Training Resources

SWOG Training Resources List for Oncology Research Professionals:
https://www.swog.org/media/13452



https://www.swog.org/clinical-trials/clinical-research-resources/oncology-research-professionals-resources
https://www.swog.org/media/13452

Training Resources —
SWOG Learning Management System

Website System Function
SWOG.org ExpertusOne | SWOG-member-only Training
(https://swoqg.exphosted.com) e Clinical Trials Training Course (CTTC)

« SWOG Oncology Research Professionals Requlatory Workshop
e Study Chair Workshop

- Login with CTEP credentials

First time LMS access: o FEarly-Stage Investigator Workshop (Online portion)

. ::r):gtarljgtﬁ)ies ?oTrTgcé r'?‘e(;(;?ss e |nvestigational Agent Handling
LMS system access . TeamSc:lence for SWOG Members |
instructions. « Enduring CME Courses (provided by The Hope Foundation):

 Advanced Practice Provider Clinical Research Workshop

* Role of Surgery and Radiation in Metastatic Prostate Cancer

 The Role of Nephrectomy in Advanced Renal Cancer
...regular content additions!**

** As new training opportunities and SWOG-generated materials become available, announcements are posted
at: Announcements/ Current Training Opportunities | SWOG
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https://www.swog.org/
https://swog.exphosted.com/
https://www.swog.org/CTTCaccessInstructions
https://www.swog.org/CTTCaccessInstructions
https://swog.exphosted.com/
https://www.swog.org/clinical-trials/training-resources
https://swog.exphosted.com/learningpage/3_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/19_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/5_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/4_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/9_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/6_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/12_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/15_enUS/ExpertusONE_27
https://swog.exphosted.com/learningpage/13_enUS/ExpertusONE_27
https://www.swog.org/clinical-trials/clinical-research-resources/current-training-opportunities

**New** Lead ORP Workshop ~ Modules

* SWOG Lead Oncology Research Professional (Lead ORF) Workshop: © Study Activation and Management Modules
© Introductory Modules = Delegation of Tasks Log (2 ming)
= SWOG Lead Oncology Research Professional Waorkshop Intraduction (18 mins) = Adverse Events Training for Lead ORPs (8 mins)
m swonand N An Introduction = Daose Modifications Training for Lead ORPs (1 min]
o Leadership and Site Gperations Modules ® Serigus Adverse Event Reporting Training for Lead ORPs (30 mins)
8 Leadership Perspective (17 mins) ®  SAE Reporting - Specific Exceptions to Expadited Reporting for Lead ORFs (4 mins)
® RO Trials - Site Operations Perspective (forthcoming modules) = Data Entry in Difficult Situations Training for Lead ORPs (2 mins)
® Site-level feasibility assessment ® Record Retention Training for Lead ORFs (2 mins)
B Site-level activation processes o Reports and Tools for Data QGuality Modules
® |nstitutional Roles ®  Expectations and Expectation Reports for Lead GRFs (10 mins)
= Cpllaboration with the SWOG Site PI = Vital Status Expectations Training for Lead GRPs (5 mins)
B Tips, Tricks, and Tools = Spacimen Expectations Training for Lead ORPs (8 mins)
o SWOHGE and NCI Systems Module ® Institution Performance Review Training for Lead GRFs (10 mins)
B SWOGand NCI Systems Cverview Training (14 mins) = Guery Reports Training for Lead ORPs (4 mins)
© Data Management and Resource Access Modules = CT5U reports - Data Quality Portal (DGP) Training for Lead ©RPs (7 mins)
" Data Managment and Access Module Introduction for Lead ORPs (1 min) © Regulatory Module
= {T5UYWebsite Overview (9 ming) = Regulatory Expectations from a QA Perspective - Training for Lead ©RPs (13 mins)
" SWOGWebsite Overview (4 mins) o Quality Assurance Modules
" SWOGCRAWarkbench Overview (4 mins) = Audits and Quality Assurance Program -Training for Lead ORPs (20 mins)
" iMedidata RAVE Access for Lead ORPs (6 mins) = Protocol Deviations vs. Deficiencies Training for Lead ORPs (4 mins)
" SWOG Specimen Tracking System for Lead ORPs (8 mins) = When is my Institution's next Audit Due? - Training for Lead QRPs (2 mins)

= Central Maonitoring (5 mins)
@ Funding and Site Payments Modules
= NCTH and NCORP Study Funding and Payment Distribution (20 mins)
= Spen Funding (10 mins)
®  National Coverage Analysis Overview (4 mins)

SeSeamcr Refer to: Oncology Research Professionals | SWOG o e
webpage for direct links to new content

A SWOG



https://www.swog.org/member-resources/oncology-research-professionals

SWOG (ExpertusOne) OB [BLETIon o 1 oiseois cnmos e 2 A 4 @ A
Learning Management System (LMS) | : ~
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« Direct link to the LMS is located on the | 0 0 0 4
SWOG Member-side of the website
under the “Member Resources” menu,

° Or! Vla dlreCt url Breast Cancer Commons

https://swog.exposted.com. oAt SWOG has launched a new Learning

e Login with CTEP IAM credentials —
required to ACCeSS. Management System (L.MS)!

Hope Funding Opportunities

L[
jom—

ITEMS NEED ATTENTION LEARNING PATH / BOOKMARKS FOR LEARNING STATISTICS
Advocate Resources CERTIFICATION REFERENCE

BMT Facility List . .

THE EXPERTUSONE LMS WILL BE HOME TO ALL TRAINING THAT IS SPECIFIC TO SWOG MEMBERS.

« SWOG Member Training Courses, P
o @) O O O O

plus

: : Oncology Research Professionals Training certificates | Courses are available Contentis In a user-friendly Allows us to host
® B rlef (5' 15 min Utes) mOd u Iar course are viewable and in brief 5- to 15-minute regularly added interface, you can virtual classes
H ; Pharmaceutical Sciences printable for one year modules. and updated. See the view trainings, take integrated with WebEx
ad d |t|0 ns on g omn g . after completing a “Announcements’ surveys, and complete or Zoom.
. Protocol Tracking Reports course. window for new assessments all from
» For short courses, filter by conten one LMS content player
Publications & Presentations - also available for
mobile devices.

 SWOG study-specific training is

Radiation Therapy Facility List

maintained in the CTSU Compliance, _ _
Learning, and SOP Solutions (CLASS) M

NCTN-wide training — such as for protocol-specific requirements and PRO training — will remain in
the CTSU CLASS system. But SWOG internal training for members and staff will be in ExpertusOne.

Le arn | n q M an aq eme nt SVSte m [CTS U Report of Studies Some of the training content now within ExpertusOne:
C L AS S LM S] ; Acces S | b I e N CT N -Wi d e Safety Reports » Study Chair « Young Investiga.ltor . Investigatior:nal . Cl.in'ical Trials » Team Science
t 0S t a ﬂ: W| th CT E P I AM |Og | n. S Workshop Workshop Online Agent Handling Training Course
Training for SWOG Members  Access SWOG's new LM5 at swog.exphosted.com,
“Member Resourcesment, Use your CTED M crdentil o login. O expertusone

RESEARCH
NETWORK
swog.exphnsted.com www.expertusone.com
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https://swog.exphosted.com/
https://swog.exphosted.com/
https://swog.exposted.com/
https://classlms.org/
https://classlms.org/
https://classlms.org/
https://classlms.org/

SWOG (ExpertusOne) Learning Management System (LMS)

* The SWOG Learning Management §W0G

System Catalog is set-up for voluntary z

course enrollment, by SWOG
membership type.

» Under the Catalog “Filters”:
Members can search for
classes by key search term
(e.g., data submission, reports,
specimen, etc.), by “Training
Type”, or by language.

« SWOG is in the process of
adding Spanish language
courses to the LMS. To
search for courses available
In Spanish, de-select
“English” under “Language
and select “Espanol”.

CANCER
RESEARCH
NETWORK

THE HOPE
FOUNDATION MY LEARNING | MY DASHBOARD JCATALOG §MY PROFILE | .
FOR CANCER RESEARCH

CATALOG ALL (22) < WISHLIST (0)

Shows all the latest and relevant Courses/Certifications/Learning Paths that you can enroll for. Results for the search are shown if the keyword you provide matches with the title, code,

description, tag or category associated

with the training.

CATEGORY

O Data Submission and Reports
O Ethics

O Investigational Agent Handling
O Investigators

[ Ll

LANGUAGE

~ English

O Espafiol

For short courses, filter by “Training Type” >>
TRAINING TYPE “Course” (5-20 minutes)

O course

B certcation For complete member training plans, filter by
B Leaming Path “Training Type” >> “Learning Path”.

For courses with available CEU credits, filter by
“Training Type” >> Certifications.

Note “Learning Paths” and “Certification” courses are set
up for completion within 6 months after the date of

RATING

O i * . 5 - 0
=N cnroliment. If Learning Path is not completed within 6
Dk * & B & months, members will receive an occasional “Overdue”
D& & & & & reminder notice.

M e A A A A
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https://swog.exphosted.com/

SWOG (ExpertusOne) Learning Management System (LMS)

 After enrolling in a course, certification,
or learning path, the training content will
appear under the “My Learning” section.

* From the “My Learning” section,
you can:

 View course progress,

« Launch the training content,

« Launch the course
assessment,

« Bookmark content that you find
helpful (for ease of subsequent
review after completion),

« Share (via email or messaging
system) the content with a
colleague, or

» Cancel your enrollment to the
course.

* If you click on the picture or
title portion of the course, it will
take you to a detail screen,
where you can select and
enroll in the available classes
in the course or Learning Path.

TO-COMPLETE (29) COMPLETED (21) ALL (50)
v e & o
& '

THE HOPE
FOUNDATION

FOR CANCER RESEARCH

SWOG
X

RESEARCH
NETWORK

MY LEARNINGYl MY DASHBOARD | CATALOG | MY PROFILE |,

MY LEARNING \ | | FILTERS 33

Cho

Shows the classes you have enrolled for. Results for the search are shown if the keyword you provide matches with the class title, code, description, tag or category. Results shown here are

the enrollments/completions for the |last 12 months period. To see the full list of enrollments, go to 'Learning History'

Enrollment

To launch a

Assessment
icon

course, click on
the Play icon

i

_ SWOG ONCOLOGY RESEARCH INVESTIGATIONAL AGENT INVESTIGATIONAL AGENT INVESTIGATIONAL AGENT
‘3.”‘ PROFESSIONALS REGULATO... HANDLING PROCUREMENT HANDLING AUDIT PREPARATI... HANDLING TRANSPORTATIO...
READ & mE READ i} B WATCH i\ B¢ WATCH
onare B J:] = ¢ ol ne— X
Cancel
Bookmark
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https://swog.exphosted.com/

+ MODULE 1

h f’{ F:’ 1. INVESTIGATIONAL AGENT HANDLING INTRODUCTION
3 &

L Investigational Agent Handling Introduction VIEW CLASSES
&
[N

CODE : [AH-INTRQ.01 | CONTACT SUPPORT : Not Available | Required | Yet To Select Class

LN

2 . INVESTIGATIONAL AGENT HANDLING PROCUREMENT

Investigational Agent Handling Procurement HIDE CLASSES

CODE : IAH.PROCURE.O1 | CONTACT SUPPORT : Not Available | Required | Yet To Start

INVESTIGATIONAL AGENT HANDLING PROCUREMENT

Investigational Agent Handling Procurement
g e ¢ Yet to Start

* This is an example of the course detail screen

o READ o where you can view classes, select or launch a
selected class, view class progress, and take the

Class Code : 1AH.Procure.01 assessment (subsequent completion of the class

Language : English content) associated with each class.

Provider - Internal  After completion of the class, a “Completion

Enrolled by : Self Certificate” link will appear next to the “Take

Enrolled on : Apr 18,2023 Assessment” link, where you can download a

Contact Support : Not Available completion certificate for the class.

™ TAKE ASSESSMENT ® LAUNCH
CANCER

\ RESEARCH m National Clinical Community Oncology
z SWO G NETWORK Trials Network Researc h Program



https://swog.exphosted.com/

SWOG (ExpertusOne) Learning Management System (LMS)

TO-COMPLETE (29) COMPLETED (21) ALL (

 PROTOCOL DEVELOPMENT N ‘

1. PROTOCOL DEVELOPMENT FOR STUDY CHAIRS

Protocol Development for Study Chairs HIDE CLASSES

PROTOCOL DEVELOPMENT FOR L ¥ CODE : SC.PD.01 | CONTACT SUPPORT : Not Available | Required | Completed
INVESTIGATORS
B¢ waTcH i ®
. . - PROTOCOL DEVELOPMENT FOR INVESTIGATORS 100%
= H =5 E?:‘%? Protocol Development for Investigators
- Completed
COMPLETED ON ‘v
COMPLETED P Fesis 202 PR
B¢ WATCH
To access the course detail Class Code - INV.PD.01
screen after completion of Language : English
the course: Provider : Internal
“ . " Enrolled by - Self
¢ GO tO My ‘!‘earnlng >”> Enrolled on : Mar 20, 2023
SeIeCt the . Completed_ tab Completed By : Cara Laubach
>> then click on the picture Completed On - Feb 13,2023
or title of the course. Contact Support : Not Available

"I COMPLETION CERTIFICATE [} TAKE ASSESSMENT ® LAUNCH

None

A SWOG
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https://swog.exphosted.com/

SWOG (ExpertusOne) Learning Management System (LMS)

» After completion of a course or entire training plan, the course completion certificate will also be available for download
from the “My Certificates” section of the dashboard. Certificates are available for download for 1 year after completion of

the training.

To access the “My
certificates” screen:

e Go to “My Dashboard” >>
scroll right >> “My
Certificates” >> then select
either the “Course” or

SWOG THE HOPE
R |kt FOUNDATION MY LEARNING | MY DASHBOARD | CATALOG | MY PROFILE |,
\ KETWORK FOR CANCER RESEARCH

BB | L
21 0

“Learning Path /
Certification” tab to view 6 8 O
certificates.
LEARNING HISTORY MY CERTIFICATES LEARNING PLAYLISTS POINTS
MY CERTIFICATES /| To ’

COURSE LEARNING PATH / CERTIFICATION

B REGISTRO EN CITI *) VIEW CERTIFICATE

Completed On Sep 02, 2022 | Score: 0
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https://swog.exphosted.com/

Training and Related Resources — SWOG website

SWOG.orq e SWOG CRA Workbench
« SWOG VA Workbench

« SWOG Policies and Procedures
« SWOG Announcements and Current Training Opportunities

« SWOG Clinical Research Resources
« SWOG Oncology Research Professionals Resources
« SWOG Data Submission Guidance, Tips, and Tricks

« Oncology Research Professionals Committee Webpage
e SWOG Frequently Asked Questions
e SWOG Quality Assurance and Audits

» SWOG Protocol Workbench
» Serious Adverse Event Reporting
» SWOG Biospecimen Processing and Submission Procedures
o Patient-Reported Outcome Questionnaires Training

\ CANCER
RESEARCH
\ NETWORK


https://www.swog.org/
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://www.swog.org/member-resources/va-workbench
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://www.swog.org/clinical-trials/clinical-research-resources/current-training-opportunities
https://www.swog.org/clinical-trials/clinical-research-resources
https://www.swog.org/clinical-trials/clinical-research-resources/oncology-research-professionals-resources
https://www.swog.org/data-submission-guidance-tip-and-tricks
https://www.swog.org/member-resources/oncology-research-professionals
https://www.swog.org/clinical-trials/clinical-research-resources/frequently-asked-questions
https://www.swog.org/clinical-trials/quality-assurance-audits
https://www.swog.org/clinical-trials/protocol-workbench
https://www.swog.org/clinical-trials/serious-adverse-events
https://www.swog.org/clinical-trials/serious-adverse-events
https://www.youtube.com/watch?v=1QztYnyimmU&feature=emb_logo

SWOG Quality Assurance, Auditing and Monitoring Resources

* The publicly accessible SWOG “Quality Assurance and
Audits” webpage includes a collection of regulatory and
accountability resources pertinent to responsible research
conduct of SWOG (and NCTN) clinical trials.

ZSWOG

About  The SWOG Network  News & Events  Clinical Trials

Clinical Trials

 |n particular, note links to: e

« SWOG Regulatory Guidance, July 2021 e
A guide to successful regulatory audit. i

« SWOG Quality Assurance Audit Guidelines s

« Guidance documents for regulatory documentation and | ot | s
preparation for FDA inspection and FDA registration trials:
e Trial Master File —
« Investigational Drug Accountability e | e——

« SWOG Best Practices guidance document (allowable
treatment/procedure windows, specimen collection and

Office for Human Research Protections (OHRF).

submission, consent scenarios)
« Patient Chart Review guidance document
 Record Retention Guidance

A SWOG

CANCER
RESEARCH
NETWORK



https://www.swog.org/media/10581
https://www.swog.org/media/901
https://www.swog.org/media/856
https://www.swog.org/sites/default/files/docs/2022-03/Best%20Practices_4.01.22.pdf
https://www.swog.org/sites/default/files/docs/2022-03/Best%20Practices_4.01.22.pdf
https://www.swog.org/sites/default/files/docs/2017-10/Patient%20Chart%20Review%20Guidance_2.10.17.pdf
https://www.swog.org/sites/default/files/docs/2022-08/record%20retention%20guidance_%20updated%2008.22.22.pdf

SWOG.org Clinical Research Resources Webpages

About The SWOG Network  News & Events  Clinical Trials

Biospecimen Resources

Clinical Research Resources

Resources for OnCOquy SWOG / Clinical Trials / Clinical Research Resources

Research Professionals
<% SWOG Data Submission o
Guidance, Tips. and Tricks ~ Clinical Research Resources

Requlatory and Ethical
Research Conduct ANNOUNCEMENTS / CURRENT TRAINING OPPORTUNITIES
uality Assurance & Audits
References, such as the NIH
Department of Bioethics Overview. This page provides links to useful resources within the FDA, OHRP, OCR, NIH, NCI, NCTN, C [
V|d%0casts Of Past Lectures professional research organizations that are pertinent to conduct of clinical trials within the National
Network.
Human Subjects Research

: s Lo + Public Access:
Protection Tralning

o Clinical Research and Human Subjects Research Protection Training
CO ntinUinq Ed Ucation and o Clinical Investigator Resources

- o Resources for Oncology Research Professionals
Training Programs

o Regulatory and Ethical Research Conduct References
P24
<SWOG
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https://www.swog.org/oncology-research-professionals-resources
https://www.swog.org/oncology-research-professionals-resources
https://www.swog.org/data-submission-guidance-tips-and-tricks
https://www.swog.org/data-submission-guidance-tips-and-tricks
https://www.swog.org/regulatory-and-ethical-research-conduct-references
https://www.swog.org/regulatory-and-ethical-research-conduct-references
https://www.swog.org/regulatory-and-ethical-research-conduct-references
https://www.swog.org/clinical-research-and-human-research-protection-training
https://www.swog.org/clinical-research-and-human-research-protection-training
https://www.swog.org/continuing-education-and-training-programs
https://www.swog.org/continuing-education-and-training-programs
https://www.swog.org/clinical-trials/clinical-research-resources

SWOG.org Clinical Research Resources —
Regulatory References

» Clinical Research Resources | SWOG
* Webpages devoted to onboarding resources and continuing education
» Specifically, the Clinical Research and Human Research Protection Training | SWOG and Regulatory and
Ethical Research Conduct References | SWOG pages contain a wealth of regulatory resources, such as:
» Pertinent NCI and CIRB links, such as the NCI Investigator's Handbook
 OHRP Office of Human Research Protections Human Subjects Protection Training
« CMS HIPAA Basics for Providers guidance document
« DHHS HIPAA for Professionals: Special Topics: Research
 HIPAA FAQs database for Professionals
* NIH Introduction to the Principles and Practice of Clinical Research (IPPCR)
» Module 1 includes Research Ethics, FDA Product Regulation and Legal Issues in Clinical Research
* Module 5 addresses Institutional Review Boards
 FDA Overview of Drug Development (non-clinical safety assessment perspective)
 FEDA Oncology Drug Development Overview — Past to Present
 FEDA Requlations: Good Clinical Practice and Clinical Trials
» EDA Clinical Trials and Human Subject Protection
* Most recent clinical research guidance document updates
 FDA comprehensive list of Clinical Trials Guidance Documents
 NIH NIAID ClinRegs: Aggregated summary of clinical research regulations by topic area

% SWOG
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https://www.swog.org/clinical-trials/clinical-research-resources
https://www.swog.org/clinical-research-and-human-research-protection-training
https://www.swog.org/regulatory-and-ethical-research-conduct-references
https://www.swog.org/regulatory-and-ethical-research-conduct-references
https://ctep.cancer.gov/investigatorResources/docs/InvestigatorHandbook.pdf
https://www.hhs.gov/ohrp/education-and-outreach/online-education/human-research-protection-training/human-research-protection-foundational-training/index.html
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNProducts/Downloads/HIPAAPrivacyandSecurity.pdf
https://www.hhs.gov/hipaa/for-professionals/special-topics/research/index.html
https://www.hhs.gov/hipaa/for-professionals/faq/index.html
https://www.youtube.com/watch?v=ixAvJhURqmo
https://youtu.be/vO36EBvG6Q4
https://www.fda.gov/science-research/clinical-trials-and-human-subject-protection/regulations-good-clinical-practice-and-clinical-trials
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/clinical-trials-guidance-documents
https://clinregs.niaid.nih.gov/country/united-states#_top

SWOG.org Frequently Asked Questions Webpages

About The SWOG Network  News & Events  Clinical Trials
]

Biospecimen Resources

The FAQs web pages provide SWOG-specific information and address the most
common site questions.

.
Frequently Asked Questions

- Adverse Events, Serious Adverse Events, and External Safety Reports
« Protocol Conduct
« Funding, Financial Agreements, and Study Payments

. Data Submission

CANCER
RESEARCH
NETWORK
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https://www.swog.org/frequently-asked-questions

Training Resources — SWOG CRA Workbench

Website System Resource Topic

SWOG.org CRA Workbench e ORP Manual
e Additional training information

- Login with CTEP credentials
Other resources

General resources
Calculators and other tools
CRA Newsletter

CRA Resources

\ CCCCCC
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https://www.swog.org/
https://www.swog.org/ctepauth/login?thirdparty=workbench
https://txwb.crab.org/TXWB/CRAManual.aspx
https://txwb.crab.org/TXWB/Training.aspx
https://txwb.crab.org/TXWB/Resources.aspx
https://txwb.crab.org/TXWB/Resources.aspx
https://txwb.crab.org/TXWB/CRANewsLetter.aspx
https://txwb.crab.org/TXWB/Resources.aspx

About The SWOG Network  News & Events

Tools -

BSA Calculator

Clinical Trial Review Guide
Home / Member Resources / CRA Workbench

COVID Protocol Deviation I CRA Workbench
Log (Word])

COVID Protocol Deviation Popular Resources - F I N d O R P R eSO u rceS O N th e

Log (PDF) OPEN Patient Registration CRA workb enc h ,.__%'E_ﬂ

Creatinine Clearance

Calculator Rave Data Submission Your resource headquarters for SWOG clinical trial patient management.
Date Counter Specimen Tracking * Latest &F;F: Newsletter
Ideal Body Weight Calculat .~ / Audits /
[ — SHOC O/ Audres Announcements Join the CRA Mailing list
Monitoring
A . “ . . Study Reports =
patient Reports / Data Quality (= SWOG Best Practices * J StU(_jIeS with no - — |
requwed fO"OW—up IS a Studies with no required *
Expectations New CRA Training report of studies that follow-up SWOG CRA
Institution Performance Tools . can be terminated with Studies I Long Term Follow Workbench
Review (IPR) the IRB of record. up . Login with CTEP IAM
Resources : :
Queries (both Rave and pre- SAEs for a Study credentials reqUIred
Rave SWOG studies) CRA Manual (for Oncology 50820 Potential Patients JgRaXCI\iSS | for ORP
[ ]
Ineligible Patients Research Professionals) ar_]ua or
Study-wide Unblinding ° ExpeCtatlorL IPR and

Patients in Follow-up Patient Reports / Data Quality 4 Query Reports
Accrual by Site

Data Quality Portal (DQP) for o ® “Recent UpdateS: i
Rave studies Training - Accrual by Race and Sex Announcements

Study Reports

— Patient Management (Non-Rave '+ SWOG Clinical Trials Training Accrual by Disease and the Quarterly
Contact the Statistics and Studies) Course [CTTC) Committee “CRA Newsletter”
Data Management Center o He|pfu| SWOG and
(SDMC)

Training + Your First Group Meeting BMT Facilities CTSU Contact
Contact Reference Sheet * Contact Us *E\,fery CRA Should Know..* RT Facilities Information



https://txwb.crab.org/TXWB/Default.aspx
https://txwb.crab.org/TXWB/Default.aspx

Training Resources — CTSU CLASS LMS

Website System Function

CTSU.org CLASS « SWOG Study-specific Training

 NCI Systems Training (e.g., Aurora, SDP)
CTSU CLASS Learning e Other Group’s Training / Study-specific Training
Management System

(under the CLASS tab)

f\\ Cancer Trials Support Unit

Wersion: 2023.2.0

Gol l

Home Protocols 4% Dashboard Regulstoryw ©OPEM  Data Managementv  Auditing & Monitoringw  RUMSw  Delegation Logv  Resourcesv  Collaboratio

My Courses

Welcome to the Compliance, Learning, and SOP Solutions {CLASS) Page
CLASS is the learning management system supported by the CTSU. It delivers several types of training courses, including:

e Protocol-specific trainings (some of which are required for site registration approval)
e Application-specific trainings

e Role or position-specific trainings

o Membership-related trainings

\> CANCER
National Clinical Commun ity Oncology
SWO G RESEARCH TrTal‘:’:d‘ctw:r:a [ NCI Research Program
\ NETWORK


https://www.ctsu.org/
https://classlms.org/

CTSU Compliance, Learning, and SOP Solutions (CLASS)
Learning Management System

Home  Protocals <@ Dashboard Regulatory=  OPEM  Data Management=  auditing & Monitoring=  FUMS=  Delegation Log~=  Resources=  Collaboration eports =

My Courses

Welcome to the Compliance, Learning, and SOP Solutions (CLASS) Page

CLASS is the lzarning management system supported by the CTSU. If delivers several types of training courses, incuding;

* Protocal-specific trainings (some of which are required for site registration approval)
¢ Application-specific trainings

* Role or position-specific trainings

* Membership-related trainings

Everybody with an active CTER-1AM account can access CLASS, Access to certain training courses may be limited by roster membership, roles, and/for IRE approval or site registratic

If you have guestions about CLASS, please contact the CLASS Help Deslk,

Resource Materials
wWiew the CLASS User Suide here,

ohnect to the CLASS Website

CAMCER
National Clinical Community Oncology
RESEARCH Trials Network NCI Research Program

NETWORK
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https://classlms.org/
https://classlms.org/

CTSU (CLASS) Example Catalog View

* Note: For ease of access/review in the catalog, the Course Name for all SWOG-provided Study
Specific Training begins with “SWOG”
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Allianca Gariatric
Aszassmant Training

Online Course -21m
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1

urme

& https:/fclassims.org/#/catalog/

Allianca: RECIST and
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Online Course - 1h Brm

J Enroll [+]

[ v conern v ere

MNCI/CTEP AURORA -
Documant Accass

Onling Course -10m

F

o
1

urme

o T

MNCI/CTEP AURORA
Training Saries 1 Varsion

Online Course -1h 46m

[ R

il
1

ume (]

e
fz3zifl
HETHCRA

[ serons coscm i+

Moonshot: Biomarkar
Raport Training
Online Course -43m

Enroll [+]

Protocol NCICOWID — Maw
NCCAPE Amandmant

Onling Course -1Em

Enroll 4]

o

Moonshot: Biospaciman &
Kit Training
Onling Course - 48m

Enroll [+]

Sourca Documant Portal
{5DP) for Auditors

Onling Course -18m

Enroll o

oG =

Moonshot: aConsant
Training
Online Course -1h 2m

Enroll [+]

Sourca Documant Portal
{5 0P for Cantral

Onling Course -1 3m

Enroll o

o

=

[ P———

Moonshot: Engagamant
Wabsita Treining
Onling Course - 35m

Enroll [+]

Sourca Documant Portal
{5 0Py for Safaty Tickat

Online Course -18m

Enroll ]

o

Moonshot: IRE Training

Online Course - SBm

Enroll [+]

Sourca Documant Portal
{5DP} for 5DP

Online Courze -13m

Enrcll ]

o

e
Fe5z 40+
HETORe

Moonshot: Protocol B
Eligibility Training
Online Course - S4m

Enroll [+]

ii SW W
\ W

Aﬁ

[l {a

lWoonshot: Rava EDC
Treining
Qnline Course - 2Bm

Enroll [ +]

DAEY

\ i

oRe

3 = @® O

Moonshot: TRIAD Treining

Online Course - 54m

DAEY
(SR
HETHERS

)

SWOG: How to Conduct
tha Mauropan Assessmant

Onling Course -Em

HETHCRS

SWOG: How to Conduct
tha Tinnad Gat Up and Go

Onling Course -2m

Completed v

SWOG: How to Conduct
tha Tuning Fork

Onling Course - G

Completed

W
&
\ MRS

e
FEAzHC
BETHCRS

o

SWOG: How to Usa tha

Paxman Limb
Online Courze -4Gm

Completed

SWOG: 51800D Sita
Initiation Training

Online Caurze -21m

v Completed v

SWOG: 51900F Sita
Initiation Training

Onling Caurse - 29m

Cormpleted v

SWOG: 52010 Optional
Sita Initiation Training

Oriling Caurze - 20m

Cormpleted v

BWOG: 52010 Raguirad
PRO Cora Softivara

Onling Caurze -Zlm

Completed v

SWOG: 52011 Qptional
Training - Rafrashar

Online Caurze -12m

Completed v

SWOG: 52015 Sita
Initiation Training

Online Courze -12m

Completed v

SWOG: 52101 {iMATCH
Pilot Study ) Sita Initiation

Online Courze -1%m

Completed v

SWOG: 52107 Sita
Imitiation Training

Oiling Courze -21m

Completed v

SWOG: B2M10ECD Sita
Initiation Training

Oiling Courze - B0m

Completed v



https://classlms.org/

Training Resources — CTSU website

Website Resource Topic

CTSU.org * Help Topics (on most CTSU.org screens)

e Resources tab
e Frequently Asked Questions



https://www.ctsu.org/
https://www.ctsu.org/pet_main.aspx?nodeKey=9
https://www.ctsu.org/pet_main.aspx?ascx=FAQListing&category=

CTSU.org Help Topics

e Help topics appear on most CTSU screens, and have replaced user guides

e They are unigue to the screen being viewed

 Clicking the icon shows the drop-down, a link opens the page, which has

navigation

« Home help topics give an overview of the entire website

# Home Protocols Dashboard QEGEN =S N OPEN  Data Management=  Auditing & Monitoring= RUMS=

Site Registration Regulatory Submission -

Protocol Requirements  Provider Association

Delegation Log~=

Resources*  Collaboration  Reports=

The CTSU Regulatory Office is available to answer your regulatory questions by phone (1-856-55T%8

yvour submission has been processed.

Site Number: | Registration Status: | Approved, Close. |
Protocol: | || Pick || Go | Diisclzimer

Protocol Status: | Al Protoood Statuses

have a subject waiting, be sure to submit your regulatory documents as urgent via the Regulatory Submissid

bbor email CTSURegHelp@coccg.org, IF you

gl =nd vou will be contacted once

= | IRE Type: | &l RE Ty=

Site Registration

[4' & Site Registrations

Member OF
LPO or PO

IRE
Type

Protocol
Status

Protocol
Humber

IRE Approwval
Expiration (Days)

CTSU Collecting IRB

#  Site LPOD Continuing Review?

Mo records were found that matched the critesia

Protocol Requirements

Provider Asspciation

Sibe-
Protocol PT

Site Registration M
Siatus Requ

Regulatory Submission

CIEE Site Preferences

CTSU Forms

Resources

Begulatory Contacts




CTSU.org Resources

 Resources > CTSU Operations Information > General Procedures and

Training, contains introductory materials

 Tips for Onboarding and Site Staff Orientation Slides are geared for new site

staff

4 Home Protocols

Resources Browser

X

Dashboard Regulatory= OPEN  Data Management=  Auditing & Monitoring= RUMS=  Delegation Log = Collaboration CLASS  Reports~=

Search by Document Title

£3 My Protocolsg)
3 My Favorites [4 docs]
+ Exp-erlmental ThEh‘:lpEl.lth Clinical

.ETSU Ope ratlnns Information
= & General Procedures & Training

4+ M Basic Processes
4+ B Site Staff Onentation Slldes

4+ B8 Application Education & REference
+ I CTSU Forms
4 BB User Guides & Help Topics
+ B Researcher Resources
+ B Educaticnal Multimedia
+ I8 site Advisory Panel
4+ B Translated Short Form Consents
4+ M Disease Portfolios
+ B Protocol Specific Materials
+ [3 Frequently Asked Questions (FAQs)

M Glossary and Acronums

b

Enter search term Go!

@ = General Procedures & Training

Basic Processes

1 Access Rules ¢

2 A CTSU Qverview PowerPoint Presentatiu

3 & Getting Started with the CTSU 4

5 Participation and Crediting Rules 4

& & Regulatory: Introduction and Overview jg

Site Staff Orentation Slides

3 Module 01: Introduction &

& Module 02: Person Registration g

& Module 03: Roster Maintenance and Roles g

¢ Module 04; CTSU Website &

10 modules

add to your
favorites

Format

Web Link
PDF
PDF

Web Link

Web Link

PDF

PDF
PDF
PDF

PDF

24-Jun-2021
13-5ep-2021
20-Jul-2022
25-Jul-2022
15-]Jan-2021

03-Aug-2021

29-5ep-2021
25-Jul-2022

29-5ep-2021

25-Jul-2022




CTSU.org Researcher Resources

 Resources > Researcher Resources, contains resource links to policies,
guidelines, and training materials relevant to conduct of NCI research trials.

Home Protocols 4% Dashboard Regulatory OPEM  Data Managementw  Auditing & Monitoringw  RUMS~  Delegation Logw Collaboration  CLASSw  Reportsw

Resources Browser b |a

L? = Researcher Resources

Search by Document Title hd Collaboration  CLASSw  Reportsw

Gol Experimental Therapeutics Clinical Trials Network (ETCTRN) Program

Adverse Event Reporting and -AERS | CTSU Gperations Information
+ B3 My Protocolsig)

Protocal Specific Materials

2 My Fa.\.-‘orites [0 docs] . . . i i qy_Criteria for Adverse Events (CTCAE) i I - I
4+ M8 Experimental Therapeutics Clinical Trials Network Ressalraisr Feseuiess
(ETCTMN) Program CTEP-AFRS Training Guide Educational Multimedia

3 FO& Formn 3500 (MediWatch) Site Advisory Panel

— B Researcher Resources

4+ B ~Adverse Event Reporting and CTEP-AERS 4 NCI CTEP Adverse Event Reportin stem (CTEP-AERSY.: LI U . . \
<+ BB ~udit Resources e ( ) - ' ! ¥ Disease Portfolios

<4 M Dangerous Goods Shipping Training sudit Resources FAQS

B Human Subjects Protection TR ——

M [RE and Assurance Information 1 CTMB &udit Guidelines ¢ S e

Translated Short Form Consents

4 BB Mational Cancer Institute Resources
+ B Educational Multimedia Dangerous Goods Shipping Training
+ I Site Advisory Panel
4+ B Translated Short Form Consents 1 Dangerous Goods International (DGIY Institute 4 Web Link 23-Mar-2017

4 Im Disease Portfolios

4 B Protocol Specific Materials

4+ B3 Frequently Asked Questions {(FAQs)
I Glossary and Acronyms

+ B LPO Resources 1 BIH - Tutorial on Human Participant Protections Education for Research Teams i Web Link 28-4ug-2018

2 Saf-T-PAK, Inc. Training Course i Web Link 23-Mar-2017

Human Subjects Protection

2 .5, Dept, of Health and Human Services Office for Human Research Protections Web Link 10-Jul-2017

IREB and Assurance Information

1 Eederalwide Assurance (FWaA) & Web Link 23-Mar-2017

2 IRE Reqistration Web Link 23-Mar-2017

Mational Cancer Institute Resources




CTSU.org Frequently Asked Questions

 Resources > FAQs

Home  Protocols < Dashboard Regulatory =

OPEM  Data Management=  Auditing & Monitoring= RUMS~  Delegation Log = Collaboration CLASS~ Reports=

Resources Browser F 3
Resources
Search by Document Title e The Resources section of the CTSW website has educatygf and training materals available to assist in the conduct of cli
provides access to a wide range of materials and i ation. The Resources Browser on the left side of your screen aid:
Enter search term 5ol . .
subfolders that further organize the content of g#ch section.
+ 3 My Protocols@) For detailed information on the content ained here, select the Help Topics icon to the right, the drop-down correlats
2 My Favorites [0 docs] ) ) ) )
+ B Experimental Therapeutics Clinical Trials Network (ETCTN) Use the feedback button to submi ¥ guestions or concerns you may have regarding website Resources.

Program

4+ I CTSU Operations Information
<+ Il Researcher Resources

<+ Im Educational Multimedia

4 I Site Advisory Panel

4 I Translated Short Form Consents
4 I Disease Portfolios

<BiBratocol Specifichatecials
— E3 Frequently Asked Questions (FAQs)

M TR N el aa =Tl =Tl e =]

b Show All

I ~udit

M~ areness, Education & Training

B CTSU Members YWehsite

I CTSU Membership

B CTSU Mational Coverage Analysis (NCA) Initiative
M Data Quality Portal (DQP)

| Data Submission

M Delegation of Tasks Log (DTL)

M Kational Clinical Trials Metwork (MCTH)

M Oncology Patient Enrollment Network (OPEM)
I Patient Enrollment

I Protocols

| Rave

M Regulatory - CIRB

M Regulatory - General

M Regulatory - local IRB

M Glossary and Acronyms
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