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Creating an Adverse Event / ORIO

Important Information

eResearch
Creating an Adverse Event/ORIO
Step-by-Step Procedures

e Study teams are required to submit Adverse Events (AEs) and Other Reportable Information and
Occurrences (ORIOs) via the eResearch system. ORIOs include audits, other reports, protocol
deviations, protocol violations, facility/data accidents, and complaints.
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Click Approved Studies to display a list of
approved studies

Click the Name of the study to view more
detail.

3. On the Study Workspace, click the New

Adverse Event/ORIO button.
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Enter a title for your Adverse Event / ORIO

Note: To make tracking the adverse event
easier, include the HUM # of the original
study in the title. Once approved, the
adverse event is accessed through the
approved study work-space.

Select whether you are reporting an
Adverse Event (AE) or Other Reportable
Information and Occurrence (ORIO) and
continue to the next screen.

Adverse Event Form
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1-1. Report of Adverse Event (AE)
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Select the Type of Adverse Event or
ORIO which you are reporting.

Note: New to the eResearch 1.5 release, you
can report multiple adverse events of the same
type within the same submission.

7. Indicate whether this report includes follow-
up to previous reported events and

continue to the next screen.
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Note: If you select Yes to this question (1-1.2),
you will be required to indicate the previous
reported events which this report follows.
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Adverse Event Detail Form

Edit HUM_AE Detail
2.2 UM Serious Adverse Event Detail

This form is only for events that meet the following definition:

Definition of serious adverse event:
An adverse experience that resulted in any of the following outcomes:

* Death

* A life-threatening experience

« Severe social, psychiatric/psychological, familial, or financial harm related to the
research

« Inpatient hospitalization or prolongation of existing hospitalization

« A persistent or significant disability/incapacity

* A congenital anomaly/birth defect

« Events that jeopardize the patient or subject and may require medical, psychiatric,
dental, or surgical intervention to prevent one of the outcomes listed in this definition

@ Help

2.21* Provide unique identifier for this event
2.22* Initial date of event:
[:::]
223" Date event came to the attention of the study team:
[:::]
224" Location of responsible UM performance site (check alf that apply):
Name
‘ [m] University of Michigan
2.25"* Coded subject identifier:
2.2.6 " Provide up to six keyword descriptors for this AE:
=
=
2.2.12  Other Supporting Documents:

2.2.12.1 Upload other supporting documentation here. Name the document
with its title and date (Example: Sponsor-Cover-Letter-2-16-05).

OK| OK and Add Another

Add

name
There are no items to display

version

* Required

Cancel
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8. Fill out the required fields in the form. For
Adverse Events, you will be required to
click the Add button and fill out the
Adverse Event Detail form.

9. Fill out the required fields in the Adverse
Event Detail form.

10. Click the OK button to complete the
Adverse Event Detail form or click the OK
and Add Another button to report multiple
adverse events of the same type within one

form.
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click OK to submit your completed adverse event for review
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11. Fill out the remaining fields in the Adverse
Event Form.

12. Click the Finish button.

Note: When you click the Finish button, the AE
is submitted automatically and you will be
returned to the Study Workspace.

13. Click the Submit Adverse Event button.

Note: If you are not ready to submit the
Adverse Event, you can still go back and
edit it. You can also withdraw the event by
clicking the Withdraw Adverse Event
button.

14. Click the OK button.
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