SWO0G US Food and Drug Administration (FDA) and Related NCl and SWOG Resources
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Relevant to the Conduct of NCTN and NCORP Clinical Trials

FDA Regulations, Good Clinical Practice, Institutional Review Boards, NCI NCTN and NCORP Guidelines, and General Resources

FDA Guidance Documents

NCI

SWOG

FDA Regulations: Good Clinical Practice and Clinical Trials

NCTN Guidelines Document

SWOG Trial Master File: Guidance on FDA Inspection

FDA Clinical Trials and Human Subject Protection

NCORP Guidelines
(accessible via NCORP Resources, login required)

SWOG Regulatory Guidance:
Expectations for a successful audit

Institutional Review Boards Frequently Asked Questions: Guid-

NCI CTEP Quality Assurance,

ance for Institutional Review Boards and Clinical Investigators

including NCI CTMB (NCTN / NCORP) Audit Guidelines

SWOG Policy 19: Quality Assurance Program

FDA Oncology Center of Excellence Guidance Documents

Regarding Oncology and Hematologic Malignancies

NCI CTMB (NCTN/NCORP) Auditing Guidelines

SWOG Quality Assurance Audit Guidelines

FDA: Institutional Review Board (IRB) Written Procedures:

Guidance for Institutions and IRBs

NCI CTEP Resources for Sites, including
NCI CTEP Investigators Handbook

Best Practices for SWOG Studies

FDA: Conducting Clinical Trials With Decentralized Elements

(9/1/2024) Guidance Document

NCTN Streamlined Data Standard Practices

FDA Bioresearch Monitoring (BIMO) Information

FDA BIMO Inspections (66 mins) (login required)

NCI CTSU Compiled DTL Site Guide (login required)

Site Authority Log (for studies that do not require a
centralized DTL, maintained via CTSU)

FDA Guidance Document Search Tool

NCI CTEP Guidelines, Policies, and Memoranda

SWOG Policies

FDA Regulations & Topic-Specific Guidance Documents

NCI Central Institutional Review Board

Additional Resources for Audit Preparation,
Clinical Trials Records Management and FAQs

21 CFR 56 - Institutional Review Boards

NCI Central Institutional Review Board: Creating and

Updating the Annual Principal Investigator Worksheet

Internal QA Program

NCI CIRB Establishing Your Signatory Institution and

Site Preparation for an Audit (SWOG Audits)

Completing the Annual Signatory Institution Worksheet

NCI CIRB Algorithm to Assess Potential Unanticipated

Problem

SWOG Patient Chart Review Guidance

Data Retention When Subjects Withdraw from

FDA-Regulated Clinical Trials

NCI CIRB Algorithm to Assess Potential Noncompliance

Record Retention Guidance

NCI CIRB How to Open a Study

SWOG Quality Assurance Department FAQs

FDA Guidance: Electronic Systems, Electronic Records, and

Electronic Signatures in Clinical Investigations:

Questions and Answers

NCI CIRB Submit a Study Closure or Transfer of Study

SWOG Oncology Research Professional (ORP)

Review Responsibility Worksheet

Manual - Chapter 14: Study Protocol (login required)

21 CFR 54 - Financial Disclosure by Clinical Investigators

NCI CIRB Standard Operating Procedures (Section 8.1.2)

SWOG Policy 35: Financial Conflict of Interest Policy

21 CFR 11 - Electronic Records

NCI CIRB Standard Operating Procedures (Section 2.3.8)

Policy on Auditing Electronic Medical Records
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https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/regulations-good-clinical-practice-and-clinical-trials
https://dctd.cancer.gov/research/networks/nctn/nctn-program-guidelines.pdf
https://www.swog.org/media/856
https://www.fda.gov/science-research/science-and-research-special-topics/clinical-trials-and-human-subject-protection
https://applications.prevention.cancer.gov/ncorp-portal/resources
https://applications.prevention.cancer.gov/ncorp-portal/resources
https://www.swog.org/RegulatoryAuditGuidance
https://www.swog.org/RegulatoryAuditGuidance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-boards-frequently-asked-questions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-boards-frequently-asked-questions
https://dctd.cancer.gov/research/ctep-trials/for-sites/quality-assurance
https://dctd.cancer.gov/research/ctep-trials/for-sites/quality-assurance
https://www.swog.org/media/5132
https://www.fda.gov/about-fda/oncology-center-excellence/oncology-center-excellence-guidance-documents
https://www.fda.gov/about-fda/oncology-center-excellence/oncology-center-excellence-guidance-documents
https://dctd.cancer.gov/research/ctep-trials/for-sites/nctn-auditing.pdf
https://www.swog.org/media/901
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-board-irb-written-procedures
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/institutional-review-board-irb-written-procedures
https://dctd.cancer.gov/research/ctep-trials/for-sites/
https://dctd.cancer.gov/research/ctep-trials/for-sites/investigator-handbook.pdf
https://www.swog.org/BestPractices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/conducting-clinical-trials-decentralized-elements
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/conducting-clinical-trials-decentralized-elements
https://dctd.cancer.gov/research/ctep-trials/trial-development/streamlined-data-standard-practices.pdf
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/compliance-actions-and-activities/fda-bioresearch-monitoring-information
https://swog.expertusone.cloud/learner/swog/share/a37647a67db4310394c10f299398de09
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DTLMOD-ALL-RESOURCES
https://www.swog.org/media/3142
https://www.swog.org/media/3142
https://www.fda.gov/regulatory-information/search-fda-guidance-documents
https://dctd.cancer.gov/research/ctep-trials/memos
https://www.swog.org/about/policies-procedures
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-56
https://ncicirb.org/Institutions/creating-and-updating-annual-principal-investigator-worksheet
https://ncicirb.org/Institutions/creating-and-updating-annual-principal-investigator-worksheet
https://www.swog.org/InternalQAprogram
https://ncicirb.org/institutions/how-create-and-update-signatory-institution-worksheet
https://ncicirb.org/institutions/how-create-and-update-signatory-institution-worksheet
https://www.swog.org/SitePreparationOfAudit
https://www.ncicirb.org/algorithm-assess-potential-unanticipated-problem
https://www.ncicirb.org/algorithm-assess-potential-unanticipated-problem
https://www.swog.org/PtChartReviewGuidance
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-retention-when-subjects-withdraw-fda-regulated-clinical-trials
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/data-retention-when-subjects-withdraw-fda-regulated-clinical-trials
https://www.ncicirb.org/algorithm-assess-potential-noncompliance
https://www.swog.org/RecordRetentionGuidance
https://www.ncicirb.org/institutions/how-open-study
https://www.swog.org/media/10961
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/electronic-systems-electronic-records-and-electronic-signatures-clinical-investigations-questions
https://www.ncicirb.org/institutions/submit-study-closure
https://www.ncicirb.org/institutions/submit-study-closure
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2014_Study%20Protocol.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2014_Study%20Protocol.pdf
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-54
https://www.ncicirb.org/about/cirb-standard-operating-procedures
https://www.swog.org/media/756
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-11
https://www.ncicirb.org/about/cirb-standard-operating-procedures
https://www.swog.org/PolicyAuditEMR

SWO0G Good Clinical Practice & Investigational Agent Management Resources

CANCER

A

and Key SWOG Policies

General Clinical Trials and Good Clinical Practice (GCP) Training Resources

FDA NIH

OHRP (also utilized by NCI)

NIH Introduction to the Principles and Practice
FDA Clinical Trials Training Modules | FDA of Clinical Research (IPPCR)

OHRP Human Research Protection Foundational Training

21 CFR 50 - Protection of Human Subjects

OHRP's Human Research Protection Training

Investigational Agent Management Regulations, Guidance, and Training Resources

FDA NCI/NIH

SWOG

21 CFRPart312 NCI CTEP Agent Management Resources

Pharmaceutical Sciences Resources (login to
https://www.swog.org prior to following the link)

21 CFRPart812 NCT CTEP Agent Management Policies and Guidelines

FDA Inspection: Investigational Agent Handling Guidance

NCI Pharmaceutical Management Branch (PMB),
CTEP Inventory Management System: AURORA Training
(1 hr 53 mins in CLASS) (login required)

Safeguarding the Science: Best Practices for
Investigational Drug Documentation and Management
(1 hr)- 1.0 CEU available until 6/17/2028

NCI CTEP AURORA Document Access Training Course
(11 mins in CLASS) (login required)

SWOG Oncology Research Professional (ORP) Manual -
Chapter 6: Drug Ordering and Maintenance

NCI CTEP 2016 Training Videos and Handouts

Pharmaceutical Science Committee Biosimilars Guidelines

NIH Principles of Clinical Pharmacology Training

SWOG Investigational Agent Handling Workshop

(~30 mins) (login required)

Kex SWOG Policies for Study Management:

Policy 12 SWOG Registration and Treatment Policies

Policy 18 Data Evaluation Policy and Procedure
Policy 19 Quiality 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 30 Responsibility for Patient Follow-Up
Policy 36 Affirmation of Integrity

Policy 15 Applicability of IND Applications and Investigator Brochures/Support From Pharmaceutical Companies

Policy 29 Roster of Institutions, Investigators and Associates Maintenance Policies and Procedures

Policy 39 Acquisition, Maintenance and Use in Research of Tissue and Other Biologic Patient Specimens
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https://www.fda.gov/drugs/cder-small-business-industry-assistance-sbia/fda-clinical-trials-training-modules
https://ocreco.od.nih.gov/courses/ippcr.html
https://ocreco.od.nih.gov/courses/ippcr.html
https://www.hhs.gov/ohrp/education-and-outreach/online-education/human-research-protection-training/human-research-protection-foundational-training/index.html
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-50
https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/index.html
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-D/part-312?toc=1
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://www.swog.org/member-resources/pharmaceutical-resources
https://www.swog.org
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-H/part-812
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management#policy-and-guidelines-documents
https://www.swog.org/media/10591
https://classlms.org/#/online-courses/778fd651-c326-4591-b8ab-7c02c2c57054
https://classlms.org/#/online-courses/778fd651-c326-4591-b8ab-7c02c2c57054
https://www.ctsu.org/Public/class.aspx?courseid=0dc99db9-b0ed-4775-990c-bcebfb6b0d86
https://www.ctsu.org/Public/class.aspx?courseid=0dc99db9-b0ed-4775-990c-bcebfb6b0d86
https://classlms.org/#/online-courses/6b09f8ab-729a-40b6-bcd6-4b0ca8043b98
https://classlms.org/#/online-courses/6b09f8ab-729a-40b6-bcd6-4b0ca8043b98
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2006_Drug%20Ordering%20and%20Maintenance.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2006_Drug%20Ordering%20and%20Maintenance.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management#2016-darf-training-videos-and-slide-handouts
https://www.swog.org/media/1821
https://ocreco.od.nih.gov/courses/principles-clinical-pharmacology
https://swog.expertusone.cloud/learner/swog/share/120165407c5f9841e0502cb934afba57
https://www.swog.org/media/5122
https://www.swog.org/media/661
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/761
https://www.swog.org/media/551
https://www.swog.org/about/policies-procedures

SWOG
X

RESEARCH
NETWORK

FDA, NCI, OHRP and SWOG Recruitment, Informed Consent,
Plain Language and Patient-Reported Outcomes Resources

FDA NCI/OHRP SWOG
Informed Consent: Guidance for IRBs, NCI CIRB Guidelines for Permitted Boilerplate SWOG Recruitment and Retention Resources
Clinical Investigators, and Sponsors Language Additions (login to https://www.swog.org prior to following above link)

Informed Consent FAQs

What's new in Informed Consent: Revisions
to the Common Rule (July 2018) (26 mins)

SWOG Patient-Friendly Plain Language Clinical Trial Summaries

Informed Consent Tips

Simplifying Informed Consent (October 30, 2020)
(1 hr 45 mins)

SWOG Training Courses
(in ExpertusOne or CLASS; login required)

Key Information and Facilitating Understanding
in Informed Consent Guidance for Sponsors,

Broad Consent in the Revised Common Rule

Investigators, and Institutional Review Boards

(March 2018) (18 mins)

Informed Consent: Guidance for IRBs,
Clinical Investigators, and Sponsors (Section V)

NIH Office of Intramural Research Enrollment of
non-English speaking participants in NIH research

OHRP Guidance on Informed Consent of
Subjects Who Do Not Speak English (1995)

NCI CIRB Short Form Q&A

SWOG Patient-Reported Outcomes Resources

SWOG Quality Assurance Webinar Series
Presentation on Patient-Reported Outcomes
(1 hr)- 1.0 CEU available until 9/1/2028

Patient Reported Outcomes - Part of the
SWOG Clinical Trials Training Course (CTTC)

Informed Consent Best Practices (53 mins)

Plain Talk: Communicating with Participants About Clinical
Trials (20 mins) (20 mins)

QA Perspective on Informed Consent: A Process, Not a Document
(12 mins)

SWOG Plain Language Tools: Patient-friendly Trial Summaries
(10 mins)

Tips for the Real World (10 mins)

So Much Consenting, So Little Time (12 mins)

Putting it Plainly: Tips and tools for helping patients understand
clinical trials (26 mins)

Elements of Representative Enrollment: FDA Draft Guidance
(16 mins)

Patient Enrollment to Industry-Sponsored versus Federally
Sponsored Cancer Clinical Trials (9 mins)

Building Patient Partnerships-A Roadmap for Meaningful

Comprehensive Overview of
Patient Reported Outcomes

Collaboration (25 mins)

Outreach to Native Hawaiian/Pacific Islander (NHPI)
Communities: A Pilot Project (13 mins)

The Art of Patient Enrollment in Genitourinary Oncology Clinical
Trials (1 hr 45 mins)

Adolescent and Young Adult (AYA) Patient Experience (24 mins)
In Spanish: EL Consentimiento Informado en la Investigacion
Clinica (1 hr 5 mins)
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://www.ncicirb.org/guidelines-permitted-boilerplate-language-additions
https://www.ncicirb.org/guidelines-permitted-boilerplate-language-additions
https://www.swog.org/member-resources/recruitment-retention
https://www.swog.org
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/faq/informed-consent/index.html
https://www.youtube.com/watch?v=F6PBIyN8RKA
https://www.youtube.com/watch?v=F6PBIyN8RKA
https://www.swog.org/patients/trials-open-patients
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/informed-consent-tips/index.html
https://youtu.be/kfPKti5tPIQ?si=DIl8Jsd3O1vL6VyN
https://swog.expertusone.cloud/learner/swog/
https://classlms.org/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/key-information-and-facilitating-understanding-informed-consent-guidance-sponsors-investigators-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/key-information-and-facilitating-understanding-informed-consent-guidance-sponsors-investigators-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/key-information-and-facilitating-understanding-informed-consent-guidance-sponsors-investigators-and
https://www.youtube.com/watch?v=jpqH2sHmOF4
https://www.youtube.com/watch?v=jpqH2sHmOF4
https://www.ctsu.org/Public/class.aspx?courseid=d0e3c3cf-2bcf-4c58-9287-4bb7a0adae45
https://swog.expertusone.cloud/learner/swog/share/eafa20488484c15acff4e42432c770e1
https://swog.expertusone.cloud/learner/swog/share/eafa20488484c15acff4e42432c770e1
https://swog.expertusone.cloud/learner/swog/share/0420ea11f2242d588269309b767e117e
https://swog.expertusone.cloud/learner/swog/share/c2d711932fe9912b762234e0ed9e853c
https://swog.expertusone.cloud/learner/swog/share/2ca28ea5dfab0cab1d4edf60fac3441d
https://swog.expertusone.cloud/learner/swog/share/3535ea15d6e8b1ec74ea313a4b806e4d
https://swog.expertusone.cloud/learner/swog/share/72ee1b5dec9246c06ce855c8748dbfc8
https://swog.expertusone.cloud/learner/swog/share/72ee1b5dec9246c06ce855c8748dbfc8
https://swog.expertusone.cloud/learner/swog/share/455004a69ca8cb43bd13df95eb2baeb1
https://swog.expertusone.cloud/learner/swog/share/7278901ad95a3b524d023e12f63c0782
https://swog.expertusone.cloud/learner/swog/share/7278901ad95a3b524d023e12f63c0782
https://swog.expertusone.cloud/learner/swog/share/33b80d0eea9ccd3fb7ec31836e6394a1
https://swog.expertusone.cloud/learner/swog/share/33b80d0eea9ccd3fb7ec31836e6394a1
https://swog.expertusone.cloud/learner/swog/share/a0c704feb005719c3fca6d9c24c6519b
https://swog.expertusone.cloud/learner/swog/share/a0c704feb005719c3fca6d9c24c6519b
https://swog.expertusone.cloud/learner/swog/share/8a952c4fc5998662be0cc450f6379990
https://swog.expertusone.cloud/learner/swog/share/8a952c4fc5998662be0cc450f6379990
https://swog.expertusone.cloud/learner/swog/share/6fddc7d3b0b6c8e129b7dabb691e0995
https://swog.expertusone.cloud/learner/swog/share/812fa7b305e5ca4849e26741f10b775f
https://swog.expertusone.cloud/learner/swog/share/812fa7b305e5ca4849e26741f10b775f
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/informed-consent
https://irbo.nih.gov/documents/386/Enrollment_of_non-English_speaking_participants_in_NIH_research.pdf
https://irbo.nih.gov/documents/386/Enrollment_of_non-English_speaking_participants_in_NIH_research.pdf
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/obtaining-and-documenting-infomed-consent-non-english-speakers/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/obtaining-and-documenting-infomed-consent-non-english-speakers/index.html
https://ncicirb.org/short-form-q
https://www.swog.org/clinical-trials/training-resources/swog-quality-assurance-live-webinar-series#PRO
https://www.swog.org/clinical-trials/training-resources/swog-quality-assurance-live-webinar-series#PRO
https://swog.expertusone.cloud/learner/swog/share/6bd5ded8be454f309670e782a63b0c47
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://swog.expertusone.cloud/learner/swog/share/da7dcf3117ed9b98a9835e196e990238
https://swog.expertusone.cloud/learner/swog/share/da7dcf3117ed9b98a9835e196e990238

W06 SWOG-provided Quallty Assurance and Regulatory Training

NETWORK (in ExpertusOne or CLASS; login required)
Workshops - Short Courses - . . .
General Regulatory and Quality Assurance General Regulatory and Quality Assurance UL DL L
SWOG Oncology Research Professionals From the ground up: Implementing QA at the site level | Audits and Quality Assurance (17 mins)
Regulatory Workshop (~2 hrs 35 mins) (1 hr)- 1.0 CEU available until 3/5/2028
SWOG Oncology Research Professionals Spring 2026 | How to Develop a CAPA SWOG Quality Assurance Updates -
Jeri & Noburu Oishi Symposium (~2 hrs 44 mins) (Corrective and Preventive Action) Plan (47 mins) CTMB Audit Guidelines (13 mins)
SWOG Clinical Trials Training Course (~ 7hrs) Quality Assurance in FDA Registration Trials (9 mins) Lessons of an Audit (15 mins)
SWOG Lead ORP Workshop (~4 hrs 35 mins) Participant Follow-up: QA Perspective (8 mins) SWOG QA Audits - Top 10 Deficiencies (11 mins)
Data Submission/Data Quality Early Study Closure Requests (2 mins) Quality Assurance Audits Preparing for Success (70 mins)
 Data Submission (24 mins) Protocol Deviations vs Deficiencies (28 mins) SWOG Quiality Assurance Preparing for an Audit -
e Reports & Tools to Support Quality Data (21 mins) A Focus on myeloMATCH (23 mins)
For Lead ORPs: For Lead ORPs: For Lead ORPs:
e Central Monitoring (5 mins) e Delegation of Tasks Log (2 mins) ¢ Audits and Quality Assurance Program (21 mins)
o Data Entry in Difficult Situations (2 mins) e Regulatory Expectations from a QA Perspective - e Protocol Deviations vs. Deficiencies (4 mins)
o Expectations and Expectation Reports (10 mins) (14 mins) e When is my Institution's next Audit Due? (2 mins)
o Vital Status Expectations Training (5 mins) e Record Retention Training (4 mins)
e |nstitution Performa.nce Revi_ew (IPR) (10 mins) See also: In Spanish:
* Query Reports Training (4 mins) e Upcoming Quality Assurance Webinars Auditorias: preparacion y experiencias (49 mins)

» CTSU reports - Data Quality Portal (DQP) (7mins) | o SWOG Data Submission Guidance, Tips, and Tricks

Biospecimen Collection, Labelling, Tracking and Submission :

Collection, Labelling and Submission: For Lead ORPs: Quality:

e SWOG Specimen Labeling Guide (8 mins) e SWOG Specimen Tracking System (8 mins) e Improving Specimen Submissions to the

e Biospecimen Tracking and Submission (30 mins) e Specimen Expectations (8 mins) SWOG Biospecimen Bank (11 mins)

e Biospecimen Collection and Submission e Biospecimen Quality, Compliance, Tips & Tricks (25 mins)

(1 hr)- 1.0 CEU available until 10/12/2027

Adverse Event (AE) and Serious Adverse Event (SAE) Resources:

SWOG Serious Adverse Events Reporting Resources, including Expedited Reporting Submission Guide, SAE Reporting Flowchart, SAE Escape Room, & SWOG Policy 23: SAEs

SWOG-provided AE and SAE Training in CLASS (login required): SWOG-provided AE and SAE Training in ExpertusOne (login required):

e Adverse Event Assessment and Reporting (47 mins) e Adverse Event Reporting (14 mins)

o Navigating AEs: What’s New in CTCAE (47mins) - 1.0 CEU available until 12/7/2027 e SAE Reporting - Specific Exceptions to Expedited Reporting for Lead ORPs (5 mins)
e SAE Reporting and Updates (57 mins) - 1.0 CEU available until 3/21/2027 e Serious Adverse Event Reporting (22 mins)
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https://swog.exphosted.com/learningpage/19_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/19_enUS/ExpertusONE_27
https://www.ctsu.org/Public/class.aspx?courseid=551f808f-289e-4420-9b8e-5b1cf6e0dfcb
https://www.ctsu.org/Public/class.aspx?courseid=551f808f-289e-4420-9b8e-5b1cf6e0dfcb
https://swog.expertusone.cloud/learner/swog/share/46370cf08e20541721758312f644d515
https://swog.expertusone.cloud/learner/swog/share/a2861132d9ea7c6c4293eda2084fc9de
https://swog.expertusone.cloud/learner/swog/share/a2861132d9ea7c6c4293eda2084fc9de
https://www.ctsu.org/Public/class.aspx?courseid=e4e65964-ffa1-4624-ae8d-2d5c7ef1fd93
https://www.ctsu.org/Public/class.aspx?courseid=e4e65964-ffa1-4624-ae8d-2d5c7ef1fd93
https://swog.expertusone.cloud/learner/swog/share/236e79d6950323718b5a7c680fa4313c
https://swog.expertusone.cloud/learner/swog/share/236e79d6950323718b5a7c680fa4313c
https://classlms.org/#/online-courses/0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://swog.expertusone.cloud/learner/swog/share/1974d75f252030916a1a74abf8c99bad
https://swog.expertusone.cloud/learner/swog/share/4960de70a5ceb0fea6d49354d1e758e2
https://swog.expertusone.cloud/learner/swog/share/62a7e7f65dbb0a95da03c0de1467a3e5
https://swog.expertusone.cloud/learner/swog/share/3aad79fc8a29980e5adad378968b63f0
https://swog.expertusone.cloud/learner/swog/share/a3cfec93d754e28848233aaf30f4bf16
https://swog.expertusone.cloud/learner/swog/share/fa3ed5f7f60f4a4ebddf4d3d595550b5
https://www.ctsu.org/Public/class.aspx?courseid=a26d7291-1a48-43cf-9d42-a7b7af5fbf0c
https://swog.exphosted.com/coursepage/7_enUS/ExpertusONE_27
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://www.ctsu.org/Public/class.aspx?courseid=4322cac6-47de-4c95-921e-15cb98105caa
https://swog.exphosted.com/coursepage/246_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/246_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/84_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/113_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/144_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/144_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/139_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/140_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/141_enUS/ExpertusONE_27
https://swog.expertusone.cloud/learner/swog/share/8c2cc9359f0326001ecc74301dbd26f8
https://swog.expertusone.cloud/learner/swog/share/b3d35c0c889f0c18e6f070045f0b08cb
https://swog.expertusone.cloud/learner/swog/share/b3d35c0c889f0c18e6f070045f0b08cb
https://swog.expertusone.cloud/learner/swog/share/91c0c4d67da44fb147461c274c12c6a9
https://swog.expertusone.cloud/learner/swog/share/934883524a14a7c3857b280561a3c251
https://swog.expertusone.cloud/learner/swog/share/5c29ad20c6a60dff0d4cb53c76f0b64d
https://swog.expertusone.cloud/learner/swog/share/51831333603ca58345a716b13b4cf07a
https://www.swog.org/clinical-trials/training-resources/swog-quality-assurance-live-webinar-series#Announcement
https://www.swog.org/data-submission-guidance-tips-and-tricks
https://swog.expertusone.cloud/learner/swog/share/0c794c6c7a08876a48ee6221c5f265c2
https://swog.expertusone.cloud/learner/swog/share/e7fdc42c2d1673d0c60bcc62b0a404ec
https://www.ctsu.org/Public/class.aspx?courseid=7daea0e5-6eb8-4c0b-bb32-b760715b7f2f
https://www.ctsu.org/Public/class.aspx?courseid=be3ca9bf-7602-4f25-ad1f-909b577aec69
https://swog.expertusone.cloud/learner/swog/share/f1cfd2416a592a3c6f4ba652c7f9ea29
https://swog.exphosted.com/coursepage/145_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/202_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/202_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/201_enUS/ExpertusONE_27
https://swog.expertusone.cloud/learner/swog/
https://classlms.org/
https://www.swog.org/clinical-trials/serious-adverse-events
https://www.swog.org/ExpeditedReportingSubmissionGuide
https://www.swog.org/SAEreportingFlowChart
https://docs.google.com/forms/d/e/1FAIpQLSdV6SGTxaNPb5C8goZkKZykVRtIjEhUMWXYrKH6WCEmTiV-qg/viewform?pli=1
https://www.swog.org/media/5152
https://www.ctsu.org/Public/class.aspx?courseid=f52c0ce7-507e-4790-bc1f-84312e421e2e
https://www.ctsu.org/Public/class.aspx?courseid=bc71280b-d748-4d57-b319-29d9d31947eb
https://www.ctsu.org/Public/class.aspx?courseid=0b47e93b-1be2-4d2e-a9a5-cd26c2544ce6
https://swog.expertusone.cloud/learner/swog/share/5daeb34fb61fab6e8e4592afab482db5
https://swog.expertusone.cloud/learner/swog/share/9441e11e60197ae1e440e62cf7998511
https://swog.expertusone.cloud/learner/swog/share/93aac1183c4b2aedf95ce9a69a82a071

%wmgmﬁ SWOG, NIH & NCI Clinical Trial Funding -

RESEARCH
SWOG Lead Oncology Research Professional Training: SWOG Lead ORP Workshop (login at https:/swog.expertusone.cloud/learner/swog), including:

Informational Resources
e NCTN and NCORP Study Funding and Payment Distribution (20 mins)

e Open Funding (10 mins)
o National Coverage Analysis Overview (4 mins)

e SWOG and NCI Systems Overview Training (14 mins)

NCI Oncology Patient Enroliment Network (OPEN) System - Funding Considerations and Data Entry During Participant Enroliment:
¢ Refer to Section 13 of the SWOG-led protocol and:
o NCI CTSU Oncology Patient Enrollment System (OPEN) user guide (login at https://ctsu.cancer.gov/)
o NCI CTUS Oncology Patient Enrollment Network Funding Screen User Guide (login at https://ctsu.cancer.gov/)
o NCI CTUS OPEN: Patient Enrollment and Entering Funding Information (login at https://ctsu.cancer.gov/)
e SWOG Open Funding Overview Presentation (11 mins) (login at https://swog.expertusone.cloud)

Additional SWOG Resources:
e The Role of Federal Sponsorship in Cancer Clinical Research (15 minutes)
o SWOG FAQs: Funding, Financial Agreements and Study Payments
o SWOG Financial Agreements webpage (login at https://www.swog.org prior to following link)
e SWOG Spring 2026 Administration & Funding Updates-Part of the SWOG Oncology Research Professionals Spring 2026 Site Operations Committee
Meeting (login at https:/swog.expertusone.cloud/learner/swog)
e SWOG: Overview of National Coverage Analysis in NCTN Trials - Considerations for Participating VA Sites (25 mins) (login at https://classlms.org/)

NIH / NCI Informational Resources:
o NIH Grants and Funding: Human Subjects Research webpage
o NCI Division of Cancer Treatment and Diagnosis (DCTD) Grant Funding Portfolio webpage
Types of NIH funding opportunities
¢ NIH - Get Ready for Grants Management
o NIH - Grants Process Overview (How to Get Started, Apply, Tutorials, and More)
e NCI - The Grants Process Book
o NCI Biomarker, Imaging and Quality of Life Studies Funding Program (BIQSFP) Information

Where to Find Funding Opportunities:

The Hope Foundation Funding Opportunities for SWOG members webpage (login at https:/iwww.swog.org prior to following link)
NCI Research Funding Opportunities

NCI Division of Cancer Control & Population Sciences Funding Opportunities

NCI Division of Cancer Prevention Funding Opportunities

NIH Grants and Funding Opportunities Search

U.S. Department of Defense Electronic Biomedical Research Application Portal
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https://swog.expertusone.cloud/learner/swog/share/62a7e7f65dbb0a95da03c0de1467a3e5
https://swog.exphosted.com/coursepage/83_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/82_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/142_enUS/ExpertusONE_27
https://swog.expertusone.cloud/learner/swog/share/1d1a051b4d8050dbbde2e0ef3631220e
https://www.ctsu.org/open/Site_Resources/Training/Users_Manual/CTSU-OPEN-SiteUserGuide.pdf
https://ctsu.cancer.gov/
https://www.ctsu.org/open/Site_Resources/Training/Users_Manual/FundingScreenSiteUserGuide.pdf
https://ctsu.cancer.gov/
https://www.ctsu.org/readfile.aspx?EDocId=1207990
https://ctsu.cancer.gov/
https://swog.expertusone.cloud/learner/swog/share/44249deb5e4bda15940c17946ae7624f
https://swog.expertusone.cloud
https://swog.exphosted.com/coursepage/319_enUS/ExpertusONE_27
https://www.swog.org/clinical-trials/frequently-asked-questions/faqs-funding-financial-agreements-and-study-payments
https://www.swog.org/member-resources/membership/institutional-membership/swog-financial-agreements
https://swog.expertusone.cloud/learner/swog/share/b2da4780b77d904481df39a3bf9d1598
https://swog.expertusone.cloud/learner/swog/share/b2da4780b77d904481df39a3bf9d1598
https://www.ctsu.org/public/class.aspx?courseid=2a5404e7-9a89-4399-be6e-4a83572e6f43
https://classlms.org/
https://grants.nih.gov/policy/humansubjects.htm
https://dctd.cancer.gov/funding/funding-portfolio
https://grants.nih.gov/funding/funding-categories
https://www.hhs.gov/grants/grants/get-ready-for-grants-management/index.html
https://grants.nih.gov/grants/grants_process.htm
https://www.govinfo.gov/content/pkg/GOVPUB-HE20_3150-PURL-LPS69114/pdf/GOVPUB-HE20_3150-PURL-LPS69114.pdf
https://www.cancer.gov/about-nci/organization/ccct/funding/biqsfp
https://www.swog.org/member-resources/hope-funding-opportunities
https://www.cancer.gov/grants-training/grants-funding/funding-opportunities#type
https://cancercontrol.cancer.gov/funding/funding-opportunities?category=Cancer+Survivorship
https://prevention.cancer.gov/funding-and-grants
https://grants.nih.gov/funding/searchguide/index.html#/
https://ebrap.org/eBRAP/public/Program.htm?clientAcronym=CDMRP

SWas General Training and Information Resources
A

NETWORK
Getting Started with SWOG: Vital Information and Contacts (login at ORP Workbench | https:/txwb.crab.org/TXW B/Default.aspx)
o Key Guidance for SWOG-led study implementation: SWOG ORP (CRA) Manual for Oncology Research Professionals (login at ORP Workbench)

« SWOG Website and Resources Introductory Training Modules: (Login at https://swog.expertusone.cloud/learner/swog)
o CTSU Website Overview (9 mins)
o SWOG Website Overview (4 mins)
e SWOG ORP (CRA)Workbench Overview (4 mins)
 iMedidata RAVE Access for Lead ORPs (6 mins)
e Accessing the SWOG Specimen Tracking System (8 mins)
e SWOG and NCI Systems Overview Training (14 mins)

Getting Started with CTSU and NCI Applications: CTSU Operations Training Modules

(Accessible after login at: login at https://ctsu.cancer.gov via Resources >> CTSU Operations Information >> General Procedures & Training)

Site Rostering: CTSU RUMS User Guide (login at https://ctsu.cancer.gov/) and SWOG FAQs: Systems Access and Rostering Maintenance

Data Submission and Management:
e SWOG ORP Manual, incl.: Chapter 4: Data Submission, 8: Expectation & IPR Reports, 10: LTFU, 13: SAE, 15: AE & 16: Forms (login at ORP Workbench)
o CTSU Rave Roles, Training, and Resources (login at https://ctsu.cancer.gov/)
o CTSU Data Quality Portal (DQP) Help Topics (login at https://ctsu.cancer.gov/)
o SWOG Patient Reports and Tools for Data Quality (login at ORP Workbench)
o SWOG List of Studies with No Required Follow-up (login at ORP Workbench)
o SWOG FAQs: Data Submission and Management

Tools for Clinical Trial Conduct: SWOG ORP (CRA) Workbench Tools (login at ORP Workbench)
SWOG Quality Assurance Resources: SWOG Quality Assurance & Audits, SWOG Best Practices Document and Serious Adverse Events | SWOG

NCORP-provided materials (login to the NCORP-Portal prior to following the link below):
o NCORP Resources, includes NCORP Guidelines walkthrough, Site Orientation, and funding overview information.
o NCORP Meeting/W ebEx Materials, includes materials from monthly administrator meetings, study-specific webinars, and prior NCORP annual meeting materials.

Additional SWOG Training for Oncology Research Professionals:

o« SWOG Training Resources: Announcements | List of online training courses | SWOG Quality Assurance Webinar Series

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 (login at: https://ctsu.cancer.gov/)

General Research Training and Informational Resources: SWOG Clinical Research Resources (A clearinghouse of resources and continuing education
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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://www.swog.org/ctepauth/login?thirdparty=workbench
https://txwb.crab.org/TXWB/CRAManual.aspx
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://swog.expertusone.cloud/learner/swog/share/df79bdde124121d25c6dc3346c075a4a
https://swog.expertusone.cloud/learner/swog/share/ad54d916b78e91c586952584e165b451
https://swog.expertusone.cloud/learner/swog/share/0b812721b83d3af5801c3da2842a938c
https://swog.expertusone.cloud/learner/swog/share/22c4cbec3a93553dcb491dd57920a4bd
https://swog.expertusone.cloud/learner/swog/share/f1cfd2416a592a3c6f4ba652c7f9ea29
https://swog.expertusone.cloud/learner/swog/share/1d1a051b4d8050dbbde2e0ef3631220e
https://www.ctsu.org/pet_main.aspx?nodeKey=9
https://ctsu.cancer.gov/
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://txwb.crab.org/TXWB/CRAManual.aspx
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2004_Data%20Submission.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2008_Expectation%20Report%20and%20IPR.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2010_Long%20Term%20Follow%20Up.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2013_Serious%20Adverse%20Events.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2015_Adverse%20Event%20Assessments.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP#RolesTraining
https://ctsu.cancer.gov/
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP#Introduction
https://ctsu.cancer.gov/
https://txwb.crab.org/TXWB/PatientReports.aspx
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://www.swog.org/clinical-trials/frequently-asked-questions/faqs-data-submission
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.swog.org/bestpractices
https://www.swog.org/clinical-trials/serious-adverse-events
https://applications.prevention.cancer.gov/ncorp-portal
https://applications.prevention.cancer.gov/ncorp-portal/resources
https://applications.prevention.cancer.gov/ncorp-portal/meeting-materials
https://www.swog.org/clinical-trials/training-resources
https://www.swog.org/TrainingAnnouncements
https://www.swog.org/CurrentTrainingCourseList
https://www.swog.org/swog-quality-assurance-live-webinar-series
https://www.swog.org/ctepauth/login?thirdparty=workbench
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
https://ctsu.cancer.gov/
https://www.swog.org/clinical-trials/clinical-research-resources

