable): 

Has the sponsor been notified?
☐Yes
	Date of notification: Click or tap to enter a date.
☐No
☐Not applicable- no sponsor

Adverse Event information:
Date of occurrence: Click or tap to enter a date.

Research participant/subject(s): 

Description of event:

Degree of severity:   ☐Mild	☐Moderate	☐Severe

Description of the solution provided to the subject(s):

Was the event unanticipated?
 ☐Yes	☐No
 Explain:

Was the event serious?
☐Yes	☐No
Explain:

Was the event related to the study?
☐Yes	☐No
Explain:

Potential Outcomes of Adverse Event:
Does the event suggest that the study places subjects or others at greater risk of harm?
☐Yes	☐No
Explain:

Should the protocol be revised?
☐Yes	☐No
Explain:

Should the consent form be revised?
☐Yes	☐No
Explain:

Will additional information be provided to enrolled subjects?
☐Yes	☐No
Explain:

Signature
I certify that the information provided in this form is complete and correct.

Printed name:
Date signed:
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