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Objectives

e Define purpose of RAERS

— Advantages of RAERS over paper-based
system

— RAERS features

* Describe CRA use of RAERS
— List Roles - Lead CRA, CRA, and DC
— Define tasks each role can do

— Show briefly how to create an AE report and
enter an expected and other adverse event

e List availability of training, resources,
and support
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What is RAERS?

= A CALGB Web Application designed to replace
paper Adverse Event (AE) forms

« Implemented to make report submission and
approval faster and more accurate

* Addresses common problems with paper form
system
— Invalid selection of codes
— Volume of paper AE forms to process
— Missing AE data (gaps)
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RAERS Is...

e HIPAA compliant
e Easily accessed
= Easy to use
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Advantages of RAERS

= No need to look up CALGB/SWOG codes

= Grading criteria built in and specific to
the adverse event

e Electronic forms — no need to process
paper which can be lost or be destroyed,
electronic forms are easy to query and
search

 Gaps and overlaps are clearly identified

e Prompts you if you attempt to enter
invalid data
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Paper and Electronic Forms

CTC Grades
and
Attributions

Event names
and codes

Key Features

= Application lets users save draft records
= RAERS displays the codes and CTC versions
for a study on the screen
— Codes are new CALGB codes, MedDRA
* Procedure updates from paper AE forms to
RAERS
— CRAs use RAERS to complete and submit AE reports
electronically
— DCs use RAERS to review and correct reports or
request changes
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CRA Roles

= CRA
— View existing AE reports
— Create a new AE report
— Save, modify, delete drafts
— Print AE reports
— Submit AE reports for DC review
— Amend reports
« Institutional roles (CRA and Lead CRA)
— CRAs can work with only the patients associated with
the CRA'’s institution
— Lead CRA can use RAERS the same as a CRA and can
work with patients in associated institutions

For CALGB Participants Only Slide 8




DC Role

< DC

Reviews reports and requests needed

corrections

* Approves and submits reports to the
CALGB database

CRA RAERS Home Page

Text boxes for
study-patient
combination
search

List of Draft =
Reports
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Choosing Severity
(CTC Grade)
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Choosing Attribution

—— 3T | Choose the
= - — —— attribution from the —
drop-down menu
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Completed Expected
Adverse Event
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Entering Other Adverse Events
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Choose category, event name, severity,
and attribution from drop-down menus.
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Submitting the Report to CALGB

Sommbvt | SeinCAGE | CoscelCangm |

= Submit to CALGB —sends report to assigned DC.

= Save as Draft — saves report in draft folder to be
completed and submitted later

= Cancel Changes — retains report with header information,
but cancels all adverse event selections
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Status of RAERS

* End-users at Duke and Christiana are
testing RAERS

e Test started May 23, will end on
August 15

For CALGB Participants Only Slide 18

Training, Resources, and
Support

* Training planned for all users

e Documentation

— User’s Guide: Routine Adverse Events
Reporting System (RAERS) (Coming soon)

= Help Desk support
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Summary

e RAERS provides a more accurate and
efficient means for viewing, creating,
submitting, and reviewing reports for a
patient on a study by allowing you to:

— find reports by searching a study nhumber
and patient identifier.

— work with reports based on your role.

— create, save, modify, view, print, and delete
reports.

— amend existing reports in RAERS.
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