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(Where indi

urces are accessible via hyperlinks below.
cated, login is required; Recommend login prior to clicking on the link.)

Identifying Upcoming Studies:
SWOG Protocol Development Tracking Reports and Dashboards (login at SWOG.org)

e These webpages provide real-time status updates on SWOG-led studies in the development pipeline,
including targeted activation dates.

Feasibility Assessment Tool: Clinical Trial Review Guide (login at SWOG.org)
Getting Started with CTSU and NCI Applications:

« CTS

U Operations Training Modules, accessible via CTSU.org >> Resources >> CTSU Operations

Information >> General Procedures & Training (login at https://ctsu.cancer.gov/)
e SWOG and NCI Systems Overview Training (login at https://swog.exphosted.com/)

Site Rostering:
e CTSU RUMS User Guide (login at https://ctsu.cancer.gov/) and

e SWOG FAQs: Systems Access and Rostering Maintenance

Site Initiation: Refer to Section 13 of the SWOG-led protocol.
o SWOG FAQs: Funding, Financials, and Study Payments

e The CTSU Site Registration Help Topics (login at https://ctsu.cancer.gov/)

o NCI CIRB Standard Operating Procedures and Start Guide (login at https://ctsu.cancer.gov/)

e NCI CIRB How to Open a Study Guide (login at https://ctsu.cancer.gov/)

e The CTSU Regqulatory Submission Portal User Guide (login at https://ctsu.cancer.gov/)

Informed Consent Process: (For all of the following login at https://swog.exphosted.com/)
e Plain Talk: Communicating with Participants About Clinical Trials

¢ QA Perspective on Informed Consent: A Process, Not a Document

o SWOG Plain Language Tools: Patient-friendly Trial Summaries

e Tips

for the Real World

e So Much Consenting. So Little Time

Participa

nt Enrollment: Refer to Section 13 of the SWOG-led protocol.

e Oncology Patient Enrollment System (OPEN) user guide (login at https://ctsu.cancer.qgov/)

e Open Funding (login at https://swog.exphosted.com/)

Data Submission and Management:
o CTSU Rave Roles, Training, and Resources (login at https://ctsu.cancer.qgov/)

Key SWOG Policies and Procedures for Study Management:

Policy 12 SWOG Registration and Treatment Policies

Policy 15  Applicability of IND Applications and Investigator Brochures/Support From Pharmaceutical Companies
Policy 18 Data Evaluation Policy and Procedure

Policy 19  Quality Assurance Program

Policy 20 New Agent Studies and Safety Monitoring

Policy 21 Data and Safety Monitoring

Policy 22  Ethical and Regulatory Considerations

Policy 23  Serious Adverse Events

Policy 25 Drug Ordering

Policy 29 Roster of Investigators Maintenance Policies and Procedures

Policy 30  Responsibility for Patient Follow-Up

Policy 33 Institutional Performance Review

Policy 36  Affirmation of Integrity

Policy 38 Research Calculations for Clinical Trials

Policy 39  Acquisition, Maintenance and Use in Research of Tissue and Other Biologic Patient Specimens



https://www.swog.org/protocol-development-tracking-reports
https://www.swog.org/about/dashboards-key-performance-indicators
https://www.swog.org/
https://txwb.crab.org/TXWB/Admin/ClinicalTrial_ReviewGuide.docx
https://www.swog.org/
https://www.ctsu.org/pet_main.aspx?nodeKey=9
https://ctsu.cancer.gov/
https://swog.exphosted.com/coursepage/115_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-RUMS-USER-GUIDE
https://ctsu.cancer.gov/
https://www.swog.org/clinical-trials/frequently-asked-questions/systems-access-and-rostering-maintenance
https://www.swog.org/clinical-trials/frequently-asked-questions/faqs-funding-financial-agreements-and-study-payments
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-REGULATORY#SiteRegistration
https://ctsu.cancer.gov/
https://www.ncicirb.org/institutions
https://ctsu.cancer.gov/
https://www.ncicirb.org/institutions/how-open-study
https://ctsu.cancer.gov/
https://www.ctsu.org/readfile.aspx?EDocId=804550&CTSUCreated=Y
https://ctsu.cancer.gov/
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/256_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/257_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/258_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/259_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/260_enUS/ExpertusONE_27
https://www.ctsu.org/open/Site_Resources/Training/Users_Manual/CTSU-OPEN-SiteUserGuide.pdf
https://ctsu.cancer.gov/
https://swog.exphosted.com/coursepage/82_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP#RolesTraining
https://ctsu.cancer.gov/
https://www.swog.org/media/5122
https://www.swog.org/media/5122
https://www.swog.org/media/676
https://www.swog.org/media/5132
https://www.swog.org/media/686
https://www.swog.org/media/691
https://www.swog.org/media/5142
https://www.swog.org/media/5152
https://www.swog.org/media/706
https://www.swog.org/media/726
https://www.swog.org/media/731
https://www.swog.org/media/746
https://www.swog.org/media/761
https://www.swog.org/Policy38
https://www.swog.org/media/551
https://www.swog.org/about/policies-procedures
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Getting Started with SWOG:
e Vital Information and Contacts
e SWOG CRA Manual for Oncology Research Professionals (login at https://swog.exphosted.com/)
o CTSU Website Overview (9 mins) (login at https://swog.exphosted.com/)
o SWOG Website Overview (4 mins) (login at https://swog.exphosted.com/)
e SWOG ORP (CRA) W orkbench Overview (4 mins) (login at https://swog.exphosted.com/)
o iMedidata RAVE Access for Lead ORPs (6 mins) (login at https:/swog.exphosted.com/)
e SWOG Specimen Tracking System for Lead ORPs (8 mins) (login at https://swog.exphosted.com/)

NCORP-provided materials (accessible via the NCORP-Portal):
e NCORP Resources, includes NCORP Guidelines walkthrough, Site Orientation, and funding overview
information. (login required)

o NCORP Meeting/W ebEx Materials, includes helpful resource materials from monthly administrator
meetings, study-specific webinars, and prior NCORP annual meeting materials. (login required)

SWOG-led Study Accrual Tracking: Reports & Dashboards (login ORP Workbench & SWOG.org)
Tools for Clinical Trial Conduct: SWOG ORP (CRA) Workbench Tools (login at ORP Workbench)

Tools for a Successful Audit: SWOG Quality Assurance & Audits

SWOG Training for Oncology Research Professionals:

Clinical Trials Training Course (login required)

Specimen Submission Training:
o SWOG: Biospecimen Tracking and Submission Training (login at https://classlms.org/)
¢ Improving SWOG Biospecimen Bank Submissions (login at https://swog.exphosted.com/)
¢ Biospecimen Quality, Compliance, Tips and Tricks (login at https://swog.exphosted.com/)
o Complete Guidelines for Specimen Submission

SWOG Requlatory Workshop

SWOG Quality Assurance Webinar Series, including:

(Login at https://classims.org/ required to access the following QA Webinar Series enduring courses)
o Cytogenetics (1 CEU contact hour)
o Serious Adverse Event Reporting & Updates (1 CEU contact hour)
e Disease Assessment in Solid Tumors (1 CEU contact hour)
o Workload Prioritization in Clinical Trials (1.5 CEU contact hours)
o Best Practices for Informed Consent (1 CEU contact hour)
o Research Protocol Deviations vs Deficiencies (1 CEU contact hour)
o Adverse Event Reporting
o SWOG Audits: Preparing for Success and Audit Process
o How to Develop a CAPA Plan

Additional SWOG-provided Training:
e For more training resources refer to:
e SWOG Training Resources
¢ Announcements
o List of online training courses
e SWOG ORP (CRA) Workbench (login at ORP Workbench)
o SWOG Oncology Research Professionals (login at SWOG.org)

Onboarding and Refresher Training:
Compiled Researcher Resources List, now accessible via CTSU.org >> Resources >> Researcher Resources.



https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Ftxwb.crab.org%2FTXWB%2FAdmin%2FVital%2520Information%2520Every%2520CRA%2520Should%2520Know.docx&wdOrigin=BROWSELINK
https://txwb.crab.org/TXWB/CRAManual.aspx
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/133_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/132_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/131_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/129_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/130_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://applications.prevention.cancer.gov/ncorp-portal/resources
https://applications.prevention.cancer.gov/ncorp-portal/meeting-materials
https://www.swogstat.org/accrualHtml.html
https://www.swog.org/about/dashboards-key-performance-indicators
https://txwb.crab.org/TXWB/Default.aspx
https://www.swog.org/
https://txwb.crab.org/TXWB/Tools.aspx
https://txwb.crab.org/TXWB/Default.aspx
https://www.swog.org/clinical-trials/quality-assurance-audits
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://classlms.org/#/online-courses/7daea0e5-6eb8-4c0b-bb32-b760715b7f2f
https://classlms.org/
https://swog.exphosted.com/coursepage/202_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://swog.exphosted.com/coursepage/201_enUS/ExpertusONE_27
https://swog.exphosted.com/
https://www.swog.org/CompleteSpecimenGuide
https://swog.exphosted.com/learningpage/19_enUS/ExpertusONE_27
https://www.swog.org/swog-quality-assurance-live-webinar-series
https://classlms.org/
https://classlms.org/#/online-courses/20eaf996-891b-4819-b016-8df4fecb5422
https://classlms.org/#/online-course-player/0b47e93b-1be2-4d2e-a9a5-cd26c2544ce6
https://classlms.org/#/online-course-player/2fd515c8-1244-421e-985c-22cd2914e0e7
https://classlms.org/#/online-courses/5a3db91a-050a-48c5-8598-63476fb10cc7
https://classlms.org/#/online-courses/5a464382-fee1-4bcb-af71-0caf98d079a9
https://classlms.org/#/online-courses/fd20a65c-cce3-4e79-af3f-6dcc2bd0034a
https://classlms.org/#/online-courses/f52c0ce7-507e-4790-bc1f-84312e421e2e
https://classlms.org/#/online-courses/a26d7291-1a48-43cf-9d42-a7b7af5fbf0c
https://classlms.org/#/online-courses/e4e65964-ffa1-4624-ae8d-2d5c7ef1fd93
https://www.swog.org/clinical-trials/training-resources
https://www.swog.org/TrainingAnnouncements
https://www.swog.org/CurrentTrainingCourseList
https://txwb.crab.org/TXWB/Logon.aspx
https://txwb.crab.org/TXWB/Default.aspx
https://www.swog.org/member-resources/oncology-research-professionals
https://www.swog.org/
https://www.ctsu.org/readfile.aspx?EDocId=1937857&CTSUCreated=Y

