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Incident Report

* Incident Type
An incident may fit into more than one category, so check all that apply. Distinct events unrelated to one another should have separate Incident submissions.

| Protocol Violation is an accidental or unintentional deviation that is not approved by the IRB prior to its initiation or implementation.

| Major Protocol Violation is any protocol violation that may impact subject safety, make a substantial alteration to risks to
subjects, or any factor determined by the IRB Chair or designee as warranting review of the violation by the convened
IRB.

| Minor Protocol Violation is any protocol violation that does not impact subject safety or does not substantially alter risks
to subjects.

| Intentional deviation to eliminate apparent immediate hazards to a subject is a protocol deviation that occurs when the investigator or
research staff intentionally deviates from the approved protocol to protect the subject's welfare from animmediate hazard or risk.

— | Noncompliance is conducting research in a manner that disregards or violates federal regulations, local or country laws, institutional
policies, procedures applicable to human subject research, or requirements of the IRB.

~ | Unanticipated problems involving risks to subjects or others (UPIRSO) is any incident, experience, or outcome that meets all of the
following criteria:

 is unexpected (in terms of nature, severity, or frequency) given that (a) the research procedures that are described in the protocol-
related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the
subject population being studied;

e isrelated or possibly related to participation in the research; and

* Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social
harm) than was previously known or recognized.

| Related to the research refers to an incident, experience, or outcome that is likely to have resulted from participation in
the research study.

| Possibly related to the research refers to the reasonable possibility that the Adverse Event, incident, experience, or
outcome may have been associated with the procedures involved in the research.

physical exam or laboratory finding), symptom, or disease, temporally associated with the subject's participation in the research, whether
or not considered related to the subject's participation in the research.

| Serious AE (SAE) is an AE temporarily associated with the subject's participation in research that meets any of the
following criteria:
e resultsindeath;
« is life-threatening (places the subject at immediate risk of death from the event as it occurred);
» requires inpatient hospitalization or prolongation of existing hospitalization;
« results in a persistent or significant disability/incapacity;
¢ results in a congenital anomaly/congenital disability; or
* Any other AE that, based upon appropriate medical judgment, may jeopardize the subject's health and may require
medical or surgical intervention to prevent one of the different outcomes listed in this definition.

~ | Unexpected AE is an AE occurring in one or more subjects participating in a research protocol, the nature, severity, or
frequency of which is not consistent with either:
« The known or foreseeable risk of AEs associated with the procedure involved in the research that is described in (a)
the protocol-related documents and (b) other relevant sources of information; or
» The expected natural progression of any underlying disease, disorder, or condition of the subject(s) experiencing ‘
the AE and the subiect's predisposing risk factor profile for the AE.



The incident involves Protected Health Information (PHI) under HIPAA.
| Theincident involves Student Data under FERPA.
The incident involves a vulnerable population.

None of the above.
Please explain
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Event Information

* Event Description

Please provide a detailed description of the event, incident, experience, or outcome. If applicable, provide the subject number/identifier of affected
participants.
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* Location(s) of Event

State the location(s) the event(s) occurred, as applicable.

* Date(s) of Occurrence

Indicate when the event occurred. This may be a single date, a range of dates (start and end say for onset of adverse event), a series of dates for a
recurring issue, etc.

Name(s) of research personnel present during incident:
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Indicate the date the study team discovered the event(s).
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* Prompt Reporting of Reportable Information
Is this event being promptly reported?
) Yes
@ No
Explain why this event was not promptly reported.
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* Corrective Actions
Describe any changes to the protocol or other corrective actions that have been taken or are proposed in response to the event.
NOTE: Changes to the protocol MUST ultimately be submitted via a Modification.
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Additional Information

Additional Information or Comments

If applicable, you can provide additional information that you think to be beneficial to review of this Incident.
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Additional Documentation

If you have any additional documentation to provide for this Incident, upload it here (e.g., revised risk documentation, records on the affected subject,
Corrective Action Plan, etc.). -Links to Google Docs will not be accepted.
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