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Creating an Adverse Event / ORIO

Important Information

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 (which includes lapses in

approval).
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Click the Name of the study to view the
approved study workspace.
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Adverse Event Form
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9. Click
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4. Enter atitle 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 workspace.

5. Select Adverse Events Report or Other
Reportable Information and Occurrence
(ORIO).

Continue >=

6. Click

7. Selectthe Type of Adverse Event or
ORIO which you are reporting.

8. Indicate whether this report includes follow-

up to previous reported events

Continue >*
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2. UM Serious AE Reporting Form

General Instructions: read and follow o instrucbons,
= To add a new event chok the Add button in section 2.2. A ‘detad page’ wil open. Answer the questions on the detad

page and chek OK o OK and Add Another. Tha table will suto- il mith the mfermation provided in the detad page.
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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.

10. Fill out the required fields in the form. For

Adverse Events, you will be required to

click ﬂl and fill out the Adverse Event

Detail form.
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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:
4n adverse experience that resulted in any of the following outcomes:

* Death

o 4 life-threatening experience

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

« Inpatient hospitalization or prolongation of existing hospitalization

s A persistent aor significant disability/incapacity

« 4 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

1

221" Provide unique identifier for this event
2.2.2"  Initial date of event:
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2.2.3* Date event came to the attention of the study team:
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2.2.4*  Location of responsible UM performance site (check alt that apply):
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11. Fill out the required fields in the Adverse
Event Detail form.

12. Click ﬂl.

Note: To report multiple adverse events of
the same type within one form, click

0K and Add Another |

13. Fill out the remaining fields in the Adverse
Event Form.

Continue >*

14. Click
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14. Supporting Documents List

B the study spamsor roquires that the BEEMED approval letter contain a st of supperting decaments,
list the names of the documents in the box below as they should appear on the IREMED approval
lttmr:
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15. End of Adverse Event/ORIO

The Sulsmit activity misst be sxecuted to send this application Lo any required commiteas for neview,

Submit Adverse Event

Submit Adverse Event

HUMO00014348_ Adverse Event - Mon Jul 30 12:36:15 EDT 2007 Adv00002341

Click OK to submit your completed adverse event for review.

ﬁl Cancel
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15. Optional, enter the names of the
documents in the box below as they should
appear on the IRBMED approval, if the
study sponsor requires that the IRBMED
approval letter contain a list of supporting
documents.

Continue >>

16. Click

PIES| Submit Adverse Event

17. Click
from the end of the submission or
workspace.

Note: If you are not ready to submit the
Adverse Event, you can still go back
and edit it.

You can withdraw the Adverse Event
after it has been submitted by

m Withdraw Adverse
clicking Event
from the Study Workspace.

18. Click ﬂl.
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