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Goals of the CTTC ORP Manual
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ORP (Oncology Research Professional) \
A daily reference tool for CRAs/RNs

— Administrative and data management
resources, response assessment criteria
and forms completion guidelines.

« Introduce the fundamentals and expectations of \
SWOG and National Cancer Institute (NCI)
policies and procedures to new CRAs.

« lllustrate the process for protocol development,
data submission, specimen submission, SAE
reporting and audits.

» Provide the foundation to efficiently perform
your responsibilities as a SWOG CRA.
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Agenda CRA Workbench

- S _a Morning Session  (Hybrid - On Site & Remote Attendees) 7:20 a.m. - 12:00 p.m. \ I — Y ——— \
PR 7:20 - 7:30 Introduction Rodney Sutter, CCRP !
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Announcements

7:55-8:20 Data Submission Alex Rangel, BA

8:20-8:30 Patient Reported Outcomes Monica Yee, BA, CCRP

L8 8:30-8:55 Reports to Support Quality Data Cathy Rankin, MS

8:55-9:10 BREAK

9:10 - 9:35 Long Term Follow-Up Lisa Stoppenhagen, BS, CCRP
9:35-10:00 Adverse Event Reporting Pasarlai Ahmadzai, MD, MPH
10:00 - 10:25 Serious Adverse Events Maggie Spillers, BSN, RN
10:25-10:40 BREAK

10:40 - 11:05 Audits/Quality Assurance Laura Gonzales, BSN, MA, RN, OCN
11:05 - 11:30 Specimen Tracking System Amy Johnson, BA, CCRP
11:30 - 11:40 Tips for Specimen Submission Hannah Brown, BS

11:40 - 12:00 Scientific Impact of the CRA Michael LeBlanc, PhD

7:30-7:55 Clinical Trials and Protocol Development  Dana Sparks, MAT \

#8 Afternoon Session (On-Site Attendees Only) 2:00 p.m. - 5:00 p.m.
2:00-2:35 JEOPARDY! ......it's a Game! Christine Magner
2:35-5:00 Practicum Session Data Operations Center Staff & SWOG CRAs
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Important Resources

+ Best Practices for SWOG Studies
¢ CRA Newsletter Archive

+ CTCAE

+ Data Submission Guidance, Tips
+ SWOG FAQ’s

¢ SWOG Glossary

+ SWOG ORP Committee

+ SWOG Policies
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Useful Tools

+ BSA Calculator

¢ Clinical Trial Review Guide

+ Creatinine Clearance Calculator
+ Date Counter

+ Ideal Body Weight Calculator

+ QT Interval (QTc)
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Patient Reports — Data Quality

+ Expectation Reports

¢ IPR Reports

¢ Query Reports

+ Patients in Follow Up

¢ Ineligible Patients Report

+ Data Quality Portal for Rave Studies
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Distribution Lists

breastquestion@crab.org
cancercontrolquestion@crab.org
giquestion@crab.org
guquestion@crab.org
leukemiaquestion@crab.org
lungquestion@crab.org
lymphomaquestion@crab.org
melanomaquestion@crab.org
myelomaquestion@crab.org
raretumors@crab.org
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Study Reports

¢ Accrual by Site \
¢ Accrual by Race and Sex

+ Accrual by Disease Site

+ BMT and RT Facilities

¢ SAEs for a Given Study

¢ Studies in Long Term Follow Up

+ Studies with No Required Follow Up

Distribution Lists

LungMAPquestion@crab.org

SWOGComboMATCHquestion@crab.org
SWOGIMATCHquestion@crab.org
SWOGMyeloMATCHquestion@crab.org

expectationreportquestion@crab.org
technicalquestion@crab.org
ctsucontact@westat.com

datamanagement@crab.org
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CTTC Evaluation Form

2025 SWOG CTTC | Course Evaluation \
ool \

Ploasa remember b compiete the CTIC Evaiustion
Form. We ae most interested in your assessment of
the content and usehuness of B pacticum, and your
nggestions for improvement.

The CTTC Evaluation Form can be accessed onine at
il P S nmOnkrd COMBRIISCTTC of by
tning the ) code below
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Clinical Trials and Protocol Development

Dana Sparks, MAT
Director of Operations and Protocols
Network Operations Center
San Antonio, TX
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