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Agenda & CE Credits

Fall 2026 SWOG Site Operations Meeting Agenda

Although there are no formal i ooobers 200

CE credits for this meeting, you Lo s

may submit a Copy of the Open, Welcome & Announcements Site Operations Committee
agenda to reflect your General Updates
attendance (e.g.: SOCRA or uul.[m], erce
ACRP)

SWOG Updates

Statistics & Data Management Center (SDMC) |Kari Chansky

SWOG Administration & Study Funding (Pat Mize & Casey Dawson
Network Quality A QA L G |
Operations uality Assurance (QA) aura Gonzales
Center Information Systems Cara Laubach
Closing Remarks Site Operations Committee
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SWOG ORP Committee & Sub-Committees

Serving >10,000 ORPs

SWOG ORP Executive Committee
Chair: Connie Szczepanek
Vice-Chair: Dana Little

Site Operations
Co-Chairs:

ORP Liaison Membership Education

Co-Chairs: Co-Chairs: Co-Chairs:
Sandy Annis Anthony Hicks Kira Pavlik
Erin Cebula Lisa Stoppenhagen Joyce Tull

Connie Szczepanek
Caitlin Hutchinson
Nikki Stover
Christina Wiess

SWOG Cancer Research Network’s Mission
To significantly improve lives through cancer clinical trials and translational research

ORP Committee’s Mission
To support SWOG activities through promotion of integrity and excellence in clinical research through
education, guidance, & collaborative contributions
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Presenter
Presentation Notes
The Site Operations Committee Meeting is hosted by the ORP Committee. This group of volunteers serve on a multitude of committees and subcommittees.


ORP Executive Committee Members

Sandy Annis Dana Little
Deb Bergevin Jamie Myers
Annette Betley Joyce Nancarrow-Tull
Erin Cebula Kira Pavlik

Erin Fukaya Lisa Stoppenhagen
Anthony Hicks Connie Szczepanek
Caitlin Hutchinson Nikkl Stover




Join the ORP Committee

. “SWOG holds a
Et}/glsgﬁvwv\yvilavsgge&q P fundamental conviction
resources/membership/committee- that the Oncology
membership Research

Professionals (ORP)
. play a crucial role in
Key Involvement Opportunities: t¥1e successful
* Disease Specific Liaisons development,
* Liaisons at Large Implementation, and
» Education Team analysis of any SWOG

clinical trial.”
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Presenter
Presentation Notes
If you visit the SWOG website, under Member Resources, Membership and then Committee Membership you will see links to the different involvement opportunities. 

https://www.swog.org/member-resources/membership/committee-membership
https://www.swog.org/member-resources/membership/committee-membership
https://www.swog.org/member-resources/membership/committee-membership
https://www.swog.org/member-resources/membership/committee-membership
https://www.swog.org/member-resources/membership/committee-membership

General Updates
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Presented by:
Christina Wiess, BA, CCRP
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NCI Updates
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Cancer Trials Support Unit

TS - scrvice or THE NATIONAL CANGER INSTITUTE Linking practice to progress

N4

CTSU Updates

James Wise, MA

CTSU Deputy Project Director



Agenda OPEN Modernization

Website Transformation

Disclaimer: All images in this presentation were taken from

a test environment. No real production data was used. ctsu.cancer.gov 11






OPEN Modernization Background/Goals

Multi-phase process, started with
administrative screens

Modernize the design and functionality

Improve the user experience for:
Lead Protocol Organizations (LPOs)
Sites
CTSU Operations

Make the entire application 508
compliant

Retain current functionality while also
enhancing it

Set the stage for future enhancements
to support cancer clinical trials

ctsu.cancer.gov

13



OPEN Modernization: Phased Development Approach

Phase 1 Phase 2 Phase 3 Phase 4
* Form Setup : EnroIIm.ent * Transfer and Update * Admin Screens
e Form Download O Practice Mode Module (T&UM) e Reports

e Form Copy O History e COG Registry
e Establish Technical ¢ Slot Reservation

e Pre-Enrollment
Infrastructure System Certification (PEC)

e Funding

NOTE: This is preliminary and may change as
the project progresses. ctsu.cancer.gov 14



Selected Updates In
Modernized OPEN
Screens




Home/Dashboard

S ol OO0PEN
- - - - 17}
I m p I Ifl e d VI eW Sy L Oncology Participant Enrallment Network
CTSU | Dashboard Slot Reservation  Enrollment  Form Setup Hallie Miller & 1 Feedback Logout

7 . N
-.\_D Practice Mode ) I

User-specific metrics

Welcome

Oncology Participant Enroliment Network (OPEN) is Metrics for Your Sites

Begin a Practice Mode
- the web-based registration system for participant and Support Materials
e n ro I I m e n t fro m t h I S SC re e n non-patient participant enrollments onta NCI- » CTSU Access Rules

sponsored Network Group clinical trials. The system is Enrollment Workflow

integrated with the CTSU Enterprise System for = Participation and Crediting Rules E H
- - regulatory and roster data and with each of the » FAQs
Q U I C k L I n kS reval l l pe d an d Network Groups' registration/randomization systems 1,000 900 900

. . . for 24/7 patient registration/randomization. Accruals at Accruals at ALL sites, Non-Patient
. excludin Participant accruals
grouped into single section Mistes
UICK LINKS
®
E h d M R =+ Create New Enrollment @ Check Site Approval a (@]
nnance y Recent (3 =
- ‘ ) _ 200 180
E n ro I I m e n tS S e Ctl O n @ Check Protocol Slot Requirement © View Incomplete Mandatory Funding In Progress In Progress envoliments
enrollments for for All sites, excluding
=» View Available Slots View Pending T&UM Requests All sites DCP-001
Streamlined support
[ IWRS Cohort Management Go to COG Registry

materials and help topics

My Recent Enrollments =+ Enroliment JE3

Tracking ID Protocol Site Participant Type Step Status Updated Date

1513900 O EAs221 © MNoo8 Participant 1 New 31-Mar-2026 05:00:10 PM
1513850 © WF-2303CD O M0o042 Participant 1 Ready 31-Mar-2026 04:30:00 PM
1513800 0 51925 O Ccagis Participant 1 Incomplete 31-Mar-2026 04:00:15 PM

ctsu.cancer.gov 16



Practice Mode

Pink patterned background
Pink indicator box

Stop button to exit Practice
Mode

CTsU ~| Dashboard Enrollment

- Y
P Practice Enrollment Mode ON I’\. Stop )

New Enroliment

If there are values missing in the form, please contact the CTSU Help Desk

‘Site poog |v B Protocol-Reservation Types
Site Name  University of Miami Miller School of Medicine-Sylvester Cancer
Center
*Protocol  a671401 -

Protocol Title  Phase Il Trial of SMO/ AKT/ NF2/CDK Inhibitors in Progressive
Meningiomas with SMO/ AKT/ NF2/COK Pathway Mutations

Protocol Notes  Testing Notes added to verify the Protocol Notes gets displayed
when accessing + Enrollment through Slot Reservation.

*Step g |v

*Enrollment Type by ticinant |+ B Print Blank Form

Case Notes

Group Associations

Associated Persons

*List the Associated Persons.

Complete the Assaciated Person information per row. Use the +Person to add another row.

Protocol A071401 has the following requirements:
» Consenting Person (required)
» Treating Investigator (required)
« Site Registrar (optional)

Role Name

Hallie Mill

€ Back to Browser| D [

Participant Details
“Slot Reservation ID ¢p_ggpoosngss

Participant ID
Initials (LFM)  SL=

RT/I (Radiation Therapy/Imaging) Credentials
This protocol has no RT/I requirement.

ctsu.cancer.gov 17



Enrollment Browser

Single browser for all
enrollments

Participant and Non-
Patient Participant
enrollment view filters

Decluttered table with
external filtering

New Mandatory Funding
functionality

Enroliment Browser
Use the external data-filters, the View Enrollment Type-filter, and the internal-filters to view other enrollments.
¥ In progress enrollments will be automatically deleted after 7 calendar days if not updated.

Status Date Range

Start Date End Date Counts Towards T&UM Type

DD-MMM-YYYY X DD-MMM-YYYY X oal v Aall ~ ) Clear View Enroliment Type:  Participants ~ TL
R Sl T T [T b e SRR
A ¢ All |~ All [~ Al [~ fan |~ | DDo-mmm..% Al |v  DD-m.. %

'D Clear Filters
1214076 @NI282 @ EAY191-E5 1 Intervention ﬁ;f;;:giﬂs New E?:::immama"‘ ALLIANCE
1214073 @22 @EAYI91-ES 1 Intervention f;g’;giﬂs Incomplete g?:;gjgﬁf J.Z\E;I:Sn:r: ramanian. - | LANCE
1214070 © vNoo8 @ EAS162 mock-29a356  Test 1 Intervention Incomplete S;;\;:;E}if Registered 3;:?;;922)35 :x::gda E\Egﬁ\;
1214069 O vnoos @ EAS162 mock-dgod1f  Test 1 Intervention | @ Complete S;zf\zp ;; 2,2\,16 Registered g;f; 2’62 S,ﬁ,,s Eirt'::;‘:;da NRG
1214068 @cro09 @ ANHL2121  PT-0000847116 1 Intervention S;;\;:gﬁ Incomplete (2);:';6‘]:;2(;35 Ezrtlr':;ungda oG
1214067 ©NC248 €@ MYELOMATCH 1 Screening S;?;;jiiﬂs Incomplete 5;?:;22235 i&:}:ﬁ;ﬁmmanﬂn, ALLIANCE
1214066 N2 @EAY191 mock-6e092e  Test 1 Screening © None ;1;\5 ;-12(;'2\;5 Registered (2)1 ;‘; ;; Eins Eirt':::;da ALLIANCE
1214064 @CA016 @ AO21806 0 Other fgjﬁ;’:giﬂs Ready é;ﬁﬁ;ziif JB:‘I:::I MmN A Liance

ctsu.cancer.gov
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Create New Enrollment

Details tile separated from enroliment
form

Link to the CTSU Help Desk contact
page
Pre-populated fields

Print Blank Form feature

New Enrollment

I e e e missing in e farm, plasse comart

w217 |+ B Protoenl-Aessnstion Types

SteMame  BonSecours Cande Wstioatean Reynoits Crossing
P a-Guone |~
te Sandomasd Phase [ Trial incorpornsting Spakitamide and

Echaars i Irvigg ) 7 Sabvigga Traadrimel s Patiants with Mode
Drrcitive Prostate Cancor Siftar Riad cal Prodlato oy
OWRCAETE | * Plteneiteng treanmant Tor M Dok pocitive pioetane
N by Winying the harmonal ThE gy

Proteal Mobes  The Creckt prin drag [EERETET

-

ot
an Th partic pating coalers at the roling site. Msse sivct Se
st that e reered B palit or i other ki
il

Ta indhcabe ¥ the patient & o0 aduk o pedhalric patient, check the
rine SELECT biow in the Ancilary protocal selection anes

Formniries after the inittal snssenk, & camering persan i
recuared seen though the cabant w not consenbed with mech
webry. P wakict e perion wia cormphetisd Hha iememing

Sip 4

Fartiopant

Group Assocations

Ronanansd Frrnan

*List tha dgseriated Fermons

Lompleba the Ascosied Pemon rigrmation per e, Lioe the +Person ba add pnethes mow,

toBrowser|D B X

B

Parntipant Datails
St Resenaation D
Darte yaael 10 saipel =
{’ oy Frartii parit 1D | Site | Protoos | Step | Trcking 106

Indiaks PFif

RT! (Radation Therapyfimagingt Credentials
"Lt the AT Credentiaks
Campiete i C redential information per row. Use S +Crsdental tnagd anoteer s

Proioon! PROTART has Hhe Foliming requissments |

Brrrtre ol PROTET Ran Fr frlaaing revp remashe: & INHT ireguirad| _h-
+ Comserting Pernan (neguimed] # 1 rmquired Frovss thass nations: 30-CRT, PROTANE
ik | CEED
» Trwaling irarsti gk [riuted)
Credanial ETF Providar Statuy
+ |
Hzin Fiane IRT |u- Snlect | et |« =&
Comagriing Paisan e Sedet I+ o8 Sebat | et % laem |« =@
Site Regirar Sl I+ =@ |
Treating imvspatar w  helert I+ = T/ [Radiatbion Therapy/imaging) Credengiais (T Fosomenrdbment has ne BT
AR
iGaup Crechit Dirtaily
Group Cedl gl [
‘Grmp Dl investgate e =
Ercillary Pratocols
Park the checkbad n the Select-cofumn to indicate amy Bnolary Prosoooisl
Ancilyry pratocods s hyse sddtions questicre in the Envallment Form, When an anciilsry protocod ks remaosed, ary prewiously Shed questions will b cearad T4
Sarbuct A1 Ancibary Frogocsl  Greup Presocsl | Bequred Shatus ) Commust |
= RG-S E-02 FRIG- GUCE-5T1 o
T

ctsu.cancer.gov 19
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Enrollment Forms

Enroliment Form € Back to Browser & Print Blank Form

Please update, validate, and review each enrollment form tab for accuracy. Submit the enroliment

E n ro I I m e nt FO r m ti I e when all tabs are ready. v Review & Submit (0/2) Submit '
- . Form
CO ntal n S al I p rOtOCO I - A Demography has not been validated.

A Eligibility Checklist has not been validated. [ )

specific forms T e

. .. . . A\ Demography A Eligibility Checklist » Collapse modules
Simplified submission .
: : Rl 8 521 1 O save s vaiate J ‘
C h e C kl I St WI t h Statu S v Standard Patient Identifier
icons matching tabs

L M F

Errors appear at
question Ievel v Standard Demographics

*Participant Date of Birth

. eyl 25-0ct-1970 =

Print capabilities for a
Ethnicity *Gender

b I an k fo r m O r a fo rm @ Hispanic or Latino () Female

. () Not Hispanic or Latino () Male

with data entered © Notreportd Clicaa
() Unknown [ons field is *required. ]
*Country of Residence Zip Code (US only)
USA (United States of America) [v 20874

ctsu.cancer.gov 20



Funding

Funding tile always present
In navigation

Funding report available for
comprehensive site-level
entries

Filter functionality added
Instructions simplified

Single row edits and field-
level error messages

Tracking ID: 123456  Site: @ MN127 Protocol: @ 52206 Step: 1 Participant ID: 7777777  Initials (LFM} LFM

Status: + Registered (18-Feb-2026 04:11:51 PM)  Updated Date: 22-Feb-2026 09:30:48 PM

€ Back to Browser | (EEILNET [y T4 2{=TsTe143

Enrollment Funding

Completion Date Guidelines:
« Date Completed cannot be changed 7 calendar days after Date Entered.
» Date Completed must be entered within one year of data entry.

T

Standard Funding Oral Agent Funding
7 =
T
. Funding s & e . 'S Date Completed., o Comments & .
Funding Type$ Collect Type Speci Funding Status. Date Entered Actions
g lvpes Type Number* ypes pecifys i n (dd-MI‘\a‘Il\n‘1-\,v\,r\.l\.r)0 S (300 characters)”
h Al [+ All |v  dd-MMM-yyyy X dd-MMM-yyyy X
Apply Filters ) ‘D Clear Filters
| Biospecimen -
Ti: - Multipl
Biospecimen Optional RS I 2 Active Refused 01-Jan-2026 rd
timepoints - Adult
Sites Only
01-Jan-2026 | X
€ Date Completed
Biospecimen - cannot be
Ti - (Step 1
Biospecimen Conditional ER=( _EP ! Active before o8 X
MarrllrnaPrlnt Index enrollment date.
Scoring If completed
earlier, select
enrollment date.
1-2 of 2 Entries < Page1/1 » View:5|10|25|All

Enroliment
Form

ET

Funding

ctsu.cancer.gov
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Slot Reservation Browser

Dashboard  Slot Reservation  Enrollment  Form Setup Hallie Miller & 1 Feedback Logou

Slot Reservation Browser
Data is filtered to view “In progress statuses” by default, Use filters ta wiew slot reservations with other statuses.

SRIDE Siteg Protocoly  Stepf  SI4PACRANG ynitials ueugf [, SOP 8 Category®  StatusE  ERRUNG ypdatedDated TrackingIDE  fActions

T Al |~ & v Al | Al [+ © dd-Mm. X | dd-mMM.. X

Single browsers for all slot et DimAy
01-Apr-2026 30-Mar-2026
- - OHOO7 MYELOMATCH 1 Default d

reservations prrocecosznz 0 ° o [fesered  oe000rm  o63000Pw >

. 29-Mar-2026 29-Mar-2026
5R-0000052111 @ MNOGE @ A051901 1 PT-0000800513 TGF Default xplred 00005 52000051 >

Filters available for all
columns

- AOST2032: 01-Apr-2026  29-Mar-2026
5R-0000052110| @ CAOOS © AosT2032 1 PT-0000800518 PNE 78158 Stratum 2 Prefroll o a000AM  013000PM -

Cohort 3:
Unrelated Ph-

DlreCt ||nkS to SIOt, 5R-0000052109 @ AKOO2 @ A041703 0 PT-0000B00517 KLD ES::E:E ;["fj“' [+ dhrolled ;i’zr'g::::f Ez;ﬁiﬁﬁfﬂs 1158540 >
ALL older

participant, and enrollment

Hepatobilia
patobiliary 27-Mar-2026  26-Mar-2026

. = PA121 AZ212102 1 - WED C. BICC w7 Withd
C reate a n eW S I Ot US| n g th e SR-0000052108 @ [ ] PT-0000800516 ancer AJCC v ithdrawn o e o0 AM 032,00 BM =
Stage 1

d d b ) 27-Mar-2026  26-Mar-2025
a new u tto N SR-0000052107 @ IL101 © NRG-GY027 1 PT-0000800515 NTF oL Rejected  © o opM 03:32:00 M -

Stratum 1: All enew 01-Apr-2026 26-Mar-2026

- 17 RAR2221 o P

5R-0000052106 @ MDD O ARAR222 1 PT-0000800514 Kl 875825 Patients Eﬁppmal 09:15:00 AM 02:25:00 PM >

Visually identify select
Statu ses Wlth ICOﬂS SR-0000052105 @ OKOO3 @ MYELOMATCH 1 Default + Enrolled ?:;E;Z’;OMZE Ef':;giﬁfs 1158539 >

eactivate 26-Mar-2026 26-Mar-2026

- AKOD2 AD518041 1 _ RROD Defaul \
SR-0000052106 @ o PT-0000800513 efault ppmal 0900000M 013000 M =
PEPN2011 Part 01-Apr-2026  26-Mar-2026
- 1 - T
SR-0000052103 @ NY158 O PEPNZODT 1 PT-0000800512 BE 880547 B1h ! Reserved 0000 BM 0100:00 Pk 2>
1-10 of 39 Entries < Page 1/10 ¥ View: 10 25 | All

Legend

Pending network group approval ! Slot has been reserved and pending enrollment () Slot reservation has expired  + Slot reservation has been enrolled

ctsu.cancer.gov 22






Member Website Transformation Background/Goals

Multi-phase process with initial focus on
most used content/tools

Modernize the design and functionality

Improve the user experience and
streamline information retrieval and site
tasks

Updates on this effort will be
communicated via the CTSU Newsletter
and notifications on the existing website

A Website Transformation Survey will
gather input on current use and ideas for
Improvement

Available in fall 2026 on the website
Ideas can be sent at any time to the
CTSU Help Desk

ctsu.cancer.gov 24



Questions

CTSU Help Desk

1-888-823-5923

ctsucontact@westat.com

25
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SDMC Updates

Kari Chansky, MS

Coordinating Statistician
SWOG Statistics and Data Management Center
Seattle, WA




SWOG Activations

S2419: Phase Ill Double Blinded Trial of Immune-Based Therapy with a Live
Biotherapeutic MO-03 or Placebo for Frontline Therapy of Advanced Clear Cell
Renal Cell Carcinoma [BioFront Trial]

Activated 04/22/2026 Regulatory Submission Intent

S2424CD: A Randomized Controlled Trial of an Intervention called "Algorithm-
Enabled Patients Activated in Cancer Care through Teams" (A-PACT) to Improve
Goals of Care Communication for People with Cancer

Activated 06/01/2026

S2504: A Randomized Phase Il Study of Pirtobrutinib Plus R-CHOP vs. R-CHOP for
Participants with Previously Untreated Richter Transformation (PIRAMID)

Activated: 06/01/2026




SWOG Activations

S2505: Phase Ill Randomized Study Testing Non-Inferiority of Short-Course
Ultra-Hypofractionated Radiation (UHRT-5) Versus Standard Fractionation
(RT-25) for Stage II-111B, Extremity, Resectable Soft Tissue Sarcoma

Activated: 07/01/2026

MM1OA-S04: A Randomized Phase Il Trial of ASTX727 with Standard
Duration Versus Shorter Duration of Venetoclax in Genomically Heterogenous
AML Among Adults Aged 60 or Older and Less Fit for Intensive Therapy: A
MyeloMATCH Substudy

Activated: 07/22/2026




SWOG Activations

S1900N: A Randomized Phase Il Study of Sacituzumab Govitecan Alone,
lvonescimab Alone, or Sacituzumab Govitecan and lvonescimab in
Participants with Previously-Treated Actionable Genomic Alteration Positive
Stage IV or Recurrent Non-Small Cell Lung Cancer (Lung-MAP Sub-Study)
Activated: 08/03/2026

S2511: Randomized Phase Ill Trial of Multimodality Therapy Versus Standard
of Care Systemic Therapy in HER2 Positive (HER2+) De Novo (AJCC Stage IV)
Oligometastatic Breast Cancer with Response to Initial Chemotherapy
Activated: 08/18/2026 Streamlined Data Collection




SWOG Activations

S2506: MOZART MZL: A Randomized Phase Il Study Evaluating
Mosunetuzumab Alone and in Combination with Either Zanubrutinib or
Polatuzumab Vedotin for the Treatment of Participants with
Relapsed/Refractory Marginal Zone Lymphoma

Activated: 08/18/2026

S2507: A Phase Il Randomized Study of Blinatumomab with or without
Revumenib for Patients with KMT2A-Translocation B-cell acute lymphoblastic
leukemia (ALL)/ acute leukemia with ambiguous lineage (ALAL) with
persistent measurable residual disease (MRD)

Planned Activation: 09/21/2026




SWOG Activations — CTP

26CTP.LEUKOQOZ2: APEX-MF, A RANDOMIZED OPEN LABEL TRIAL COMPARING MOMELOTINIB
VS DOSE-ADJUSTED RUXOLITINIB FOR TREATMENT-NAIVE, CYTOPENIC MYELOFIBROSIS

Activated: 06/26/2026
https://swoqgctp.org/trials/26c¢tpleuk02/

21CTP.BREASTO1: moNITOR (Molecular Assessment and Identification of ctDNA and
Optimizing Treatment for HR-positive, Her2-negative Metastatic Breast Cancer)

Planned Activation: Q32026

All SWOG sites are invited to consider and apply
Questions? Reach outto ctp@swog.org

(e ceo
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https://swogctp.org/trials/26ctpleuk02/
mailto:ctp@swogctp.org

MyeloMATCH — Specimen Tracking

All MyeloMATCH trials have
transitioned to the SWOG
Specimen Tracking System as of
August 4t

* Questions? Contact: myelo-match-support@nih.gov




Data Submission Focus Areas

| ORP (CRA) Workbench

Popular Resources -
OPEN Patient Registration
Rave Data Submission

Patient Reports / Data Quality -

Specimen Tracking

CTP Registration and Data I Expectations I
Submission

SWOG OA / Audits / Institution Performance

Monitoring Review (IPR)

SWOG Best Practices .
Queries (both Rave and pre-

Tools 5 Rave SWOG studies)

Resources +
Ineligible Patients
CRA Manual (for Oncology +

Research Professionals) Patients in FO||IDW—UF}

. |
i

| > I Patient Reports / Data Quality + I

Data Quality Portal (DQP) for
Rave studies

Study Reports +

Patient Management (Non-Rave +
Studies)

R T Training +

A SWOG

RESEAR m Mati | Clinical NCI Community Oncology
RESEARCH ationa Ciinica . o
NETWORK Trials Network Research Program



Data Submission Focus Areas

Filter Criteria

SWOG PalientID:| | Study: | | SWOG Invesligator ID:| | Disease Type: [-ALL- |
Registrations after: : (mm/ddiyyyy) ltems due*; O Before O After : (mm/dd/yyyy) Expectation Category: IPR:

*Within upcoming 90 days only |— ALL - v‘

Institution CTEP ID:
IFS

Form

Specimen Export Report Data to Excel

Data Management Institution: Ohio State Univ (OH007) ) 9/11/2026 1:43:03 PM
Follow-up Institution: Ohio State Univ (OHD07) Vital Status/Follow-up

SWOG Patient ID Initials Study Institution CTEP ID Investigator RegDate Last Contact Date Vital Status Due Date Expectation Days Overdue IPR

SWOG Institution Last Contact  Vital
Patient ID  Initials Study CTEPID Investigator RegDate  Date Status  Due Date Expectation

1= 51823-
i A 296513 HBL 1 07/14/2023 03/04/2026 Alive 07/28/2026 Follow-up Form/At month 36 45
El : Vital Status Form/Period
1. B 08/31/2026 beginning 03/05/2026 11
|
t il 51823-
=g 295810 H,C 1 05/24/2023 10/23/2025 Alive 02/27/2026 Follow-up Form/At month 33 196 FORM
Vital Status Form/Period
04/21/2026 beginning 10/24/2025 142 FUP
06/07/2026 Follow-up Form/At month 36 96 FORM

A SWOG

RESEAR m National Clinical NCI Community Oncology
RESEARCH ational Clinica .
NETWORK Trials Network Research Program



Data Submission Focus Areas

Source Documents:
*** Submit ONLY what Is specified in the protocol! ***
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Specimen Expectations

How to: “Notify that a Specimen Cannot be Submitted”

Add a New Notification

o
STEP 1 of 3:

SWOG Patien
Patient Initials (L,

SWOG Study

Mote: Reguired fi
C

View previous noti|

Add a New Notification

Step 2 of 3: Choo! Add a New Notification

STEP 2 of 3: Please fill out the following information for the specimen that cannot be submitted.

Mote: this information 1s NOT necessary for patients who were not registered to a study.

Show: Registration St

Submission Tim

Study Mumber: 51714

Specimen Chosen:
Registration N - - _ -
Submission Timepoint 5 men or Material T uanti Lab
Select Regi: | Step - ped ype Quantity
Specimen(s) Step - N N N -
Other 1st cycle taxane, wfin 10min prior to Buffy 10 mL lavendar-top ECTA tube 201 - SWOGE Specimen
1 e Blood ; : 1 :
infusion and coat {Intarnational) Repository
] 1
] i Mote: if a patient was enrolled to a separate SWOG protocol previously, the entire paraffin block was submitted, and the block was not subsequently returned, a
second block is not required for the subsequent protocol registration. However, the reason for omitting the pretreatment block submission must be entered via
the Motify that Specimen Cannot be Submitted link, and the reason must include the previous protocol number for which the block was submitted
Previous Step | | M SN
l—ﬂ'l Reason Specimen cannot be Submitted® )
\ _/
Home
.
| Finish | | Cancel |
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Presentation Notes
If a required specimen will not be submitted per the protocol instructions, it still needs to be entered in the Specimen Tracking System. 
The ‘Notify that Specimen Cannot be Submitted’ link on the Home page is used to  indicate the reason a specimen will not be submitted and resolve the expectations tied to the specimen.  
This slide highlights the three screens used to  identify the patient, choose the specimen, and state the reason for the specimen not being submitted. 
This tool will also give you  a list of any prior notifications entered by your institution/Site.   If the specimen from your expectation report is listed, review the STS entry carefully to make sure there was not an entry error. 


Data Submission Focus Areas

DOP versus Expectations

Expectation Reports

What's included in my Expectation report?

The Expectation Report gives a list of specific data items that are either overdue or are due within the next several weeks. We had been incor
what shows for data due in the future:

- For PRO instruments, expectations due within the upcoming 90 days will show on the report.

- For all other forms/specimens/source docs, the expectation will show on the report if it is due within the upcoming 42 days.

P el - all el

These changes may affect the length of your report but only because of items due in the future.

The filters at the top of the Current Expectation Report have also been renamed for clanty. You can choose to see only the Expectations count
Expectations which are negatively impacting your IPR metrics can be identified by using the "IPR" dropdown.

i B R gt
n = "

o PR T P P T

Ty
.;i_
i3
{ B
]
s
1

Data Quality Portal vs. the SWOG Expectation and Query Reports
Please take a look at the slides below that explain how the CTSU Data Quality Portal (DQP) and the SWOG Expectation System and Query H
data and responses to queries. We hope this information will answer any questions you may have about the difference between these two syd

i
CTSU Data Quality Portal vs SWOG Expectation and Query Reports

A SWOG

NEront CTSU Data Quality Portal vs SWOG Expectation and Query Reports N el N B
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Presentation Notes
The CTSU Data Quality Portal vs SWOG Expectations and Query Reports Slide Set (side-by-side report comparison) is accessible via the ORP (CRA) Workbench link at the bottom of this slide and is also appended to the end of this slide set

https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf

Data Submission Focus Areas

DQOQP versus Expectations

Which studies All Rave studies + all pre-Rave studies

What’s included Forms, vital status updates, specimens;
anything else for which an expectation
has been created

Specimens Included

Source documents One expectation for each type of source
doc at a given time point

How to access SWOG CRA Workbench; dynamic report
updated in real time

Rave studies WITH calendaring

Forms, source document uploads
and anything that has been
calendared within Rave

Not included

One form (with log lines) which
includes all relevant source docs

CTSU; updated nightly

CAMCER
RESEARCH
NETWORK
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Data Submission Focus Areas

DQOQP versus Expectations

» We see DQP as a tool to help you manage data from the
current Rave studies
v All overdue data and queries in one place
v' SWOG and other Network Groups studies

> If there is a discrepancy between DQP and Expectation
Reports, work towards the Expectation Report as that is how

the Institution Performance Review (IPR) is calculated per
SWOG Policy #33




CRA Newsletter — Summer and Fall

» Patient-friendly trial summaries

» NCORP Workshop

» Medidata Rave transition

» Who’'s who at the NOC and SDMC

2025 ]’Ssuef L > Email distribution lists

b : ":1--‘
: E,Zﬁ" iR _' Send your ideas! CRANewsletter@crab.org

Z SWOG =
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SDMC Staffing Updates
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Macy Welch, B.S. Public Health
Publications Coordinator




SDMC Staffing Updates

Welcome, Dr. Hanscom!




SDMC Staffing Updates

Welcome, Megan!

Megan Eisele, M.S.
Project Manager — Application Development
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SDMC Staffing Updates

Welcome back, Jeri!

Jeri Jardine, B.S.
Data Coordinator




Contact Us

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
LungMAPquestion@crab.org

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




SWOG Network Group Operations Center
Administration & Funding Updates

Presenters:
Casey Dawson, SWOG Deputy Director of Administration
Pat Mize, SWOG Assistant Director of Grants Management




SWOG Grant Transitions

SWOG NCTN Network Operations Grant

OHSU ==) UC Davis
03/01/2026

SWOG NCORP Research Base Grant

OHSU ==) The Hope Foundation
08/01/2026




Membership Association & Vendor
Agreements

Membership Association Agreement
v Emailed

Coming Soon...

NCTN Vendor Agreement  NCORP Vendor Agreement
UC Davis The Hope Foundation

* NCTN standard federal site payments  NCORP standard federal site payments

 NCTN non-standard federal site payments ¢ NCORP non-standard federal site payments
 NCTN/NCORP pass-thru federal payments




Updates

Presented by:
Laura Gonzales, BSN, MA RN, OCN
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Photo Credit: https://smartbotsland.com/bots/wp-content/uploads/2022/07/Multitasking.png



Information
Systems Updates

Presented by:
Cara Laubach

Photo Credit: https://img.freepik.com/premium-vector/multitask-man-computer_118813-14922.jpg




Knowledge Check Speed Round: Streamlining Your Efforts

Z

This slide set Is accessible via the SWOG website at:

Fall 2026 Oncology Research Professionals Resources

(https://www.swog.org/fall-2026-oncology-research-professionals-resources)


Presenter
Presentation Notes
There are several resource links to additional information and training courses embedded throughout the next section, which will be accessible for download from the Fall 2026 Oncology Research Professionals Group Meeting webpage.

https://www.swog.org/spring-2026-oncology-research-professionals-resources
https://www.swog.org/spring-2026-oncology-research-professionals-resources

What needs to be documented for non-investigational
medications that are included in the protocol treatment
plan? (Select the best answer)

A. Documenting that the patient has taken the medication as prescribed
IS sufficient.

B. Documenting the prescription and that the patient continues on the
medication Is sufficient.

C. Document the dose/day and how many doses were missed.

D. Patient compliance documentation is not required for non-
Investigational medications.

\ CCCCCC
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Presentation Notes
What needs to be documented for non-investigational medications that are included in the protocol treatment plan? (Which is the best answer)

Documenting:
that the patient has taken the medication as prescribed is sufficient.
Documenting the prescription and that the patient continues on the medication is sufficient.
Document the dose/day and how many doses were missed. Or, 
D.          Patient compliance documentation is not required for non-investigational medications.

Correct Ansswer: C


What needs to be documented for non-investigational medications that are included in the
protocol treatment plan? (Select the best answer)

Documenting that the patient has taken the medication as prescribed is sufficient

0%

Documenting the prescription and that the patient continues on the medication is sufficient.
Document the dose/day and how many doses were missed.

Patient compliance documentation is not required for non-investigational medications.

' 2%

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app



Presenter
Presentation Notes

Do not modify the notes in this section to avoid tampering with the Poll Everywhere activity.
More info at polleverywhere.com/support

What needs to be documented for non-investigational medications that are included in the protocol treatment plan? (Select the best answer)
https://www.polleverywhere.com/multiple_choice_polls/7MOlD8QwxZdlL3VsrJT3w?state=opened&flow=Default&onscreen=persist


What needs to be documented for non-investigational
medications that are included in the protocol treatment
plan?

Answer: Dose/day and how many doses were missed.

The Treatment Form in RAVE will ask you to report the total dose of all protocol
treatment agents.

 |f compliance has not been assessed for commercially available study agents, then there is
no way to verify the total dose of the agent.

For more information refer to:

« SWOG Data Submission Guidance, Tips, and Tricks - Example Treatment Form

« SWOG ORP Manual — Chapter 16: General Forms Guidelines

« SWOG Quality Assurance & Audits — Agent Accountability and Pharmacy Operations

Related Training Course:

« SWOG Quality Assurance Webinar Safequarding the Science: Best Practices for
Investigational Drug Documentation and Management Presentation (CEU available)

X SWOG | Fall 2026 Oncology Research Professionals Resources
A (https://www.swog.org/fall-2026-oncology-research-professionals-resources)
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Correct answer: C 
The dose per day and how many doses were missed must be documented in order to complete the Treatment Form in Rave, which will ask you to report the total dose of ALL protocol treatment agents, including non-investigational medications. 
If you have not documented the daily dose and/or any missed doses you will not be able to complete the required sections of the Treatment Form in Rave.
For more information, refer to the resources listed here.


https://www.swog.org/ExTreatmentForm
https://www.swog.org/ExTreatmentForm
https://www.swog.org/ExTreatmentForm
https://www.swog.org/ExTreatmentForm
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://www.swog.org/clinical-trials/quality-assurance-audits#Investigational%20Agents%20and%20Pharmacy
https://www.swog.org/clinical-trials/quality-assurance-audits#Investigational%20Agents%20and%20Pharmacy
https://www.swog.org/clinical-trials/quality-assurance-audits#Investigational%20Agents%20and%20Pharmacy
https://www.swog.org/clinical-trials/quality-assurance-audits#Investigational%20Agents%20and%20Pharmacy
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://www.ctsu.org/Public/class.aspx?courseid=0dc99db9-b0ed-4775-990c-bcebfb6b0d86
https://www.swog.org/spring-2026-oncology-research-professionals-resources

A patient comes In for study treatment and starts to
complete their PROs which are due in two weeks. After
seeing the physician, the treatment is held for this cycle.
How should the PROs be handled for this timepoint?
(Select the best answer)

A. Wait until the next treatment cycle in four weeks to complete PROs.

B. Mark the remaining PROs as missing.

C. Meet the participant before they leave, check the PROs they’'ve completed
and see If they can stay for a few minutes to complete the remaining
guestions and/or forms.

D. Either A or B.
% SWOG
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A patient comes in for study treatment and starts to complete their PROs which are due in two weeks. After seeing the physician, the treatment is held for this cycle. How should the PROs be handled for this timepoint? (Which is the best answer)

Wait until the next treatment cycle in four weeks to complete PROs.
Mark the remaining PROs as missing.
Meet the participant before they leave, check the PROs they’ve completed and see if they can stay for a few minutes to complete the remaining questions and/or forms.
Either A or B.

Correct answer: C 
Meet the participant before they leave, check the PROs they’ve completed and see if they can stay for a few minutes to complete the remaining questions and/or forms.



A patient comes in for study treatment and starts to complete their PROs which are duein two
weeks. After seeing the physician, the treatment is held for this cycle. How should the PROs be
handled for this timepoint? (Select the best answer)

Wait until the next treatment cycle in four weeks to complete PROs.
-

Mark the remaining PROs as missing.

0%

Meet the participant before they leave, check the PROs they’ve completed and see if they can stay for a few
minutes to complete the remaining questions and/or forms.

Either A or B.

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app
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Presentation Notes

Do not modify the notes in this section to avoid tampering with the Poll Everywhere activity.
More info at polleverywhere.com/support

A patient comes in for study treatment and starts to complete their PROs which are due in two weeks. After seeing the physician, the treatment is held for this cycle. How should the PROs be handled for this timepoint? (Select the best answer)
https://www.polleverywhere.com/multiple_choice_polls/EfwZvOqJK5Imo26SBPz0C?state=opened&flow=Default&onscreen=persist


YA patient comes In for study treatment and starts to complete
their PROs which are due in two weeks. After seeing the
physician, the treatment is held for this cycle. How should the
PROs be handled for this timepoint?

Answer:

* Meet the participant before they leave, check the PROs they’'ve completed and see if they
can stay for a few minutes to complete the remaining questions and/or forms.

e The participant’s visit is the best/most efficient timepoint to collect the PRO
guestionnaires that are required at that timepoint per protocol.

 If the participant is not able to stay to complete the questionnaires, refer to the protocol
for mail and/or remote administration allowances/instructions or contact the study team
for further guidance.

* Every effort should be made to collect the remaining PRO questions and/or forms
within the allotted protocol-specified collection window (2 weeks in this example).

For more information refer to the following online training courses:

o Patient Reported Outcomes-Part of the SWOG Clinical Trials Training Course

« Comprehensive Overview of Patient Reported Outcomes

 Enduring SWOG Quality Assurance Webinar Patient Reported Outcomes CEU course (link
accessible from: SWOG Quality Assurance Live Webinar Series)

z' SWOG Fall 2026 Oncology Research Professionals Resources
N HHRIR s (https:/mww.swog.org/fall-2026-oncology-research-professionals-resources)
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Correct answer: C 
If a participant’s treatment is held for a cycle, every effort should be made to collect the remaining PRO questions and/or forms within the protocol-specified allowable collection window. 
Meet the participant before they leave, check the PROs they’ve completed and see if they can stay for a few minutes to complete the remaining questions and/or forms. That is, the participant’s visit is the best/most efficient timepoint to collect the PRO questionnaires that are required at that timepoint per protocol.
If that fails, the protocol may include allowances for remote administration (via mail or telephone). Refer to the protocol for instructions and/or contact the study team for further guidance.
There are also some additional references listed here.

https://swog.expertusone.cloud/learner/swog/share/6bd5ded8be454f309670e782a63b0c47
https://swog.expertusone.cloud/learner/swog/share/6bd5ded8be454f309670e782a63b0c47
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
https://www.swog.org/swog-quality-assurance-live-webinar-series
https://www.swog.org/spring-2026-oncology-research-professionals-resources

»

What is the minimum information required to
submit an initial Serious Adverse Event (SAE)
report in CTEP-AERS?

A. CTCAE term(s), grade, attribution to each protocol treatment, and
attribution to underlying cancer

B. CTCAE term(s), hospital discharge date, and deidentified hospital
records

C. CTCAE term(s) and grade
D. CTCAE term(s) and investigator’s signature on the AE log

\ CCCCCC
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What is the minimum information required to submit an initial SAE report in CTEP-AERS?
Is it:
CTCAE term(s), grade, attribution to each protocol treatment, and attribution to underlying cancer
CTCAE term(s), hospital discharge date, and deidentified hospital records
CTCAE term(s) and grade
CTCAE term(s) and investigator’s signature on the AE log

Correct answer: A 
To submit an SAE report, at minimum, you must know the CTCAE term(s), grade, attribution to each protocol treatment, and attribution to underlying cancer


What is the minimum information required to submit an initial SAE report in CTEP-AERS?

CTCAE term(s), grade, attribution to each protocol treatment, and attribution to underlying cancer

CTCAE term(s), hospital discharge date, and deidentified hospital records

44%

0%

CTCAE term(s) and grade

CTCAE term(s) and investigator’s signature on the AE log

0%

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app
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Do not modify the notes in this section to avoid tampering with the Poll Everywhere activity.
More info at polleverywhere.com/support

What is the minimum information required to submit an initial SAE report in CTEP-AERS?
https://www.polleverywhere.com/multiple_choice_polls/BMfmVKWsMI5AJiHUsfTkZ?state=opened&flow=Default&onscreen=persist


What is the minimum information required to submit an initial
Serious Adverse Event (SAE) report in CTEP-AERS?

Answer: CTEP-AERS will not allow any report, including a 24-hour notification, to be

submitted without the CTCAE term(s), grade, and attributions to each protocol
treatment and underlying cancer.

 Please contact ADR@swog.org with any questions or issues reporting SAEs.

 For more information refer to:
e SWOG Serious Adverse Event Reporting-Part of the Clinical Trials Training Course

e SWOG Policy 23, Expedited Reporting Guide, SAE Reporting Flowchart, SAE Escape
Room, SAE Reporting for Lead ORPs course, Serious Adverse Event Reporting and
Updates (QA webinar) course and Serious Adverse Events webpage.

« NCI CTCAE and Adverse Event (AE) Reporting webpage, including the NCI Investigator
Guidelines: AE Reporting Requirements, CTCAE resources, CTEP-AERS Training
Guide, CTEP-AERS Training Slide Set, NCI Global Safety Update Memorandum,
Presentation, and List of Trials Using Updated SAE Tables

« CTEP-AERS Help webpage, Rave/CTEP-AERS integration information and FAQs

X SWOG | Fall 2026 Oncology Research Professionals Resources
A (https://www.swog.org/fall-2026-oncology-research-professionals-resources)
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Correct answer: A 
To submit an SAE report, at minimum, you must know the CTCAE term(s), grade, attribution to each protocol treatment, and attribution to underlying cancer
Please contact ADR@swog.org with any questions or issues reporting SAEs. 
There are many helpful SWOG and NCI training and informational resources to support SAE reporting, as shown here.


https://ctepcore.nci.nih.gov/ctepaers/security/login
https://ctepcore.nci.nih.gov/ctepaers/security/login
https://ctepcore.nci.nih.gov/ctepaers/security/login
https://swog.expertusone.cloud/learner/swog/share/93aac1183c4b2aedf95ce9a69a82a071
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://www.swog.org/media/5152
https://www.swog.org/ExpeditedReportingSubmissionGuide
https://www.swog.org/SAEreportingFlowChart
https://docs.google.com/forms/d/e/1FAIpQLSdV6SGTxaNPb5C8goZkKZykVRtIjEhUMWXYrKH6WCEmTiV-qg/viewform?pli=1
https://docs.google.com/forms/d/e/1FAIpQLSdV6SGTxaNPb5C8goZkKZykVRtIjEhUMWXYrKH6WCEmTiV-qg/viewform?pli=1
https://swog.expertusone.cloud/learner/swog/share/39a9e695a5f572ebf3aa27c1a3f2fbba
https://www.ctsu.org/Public/class.aspx?courseid=0b47e93b-1be2-4d2e-a9a5-cd26c2544ce6
https://www.ctsu.org/Public/class.aspx?courseid=0b47e93b-1be2-4d2e-a9a5-cd26c2544ce6
https://www.swog.org/clinical-trials/serious-adverse-events
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events#ctcae
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-guide.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-guide.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-guide.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-guide.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-slides.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-slides.pdf
https://dctd.cancer.gov/research/ctep-trials/for-sites/adverse-events/aers-training-slides.pdf
https://www.ctsu.org/readfile.aspx?fname=whatsnew/Memo-GlobalSafetyUpdate-CTEP-IND-IDE-Trials-20240822.pdf
https://www.ctsu.org/readfile.aspx?fname=whatsnew/Presentation-GlobalSafety-AE-SAE-ReportingTables-20240822.pdf
https://www.ctsu.org/master/SimplePage.aspx?ckey=AE-TABLE
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/welcome/help%20-%20welcome%20to%20ctepaers%20help.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/welcome/help%20-%20welcome%20to%20ctepaers%20help.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/welcome/help%20-%20welcome%20to%20ctepaers%20help.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/welcome/help%20-%20welcome%20to%20ctepaers%20help.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/rave%20users/rave-overview.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/rave%20users/rave-overview.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/rave%20users/rave-overview.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/welcome/help%20-%20frequently%20asked%20questions.htm
https://www.swog.org/spring-2026-oncology-research-professionals-resources

> : . .
Which of the following are common specimen
labelling errors for SWOG-led protocol specimen
submissions that may result in queries to the site?

A. Participant initials include punctuation such as a period or dash
B. The specimen label does not include at least 2 participant identifiers

C. The information on the specimen label does not match the information
that was entered into the SWOG Specimen Tracking System (or STS)
and/or the information included on the printed STS Packing List that is
enclosed with the specimen submission

D. The label does not include information that is indicated as required Iin
the SWOG-led Protocol Section 15 (such as SWOG Patrticipant ID,
Participant Initials, Date of Specimen Collection or Specimen Type)

E. All of the above
A SWOG
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Which of the following are common specimen labelling errors for specimen submissions that may result in queries to the site?

Participant initials include punctuation such as a period or dash
The specimen label does not include at least 2 participant identifiers
The information on the specimen label does not match the information that was entered into the SWOG Specimen Tracking System and/or the information on the STS Packing List enclosed with the submission
The label does not include information required by the Protocol (usually in Section 15) (such as SWOG Participant ID, Participant Initials, Date of Specimen Collection or Specimen Type)
All of the above

Correct answer: E 
All of the above are reasons that may delay the SWOG Biospecimen Bank processing of specimen submissions.


n

Which of the following are common specimen labelling errors for SWOG-led protocol specimen
submissions that may result in queries to the site?

Participant initials include punctuation such as a period or dash
0%

The specimen label does not include at least 2 participant identifiers
0%

The information on the specimen label does not match the information that was entered into the SWOG
Specimen Tracking System (or STS) and/or the information included on the printed STS Packing List that is...

S— 7%

The label does not include information that is indicated as required in the SWOG-led Protocol Section 15 (such as
SWOG Participant ID, Participant Initials, Date of Specimen Collection or Specimen Type)

0%

All of the above

D 93

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app


Presenter
Presentation Notes

Do not modify the notes in this section to avoid tampering with the Poll Everywhere activity.
More info at polleverywhere.com/support

Which of the following are common specimen labelling errors for SWOG-led protocol specimen submissions that may result in queries to the site?
https://www.polleverywhere.com/multiple_choice_polls/u2H2gNI4448KUS1TSgxRd?state=opened&flow=Default&onscreen=persist


®
Common specimen labelling errors for SWOG-led protocol

specimen submissions that may result in queries to the site

o Participant Initials will appear in L, FM (Last First Middle) format in the SWOG
Specimen Tracking System (STS).
« Only commas are accepted on the label and in the STS. Any other punctuation (such
as periods or dashes) is considered discrepant.

 If 2 participant identifiers (SWOG ID, Participant Initials, Surgical Pathology ID-SPID) are
not included on the specimen label or if the identifiers do not match the information that was
Included on the SWOG STS Packing List exactly, then a waiver will need to be completed.

o |f other labeling information (such as collection date, specimen or tissue type) does not
match the information entered in the STS and included on the STS Packing List or if
Information that is indicated as required in SWOG-led Protocol Section 15 is not included
on the label, then written confirmation of the labeling information may be required.

e For more information refer to: SWOG Specimen Labeling webpage, Specimen Labeling
Requirements handout, and the following courses Specimen Labeling (New!), Specimen
Tracking System, Tips for Specimen Submission, and QA Webinar CEU Biospecimen
Collection and Submission. See also: List of Online Training
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Correct answer: E 
All of the above were reasons that may delay the SWOG Biospecimen Bank processing of specimen submissions and result in queries to the site or requests for additional documentation.
Please note that the SWOG Biospecimen Bank requires at least 2 participant identifiers on specimen labels. 
If these identifiers are missing or do not exactly match the identifiers included in the SWOG Specimen Tracking System (or STS) and corresponding STS Packing List, then the information is considered discrepant. 
Similarly, if the label is missing other information that is indicated as required in SWOG Protocol Section 15 or if that information does not match the information included on the STS Packing List, then written confirmation of the labeling information may be required.
A common error is that the format and punctuation of the Participant initials included on the specimen label is incorrect or does not exactly match the format on the STS Packing List. 
Participant Initials in the SWOG STS will appear in Last comma First Middle initial format. Other punctuation is not accepted. 
Check out the new, very helpful SWOG Specimen Labeling (8 min) training course and other resources listed here for more information.


https://www.swog.org/SpecimenLabelingInstructions
http://www.swog.org/SpecimenLabelingRequirements
http://www.swog.org/SpecimenLabelingRequirements
https://swog.expertusone.cloud/learner/swog/share/e7fdc42c2d1673d0c60bcc62b0a404ec
https://swog.expertusone.cloud/learner/swog/share/4c38d2a03880aeadb8f45cc99547dfc9
https://swog.expertusone.cloud/learner/swog/share/4c38d2a03880aeadb8f45cc99547dfc9
https://swog.expertusone.cloud/learner/swog/share/25abcb4dee4e0afffb1e8fc640a2b75e
https://www.ctsu.org/Public/class.aspx?courseid=be3ca9bf-7602-4f25-ad1f-909b577aec69
https://www.ctsu.org/Public/class.aspx?courseid=be3ca9bf-7602-4f25-ad1f-909b577aec69
https://www.swog.org/CurrentTrainingCourseList#Biospecimen%20Submission
https://www.swog.org/spring-2026-oncology-research-professionals-resources
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What Is a SWOG patient-friendly trial summary?

A. A blurb used to raise awareness of a trial on social media

B. Ashort, plain language material you can use to help patients
understand a clinical trial

C. A shortened version of the informed consent document

D. A description of a clinical trial in a patient's own words
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What is a SWOG patient-friendly trial summary?
A blurb used to raise awareness of a trial on social media
A short, plain language material you can use to help patients understand a clinical trial
A shortened version of the informed consent document
A description of a clinical trial in a patient's own words

Correct answer: B 
The SWOG pt friendly summary is a short, plain language material that you can use to help patients understand a clinical trial



What is a SWOG patient-friendly trial summary?

A blurb used to raise awareness of a trial on social media

0%

A short, plain language material you can use to help patients understand a clinical trial

97%

A shortened version of the informed consent document
n -

A description of a clinical trial in a patient's own words

0%
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>
What Is a SWOG patient-friendly trial summary?

Answer:. The SWOG-provided patient-friendly summary is a short, plain language
material you can use to help patients understand a clinical trial

You can use the patient-friendly trial summary:

* As a supportive resource to introduce patients to a SWOG-led clinical trial

* As a (much shorter!) supplement to the informed consent document

« For patients to re-review on their own — or share with loved ones or caregivers

You can find the patient-friendly trial summaries:

e On the SWOG website at:
» A publicly accessible link: swog.org/SXXXX (insert the trial number, e.g., swog.org/S2419)
e swog.org/patients/trials-open-patients (a webpage where all SWOG patient-friendly summaries
are available)
* Onthe CTSU website (after login):
* In the Documents tab, type "summary" in the "Document Title" filter OR

e Go to: Documents >> CIRB Approved Documents >> Support Documents, where the patient-
friendly summary is usually posted as “Clinical Trial Summary”

' Fall 2026 Oncology Research Professionals Resources
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Correct answer: B 
The SWOG pt friendly summary is a short, plain language material that you can use to help patients understand a clinical trial

Specifically, you can use the patient-friendly trial summary: 
-To introduce patients to a SWOG-led clinical trial
-As a supplement to the informed consent document (but it’s not a short-form of the ICD)
- For patients to re-review on their own — or share with loved ones or caregivers 


https://www.swog.org/
https://www.swog.org/S2419
https://www.swog.org/patients/trials-open-patients
https://www.swog.org/patients/trials-open-patients
https://www.swog.org/patients/trials-open-patients
https://www.swog.org/patients/trials-open-patients
https://www.swog.org/patients/trials-open-patients
https://www.swog.org/patients/trials-open-patients
https://ctsu.cancer.gov/
https://www.swog.org/spring-2026-oncology-research-professionals-resources

®
How and when should the Vital Status Form be

submitted? (Select the best answer)

A. Submit a Vital Status Form for every date of contact with the participant since the
last data submission timepoint indicated in SWOG-led Protocol Section 14.
Multiple Vital Status Forms may be required for submission at a single data
submission timepoint specified in SWOG-led Protocol Section 14.

B. Submit only one Vital Status Form per each data submission timepoint specified
In SWOG-led Protocol Section 14, using the most recent date of contact with the
participant.

C. Submit the Vital Status Form prior to submitting any other data at the specified
timepoint, per SWOG-led Protocol Section 14.

Both A& B
Both B & C

m o
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How and when should the Vital Status Form be submitted?   (Select the best answer)
Submit a Vital Status Form for every date of contact with the participant since the last data submission timepoint indicated in the Protocol. Multiple Vital Status Forms may be required for submission at a single data submission timepoint specified in the protocol. 
Submit only one Vital Status Form per each data submission timepoint specified in the Protocol (Section 14), using the most recent date of contact with the participant.
Submit the Vital Status Form prior to submitting any other data at the specified timepoint, per SWOG-led Protocol Section 14.
Both A & B – You may need to submit multiple forms at each specified timepoint --prior to submitting any other data.
Both B & C – Submit only 1 vital status form at each specified timepoint --prior to submitting any other data.

Correct answer: E (Both B&C)
Submit only 1 Vital Status form per each data submission timepoint, using the most recent date of contact with the participant.
And, this form should be submitted prior to any other data at that same timepoint. 


How and when should the Vital Status Form be submitted? (Select the best answer)

Submit a Vital Status Form for every date of contact with the participant since the last data submission timepoint
indicated in SWOG-led Protocol Section 14. Multiple Vital Status Forms may be required for submission at a sing...

0%

Submit only one Vital Status Form per each data submission timepoint specified in SWOG-led Protocol Section 14,
using the most recent date of contact with the participant.

0%

Submit the Vital Status Form prior to submitting any other data at the specified timepoint, per SWOG-led
Protocol Section 14.

CE— 12%

BothA&B

S— 6%

BothB &C
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®
How and when should the Vital Status Form be

submitted?
Answer:

Vital Status Updates are based upon when the participant was last contacted.

 Complete and submit a Vital Status Form prior to submitting any other data at that
timepoint.

o Submit only 1 Vital Status form per submission timepoint, using the most recent date of
contact with the participant.

« Avital status update is considered to be overdue if not submitted within 60 days after it
IS required per SWOG-led Protocol Section 14.

For more information refer to:

« SWOG ORP Manual — Chapter 8: Expectation Report and IPR

« SWOG ORP Manual — Chapter 16: General Forms Guidelines

« SWOG Data Submission Guidance, Tips, and Tricks - Vital Status Form

X SWOG | Fall 2026 Oncology Research Professionals Resources
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Correct answer: E (Both B&C)
Complete and submit the Vital Status Form PRIOR to submitting any other data at that timepoint. 
Submit only 1 Vital Status form per submission timepoint specified in the protocol, using the most recent date of contact with the participant.
For more info, refer to the example form posted at the Data submission Tips & Tricks link shown here.

https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2008_Expectation%20Report%20and%20IPR.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%2008_Expectation%20Report%20and%20IPR.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%2016_General%20Forms%20and%20Guidelines.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2016_General%20Forms%20and%20Guidelines.pdf
https://www.swog.org/media/12021
https://www.swog.org/media/12021
https://www.swog.org/media/12021
https://www.swog.org/media/12021
https://www.swog.org/spring-2026-oncology-research-professionals-resources
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How will | know when | can submit an Early Study

Closure Request to SWOG for a study we’d like to close
with the CIRB?

A.
B.

C.

D.

E.
F.
A SWOG i

When all the participants that you enrolled are off study.

When you receive official notice from the CIRB that the study has
completed all of its research activities.

When the studias been added to SWOG'’s ‘Studies with no Required F/U’
report %r; the OG ORP (CRA) Workbench under *Study Reports’ (Togin
required).

When your site has not enrolled any participants to the study and the PI
feels it'is very unlikely that you will enroll any participants going forward.

Both C & D
A C&D
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How will I know when I can submit an Early Study Closure Request to SWOG for a study we’d like to close with the CIRB? 

When all the participants that you enrolled are off study.
When you receive official notice from the CIRB that the study has completed all of its research activities.
When the study has been added to SWOG’s ‘Studies with no Required F/U’ report on the SWOG ORP Workbench under ‘Study Reports’ (login required).  
When your site has not enrolled any participants to the study and the PI feels it is very unlikely that you will enroll any participants going forward.
Both C & D
A, C & D

Correct answer: E (Both C&D)
You/your site can submit an early study closure request
When the study has been added to SWOG’s ‘Studies with no Required F/U’ report on the SWOG ORP (CRA) Workbench.  
When your site has not enrolled any patients to the study and the PI feels it is very unlikely that you will going forward.


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

How will | know when | can submit an Early Study Closure Request to SWOG for a study we'd
like to close with the CIRB?

When all the participants that you enrolled are off study.
0%
When you receive official notice from the CIRB that the study has completed all of its research activities.
@t 3%
When the study has been added to SWOG’s ‘Studies with no Required F/U’ report on the SWOG ORP (CRA)
Workbench under ‘Study Reports’ (login required).

17%
When your site has not enrolled any participants to the study and the Pl feels it is very unlikely that you will enroll
any participants going forward.
6%
Both C&D
O 0%
A,C&D
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“How will | know when | can submit an Early Study
Closure Request to SWOG for a study we'd like to close

with the CIRB?

Answer: Sites that have enrolled participants to a SWOG-led study must keep the
protocol open at their institution until publication or once it has been added
to the SWOG List of Studies with No Required Follow-Up report on the
SWOG ORP (CRA) Workbench.

o After the SWOG-led study is added to the SWOG List of Studies with No Required Follow-Up
report, there is no need to submit a Request for LPO approval of Early Closure form to SWOG.

« Complete the site portion of the NCI CIRB Early Closure Form and attach/provide a copy of the
SWOG List of Studies with No Required Follow-Up report with the submission to the NCI CIRB

and the CIRB should approve the request for closure.
 |f your site has NOT enrolled any participants to the study and would like to request early closure
before the study is added to the SWOG List of Studies with No Required Follow-up report, then
complete the site portion of the NCI CIRB Early Closure Form and E-mail the request to SWOG at
SWOGStudyClosureReguest@crab.org.
» Please direct early closure requests for non-SWOG led studies to the Lead Protocol Organization for

the respective study (e.g., Alliance, CCTG, COG, ECOG-ACRIN or NRG).

X SWOG i Fall 2026 Oncology Research Professionals Resources
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Correct answer: E (Both C&D)
You/your site can submit an early study closure request
When the study has been added to SWOG’s ‘Studies with no Required F/U’ report on the SWOG ORP (CRA) Workbench under ‘Study Reports’ (login required).  OR 
When your site has not enrolled any participants to the study and the PI feels it is very unlikely that you will enroll any participants going forward.

Sites commonly believe that once a SWOG-led trial is closed to accrual, or once all patients are off-study or are deceased that the site is able to close out the study at their site. 
However, even if all queries have been addressed and expectations resolved, it is likely the study has not yet completed final analysis and/or the manuscript has not been written. 
It is common that due to additional findings the study chair or statistician requests clarification or additional data, therefore, the data coordinator will issue new queries. 
So, it is important that sites that enrolled one or more participants to a study keep the study open until it is added to the SWOG list of studies with no required follow-up.

For non-SWOG led studies, please direct the early study closure request to the Lead Group.


https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/Default.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://ncicirb.org/system/files/CTSU-EarlyClosureForm.pdf
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
https://txwb.crab.org/TXWB/ReportNOFU.aspx
mailto:SWOGStudyClosureRequest@crab.org
https://www.swog.org/spring-2026-oncology-research-professionals-resources

“Where to find the SWOG List of Studies with
No Required Follow-up Report

SWOG / Workbenches / ORP (CRA) Workbench
ORP (CRA) Workbench

Popular Resources -

ORP (CRA) Workbench =~ ==

Rave Data Submission Your resource headquarters for SWOG clinical trial patient
Specimen Tracking management. ) : E)F-“;
atest
CTP Registration and Data Newsletter
Submission
Announcements Join the CRA Mailing list

SWOG QA / Audits Spring 2026 Group Meeting Presentations

Monitoring Recordings from the Spring, 2026 Site Operations, Qishi Symposium and Clinical Trials Training Course (amaong
SWOG Best Practices many others) have been uploaded to the SWOG website. If you were unable to attend or would like to revisit, they
can be found here. [06/01/2026]
Tools + Spring 2026 Group Meeting Recordings | SWOG
Resources +
CTP Chapter Added to ORP Manual
CRA Manual (for Oncology + The ORP Manual has been updated to include details in how CTP trials are different, how to access CRAB Nebula
Research Professionals) (the EDC), instructions in how to navigate the EDC and how SAE reporting is done. Take the time to read through

. ) ) this addition, especially if you are planning to activate one or more of these trials at your site! [10/16/2025]
Patient Reports / Data Quality +

CTP Participant Reports/ Data  + * Early Closure Requests for SWOG-Coordinated Trials *

Quality Please note when a SWOG trial closes to accrual or if you have met the follow-up requirements for patients
( enrolled to a trial, it does not necessarily mean you can submit a request to close the study early with the CIRB.
Study Reports — SWOG requires studies to remain open until the study has been published and added to SWOG's ‘Studies with no

Regquired F/U'report on the CRA Workbench. If the study has been added to that report, there is no need to

submit an official form to us requesting to close. Just provide that list to the CIRB along with your part of the form

filled out and they should go ahead and approve. [6/1/2025]

CANCER Studies in Long Term Follow- : ;
RESERRCH NI EEeeal NCI FEReRey

NETWORK

Studies with no required
follow-up

% SWOG
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Again, the List of Studies with No Required Follow-up is located on the SWOG ORP (CRA) Workbench under Study Reports. And, in the “Announcements” section on the landing page, you can also find a friendly reminder about Early Closure Requests, as we just discussed.


»

True or False?
All protocol deviations need to be reported to SWOG.

A. True

B. False
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True or False? �All protocol deviations need to be reported to SWOG.

True
False

Correct answer: B (False)
Protocol deviations should be reported to the participating institution’s IRB of record, according to the IRB’s policies and procedures. 
Only report deviations that meet the CIRB’s definition of unanticipated or serious non-compliance to SWOG.  
In which case, submit the deviation report along with a corrective and preventive action plan to the SWOG Quality Assurance Department at qamail@swog.org.  
There are supporting resources available from the links on this slide.


True or False?: All protocol deviations need to be reported to SWOG.

True

False
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>
True or False?
All protocol deviations need to be reported to SWOG.

Answer: False

* Protocol deviations should be reported to the participating institution’s IRB of record,
according to the IRB’s policies and procedures.
 |f the CIRB is being utilized as the IRB of record, please note the CIRB guidelines and decision

tables for reporting audit findings, unanticipated problems and noncompliance, accessible from:
Report A Potential Unanticipated Problem Or A Serious Or Continuing Noncompliance | NCICIRB

 Only those deviations that meet the CIRB’s definition of unanticipated or serious
non-compliance should be reported to SWOG.

» Deviations including a corrective and preventive action plan should be reported to the SWOG
Quality Assurance Department via email to: gamail@swog.orqg.

e For more information refer to:

« SWOG Quality Assurance and Audits FAQs document accessible from the SWOG Quality
Assurance & Audits webpage under “Additional Resources”

« SWOG Quality Assurance Webinar Protocol Deviations vs. Deficiencies course

» Protocol Deviations vs. Deficiencies for Lead Oncology Research Professionals - Part of the
SWOG Lead ORP Workshop

Fall 2026 Oncology Research Professionals Resources
A SWOG!
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Correct answer: B (False)
Protocol deviations should be reported to the participating institution’s IRB of record, according to the IRB’s policies and procedures. 
And, if the CIRB is being utilized, please refer to the link shown here.
Only report deviations that meet the CIRB’s definition of unanticipated or serious non-compliance to SWOG.  
In which case, please submit the deviation report along with a corrective and preventive action plan to the SWOG Quality Assurance Department at qamail@swog.org.  
There are supporting resources available from the links on this slide.


https://www.ncicirb.org/institutions/report-potential-unanticipated-problem-or-serious-or-continuing-noncompliance
mailto:qamail@swog.org
https://www.swog.org/media/10961
https://www.swog.org/media/10961
https://www.swog.org/clinical-trials/quality-assurance-audits#Additional%20Resources
https://www.swog.org/clinical-trials/quality-assurance-audits#Additional%20Resources
https://www.ctsu.org/Public/class.aspx?courseid=4322cac6-47de-4c95-921e-15cb98105caa
https://swog.expertusone.cloud/learner/swog/share/5c29ad20c6a60dff0d4cb53c76f0b64d
https://swog.expertusone.cloud/learner/swog/share/5c29ad20c6a60dff0d4cb53c76f0b64d
https://swog.expertusone.cloud/learner/swog/share/62a7e7f65dbb0a95da03c0de1467a3e5
https://www.swog.org/spring-2026-oncology-research-professionals-resources

True or False?

When using the 5-point Scale (Deauville Score) for
disease response, It IS not necessary to have

documentation of the SUV max of the mediastinal blood
pool or the liver.

A. True
B. False
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True or False? 
When using the 5-point Scale (Deauville Score) for disease response, it is not necessary to have documentation of the SUV max of the mediastinal blood pool or the liver.

True
False

Correct answer: B (False)
If the study uses metabolic response based on PET scans, the auditors will need to verify the 5-point Deauville Score.  
This verification cannot be done unless the SUV max of the mediastinal blood pool and liver is provided.  The score is assigned based on the lesion’s SUV in comparison to the mediastinal blood pool and liver pool.
There are supporting resources available from the links on this slide.



True or False? When using the 5-point Scale (Deauville Score) for disease response, it is not
necessary to have documentation of the SUV max of the mediastinal blood pool or the liver.

True

0%

False
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True or False?

When using the 5-point Scale (Deauville Score) for
disease response, It IS not necessary to have
documentation of the SUV max of the mediastinal blood
pool or the liver.

Answer: False

e If the study uses metabolic response based on PET scans, the auditors will need to verify
the 5-point Deauville Score.

* This verification cannot be done unless the SUV max of the mediastinal blood pool and liver
Is provided. The Deauville Score is assigned based on the lesion’s SUV in comparison to
the mediastinal blood pool and liver pool.

e For more information refer to:
e SWOG Quality Assurance Webinar Disease Assessment Presentation Slide Set
 Lugano Response Evaluation Form
 Lugano Disease Assessment (ORP Oishi Symposium Presentation)

Z SWOG Fall 2026 Oncoloqy Research Professionals Resources
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Correct answer: B (False)
If the study uses metabolic response based on PET scans (such as Lymphoma studies-S1826, S2114, and S2207) the auditors will need to verify the 5-point Deauville Score.  
This verification cannot be done unless the SUV max of the mediastinal blood pool and liver is provided.  The score is assigned based on the lesion’s SUV in comparison to the mediastinal blood pool and liver pool.
Frequently, the scans will list a Deauville score, but fail to report the liver and blood max. Many sites will just indicate ‘unknown’ if this information is not included in the report. However, it is important to follow-up with Radiology to obtain this information. Radiology can look at the scan and add it to the report. 
There are supporting resources available from the links on this slide.


https://www.swog.org/media/21612
https://www.swog.org/media/21612
https://www.swog.org/media/21602
https://www.swog.org/media/21602
https://swog.expertusone.cloud/learner/swog/share/93d4be710218c2968d7bdc37212fdb7b
https://swog.expertusone.cloud/learner/swog/share/93d4be710218c2968d7bdc37212fdb7b
https://www.swog.org/spring-2026-oncology-research-professionals-resources

When Is my site considered out of compliance
where overdue gueries are concerned?

A. When more than 5 queries written more than 13 months ago are
delinquent.

B. When more than 5% of queries written within the last 13 months are
delinquent.

C. When more than 10% of queries written within the last 13 months are
delinquent.

D. When any query written more than 13 months ago is delinquent.
E. BothB&D
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When is my site considered out of compliance where overdue queries are concerned? 
When more than 5 queries written more than 13 months ago are delinquent.
When more than 5% of queries written within the last 13 months are delinquent.
When more than 10% of queries written within the last 13 months are delinquent.
When any query written more than 13 months ago is delinquent. 
Both B & D

Correct answer: E (Both B&D)
Sites are out of compliance for overdue queries:
When more than 5% of queries are delinquent and written in the last 13 months.
Or
When any query is delinquent written more than 13 months ago.  



When is my site considered out of compliance where overdue queries are concerned?

When more than 5 queries written more than 13 months ago are delinquent.
0%

When more than 5% of queries written within the last 13 months are delinquent.

SE— 7%

When more than 10% of queries written within the last 13 months are delinquent.

- 37%

When any query written more than 13 months ago is delinquent.
11%

Both B &D

________________________________________________EuL
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When is my site considered out of compliance where overdue queries are concerned?
https://www.polleverywhere.com/multiple_choice_polls/yBeD7rMORM9sBPkz1LEzE?state=opened&flow=Default&onscreen=persist


“When is my site considered out of compliance where
overdue queries are concerned?

Answer:

Sites are expected to respond to queries within 15 days. I ORP (CRA) Workbench

* Any query that is unresolved and is more than 30 days overdue Is A
delinquent. .

A site is non-compliant when: Resources

* More than 5% of queries written within the last 13 months are CRA Manual (for Oncoloay
delinquent. Research Professionals)

e Any query written/posted more than 13 months ago is still open. Patient Reports / Data Quality

For more information refer to: Prpectations

« SWOG ORP Manual — Chapter 8: Find: “Query responsiveness” Institution Performance

Review (IPR)

e SWOG Policy 33: Institutional Performance Review

Queries (both Rave and pre-
Rave SWOG studies)

e Reports and Tools to Support Quality Data: Expectation and IPR

Reports-Part of the SWOG Clinical Trials Training Course

e Query Reports Training for Lead Oncology Research Professionals - R
Part of the Lead ORP Workshop S —

Data Quality Portal (DQP) for

}Z’ SWOG ‘E’EQE&ECH Rave studies
N\ NETWORK

Ineligible Patients
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Correct answer: E (Both B&D)
Sites are expected to respond to queries within 15 days. And any query that is still showing as unresolved and is more than 30 days overdue is considered delinquent.

Sites are out of compliance for overdue queries:
When more than 5% of queries written within the last 13 months are delinquent.
Or
When any query written more than 13 months ago is still open. 
The query reports are mailed to the Site PI and Lead ORP on a monthly basis or site staff can access/download the query reports from the ORP Workbench. 
There are links to additional references and online training courses shown here.

https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2008_Expectation%20Report%20and%20IPR.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%2008_Expectation%20Report%20and%20IPR.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2008_Expectation%20Report%20and%20IPR.pdf
https://www.swog.org/media/746
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://swog.expertusone.cloud/learner/swog/share/5b88c1aae474c8d4d19a510fb7772cca
https://swog.expertusone.cloud/learner/swog/share/5b88c1aae474c8d4d19a510fb7772cca
https://swog.expertusone.cloud/learner/swog/share/62a7e7f65dbb0a95da03c0de1467a3e5

»

SWOG Institutional performance metrics (IPR) are
based off of what data quality reports?

SWOG Expectations Report
CTSU Data Quality Portal (DQP)
SWOG Query Report
BothA&C

All of the above

mo o w >
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SWOG institutional performance metrics (IPR) are based off of what data quality reports? 
SWOG Expectations Report 
CTSU Data Quality Portal (DQP)
SWOG Query Report
Both A & C
All of the above

Correct answer: D (Both A&C)
SWOG IPR metrics are based off of the SWOG Expectations and SWOG Query Reports, which are both accessible from the SWOG ORP (CRA) Workbench >>under Patient Reports/ Data Quality


SWOG institutional performance metrics (IPR) are based off of what data quality reports?

SWOG Expectations Report

- %

CTSU Data Quality Portal (DQP)
0%

SWOG Query Report
0%

Both A&C

C—————. 640

All of the above

] 32%
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SWOG institutional performance metrics (IPR) are based off of what data quality reports?
https://www.polleverywhere.com/multiple_choice_polls/LbtGVSPFkuTGcM1W4RoUb?state=opened&flow=Default&onscreen=persist


@SWOG institutional performance metrics (IPR) are based

off of what data quality reports?

ANnswer:

Performance Metrics for SWOG are based off of the following I ORP (CRA) Workbench
reports, accessible from the SWOG ORP (CRA) Workbench:

« SWOG Expectations Report
« SWOG Query Report

SWOG recommends using the SWOG Expectation and Query ReportS = ramenuaitoroncology ~ +

Popular Resources +
Tools +

Resources +

as the primary tool for data quality monitoring on SWOG-led studies. Research Professionals)
For more information refer to: Patient Reports / Data Quality (-
« SWOG ORP Manual — Chapter 8: Expectation Report and IPR Expectations
« SWOG Policy 33: Institutional Performance Review Institution Performance
» Reports and Tools to Support Quality Data: Expectation and IPR e
Reports-Part of the SWOG Clinical Trials Training Course s;f;ige;fggt?ji? e
 Query Reports Training for Lead Oncology Research Professionals - Part
of the Lead ORP Workshop Ineligible Patients
« CTSU Data Quality Portal vs SWOG Expectation and Query Reports ratients inrellowrup
2 SWOG i Fall 2026 Oncology Research Professionals Resources E:i iﬂi'fii’ Portal (DQP) for

(https:/mww.swog.org/fall-2026-oncology-research-professionals-resources)
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Correct answer: D (Both A&C)
SWOG IPR metrics are based off of the SWOG Expectations and SWOG Query Reports, which are both accessible from the SWOG ORP (CRA) Workbench >>under Patient Reports/ Data Quality
You’ll note that there are inherent differences between the SWOG Expectation Reports and the CTSU Data Quality Reports.  So, SWOG recommends using the SWOG Expectation and Query Reports as the primary tool for data quality monitoring on SWOG-led studies.
The SWOG Expectation Report gathers all items (forms/specimen submission) that are overdue or coming due within the next 42 days (90 days for PROs) and includes both pre-Rave and Rave studies whereas the CTSU DQP only includes Rave studies. 
Submission of required data resolves expectations. Data for pre-Rave studies submitted via the SWOG ORP (CRA) Workbench, and specimen data from the Specimen Tracking system are applied to the SWOG database immediately. Data submitted via Rave are applied to the database the following day. Expectations for images that are reviewed by TRIAD are resolved when TRIAD uploads their data to Rave. 

https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2008_Expectation%20Report%20and%20IPR.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%2008_Expectation%20Report%20and%20IPR.pdf
https://txwb.crab.org/TXWB/CRA_MANUAL/Vol1/chapter%2008_Expectation%20Report%20and%20IPR.pdf
https://www.swog.org/media/746
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://swog.expertusone.cloud/learner/swog/share/cbffadcb38b83e052e264ced3fd31de7
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368c0bd
https://swog.expertusone.cloud/learner/swog/share/5b88c1aae474c8d4d19a510fb7772cca
https://swog.expertusone.cloud/learner/swog/share/5b88c1aae474c8d4d19a510fb7772cca
https://swog.expertusone.cloud/learner/swog/share/62a7e7f65dbb0a95da03c0de1467a3e5
https://swog.expertusone.cloud/learner/swog/share/62a7e7f65dbb0a95da03c0de1467a3e5
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://txwb.crab.org/TXWB/Admin/DQP_CRA_Workbench_2026.pdf
https://www.swog.org/spring-2026-oncology-research-professionals-resources

»

What are some best practices for collecting quality
Patient Reported Outcomes (PROs) data?

A. Plan ahead of the patient’s visit, make sure to have correct questionnaires

for the timepoint ready, and plan for time for the patient to complete the
forms.

B. If the patient does not want to complete the PROs at a timepoint, ask a
friend or family member to complete the forms on the patient’s behalf.

C. Review the completed guestionnaires before a participant leaves the visit to
make sure that all questions are addressed.

D. BothA&C
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What are some best practices for collecting quality Patient Reported Outcomes (PROs) data? 
Plan ahead of the patient’s visit, make sure to have correct questionnaires for the timepoint ready, and plan for time for the patient to complete the forms.
If the patient does not want to complete the PROs at a timepoint, ask a friend or family member to complete the forms on the patient’s behalf.
Review the completed questionnaires before a participant leaves the visit to make sure that all questions are addressed.  
Both A & C

Correct answer: D (Both A&C)
Best Practices for PRO quality data collection include:
Planning ahead, making sure that you have pulled/ printed the correct questionnaires for the timepoint and allotting sufficient time within the visit for the participant to complete the questionnaires.
As well as reviewing the completed questionnaires before a participant leaves the visit to make sure that all questions are addressed.



What are some best practices for collecting quality Patient Reported Outcomes (PROs) data?

Plan ahead of the patient’s visit, make sure to have correct questionnaires for the timepoint ready, and plan for
time for the patient to complete the forms.

0%
If the patient does not want to complete the PROs at a timepoint, ask a friend or family member to complete the
forms on the patient’s behalf.

0%
Review the completed questionnaires before a participant leaves the visit to make sure that all questions are
addressed.

- s

BothA&C
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What are some best practices for collecting quality Patient Reported Outcomes (PROs) data?
https://www.polleverywhere.com/multiple_choice_polls/OhAOsGhwZAg2jKOGDKvkN?state=opened&flow=Default&onscreen=persist


“What are some best practices for collecting quality
Patient Reported Outcomes (PROs) data?

ANnswer:

« Plan ahead of the participant’s visit

 Make sure to have correct questionnaires for the timepoint ready
« Current forms are accessible from the protocol abstract page on the CTSU website
(login required) under Documents >> CIRB Approved Documents (under “Support
documents” with the PRO instrument name or descriptor as the document title, e.g.:
“PRO Packet” or “PRO-CTCAE form(s)”
o Refer to protocol Section 15 (of SWOG-led protocols) for timepoints

* Plan / allow time within the scheduled visit for the participant to complete the forms.

 Review the completed questionnaires before a participant leaves the visit to make sure that
all guestions are addressed.

For more information refer to the following online training courses:
o Patient Reported Outcomes - Part of the SWOG Clinical Trials Training Course
« Comprehensive Overview of Patient Reported Outcomes

 Enduring SWOG Quality Assurance Webinar Patient Reported Outcomes CEU course, In
CTSU CLASS accessible from: SWOG Quality Assurance Live Webinar Series

) OVRIA A | o Fall 2026 Oncology Research Professionals Resources
A SWOG!
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Correct answer: D (Both A&C)
Best Practices for PRO quality data collection include:
Planning ahead, making sure that you have pulled/ printed the correct questionnaires for the timepoint and allotting sufficient time within the visit for the participant to complete the questionnaires.
As well as reviewing the completed questionnaires before a participant leaves the visit to make sure that all questions are addressed.
There are also some additional online training courses listed here for your reference.

https://ctsu.cancer.gov/
https://swog.expertusone.cloud/learner/swog/share/6bd5ded8be454f309670e782a63b0c47
https://swog.expertusone.cloud/learner/swog/share/6bd5ded8be454f309670e782a63b0c47
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
https://www.swog.org/swog-quality-assurance-live-webinar-series
https://www.swog.org/spring-2026-oncology-research-professionals-resources

Where can SWOG-provided Educational and
Training Resources be found?

CTSU Researcher Resources

SWOG.org website

CTSU CLASS Learning Management System
SWOG ExpertusOne Learning Management System
SWOG ORP (CRA) Workbench

CTSU protocol abstract page

G mmoOow>»

. All of the above
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Where can SWOG-provided Educational and Training Resources be found? 
CTSU Researcher Resources
SWOG website
CTSU CLASS Learning Management System  
SWOG ExpertusOne Learning Management System
SWOG ORP Workbench
CTSU protocol abstract page
All of the above


Correct answer: G (All of the above)
There are links to SWOG-provided Educational and Training Resources accessible via all of the above locations.



@-.

Where can SWOG-provided Educational and Training Resources be found?

CTSU Researcher Resources

SWOG.org website

CTSU CLASS Learning Management System

SWOG ExpertusOne Learning Management System

SWOG ORP (CRA) Workbench

CTSU protocol abstract page

All of the above

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app
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Where can SWOG-provided Educational and Training Resources be found?
https://www.polleverywhere.com/multiple_choice_polls/SwIL4NJ8UjDvFQQrM2Vxv?state=opened&flow=Default&onscreen=persist


»

Where can SWOG-provided Educational and
Training Resources be found?

SWOG.org website (throughout the website, relevant to respective topic)

 In particular, refer to: SWOG Training Resources, Current List of Online Training Courses,
Announcements-Upcoming and Recently Posted Training, SWOG Quality Assurance Live
Webinar Series, Frequently Asked Questions, Clinical Research Resources and Resources for
Oncology Research Professionals

CTSU CLASS Learning Management System (search by Clinical Trial Number or “SWOG”)

SWOG ExpertusOne Learning Management System (use the Universal Search bar to search by

keyword. For access assistance, contact LMSsupport@swog.orq)
SWOG ORP (CRA) Workbench

 In particular (after login), refer to the resources included under the following navigational menus:
Tools, Resources, CRA Manual (for Oncology Research Professionals), Training and Contact Us

CTSU protocol abstract page (after login, located on the respective protocol abstract page under

Documents>>Protocol-Related Documents>>Education and Promotion)
CTSU Researcher Resources (accessible via CTSU.org after login under the Resources menu)

ZSWOG =5 1f not able to locate relevant training materials, contact: training@swog.org
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Correct answer: G (All of the above)
There are links to SWOG-provided Educational and Training Resources accessible via all of the above locations.
If you notice a gap in available training materials, please contact us at training@swog.org. 

https://www.swog.org/
https://www.swog.org/
https://www.swog.org/clinical-trials/training-resources
https://www.swog.org/CurrentTrainingCourseList
https://www.swog.org/TrainingAnnouncements
https://www.swog.org/TrainingAnnouncements
https://www.swog.org/TrainingAnnouncements
https://www.swog.org/clinical-trials/training-resources/swog-quality-assurance-live-webinar-series
https://www.swog.org/clinical-trials/training-resources/swog-quality-assurance-live-webinar-series
https://www.swog.org/clinical-trials/clinical-research-resources/frequently-asked-questions
https://www.swog.org/clinical-trials/clinical-research-resources
https://www.swog.org/clinical-trials/clinical-research-resources/resources-oncology-research-professionals
https://www.swog.org/clinical-trials/clinical-research-resources/resources-oncology-research-professionals
https://classlms.org/
https://classlms.org/
https://swog.expertusone.cloud/learner/swog/
https://swog.expertusone.cloud/learner/swog/
mailto:LMSsupport@swog.org
https://txwb.crab.org/TXWB/Default.aspx
https://txwb.crab.org/TXWB/Default.aspx
https://txwb.crab.org/TXWB/Tools.aspx
https://txwb.crab.org/TXWB/Resources.aspx
https://txwb.crab.org/TXWB/CRAManual.aspx
https://txwb.crab.org/TXWB/Training.aspx
https://txwb.crab.org/TXWB/Contact.aspx
https://ctsu.cancer.gov/
https://ctsu.cancer.gov/
https://www.ctsu.org/pet_main.aspx?nodeKey=9
https://www.ctsu.org/pet_main.aspx?nodeKey=9
mailto:training@swog.org

SWOG Training & Resource Announcements:

Reminders:

« The SWOG ExpertusOne Learning Management System has moved to a new URL.:
https://swog.expertusone.cloud/learner/swog/

(login with ID.me credentials used to access NCI/CTSU secure IT systems)

« SWOG posts trimmed versions of the SWOG Oishi Symposium, Site Operations Meeting,

NCORP Workshop and Take Action Symposium Meetings via ExpertusOne.
* Meeting materials are posted via ExpertusOne ~4 weeks after each Group Meeting.
» After review, SWOG members can download a completion certificate to document their review.

* You can locate online resources via keyword search within the ExpertusOne system, or
» Refer to the: Fall 2026 Oncoloqgy Research Professionals Resources (https://www.swog.org/fall-2026-
oncology-research-professionals-resources) for forthcoming Fall 2026 Site Operations and Oishi
Symposium enduring course links.
» Refer to the Current List of Online Training Courses webpage for forthcoming Fall 2026 NCORP
Workshop enduring course links. Here, you can also find links to prior Group meeting materials.

Featured new online training course:

« SWOG Specimen Labeling
* An overview of specimen labeling (for submissions to the SWOG Biospecimen Bank)

.\Z SWOG Training Resources | SWOG
A (https://www.swog.org/clinical-trials/training-resources)
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Reminder: In Spring 2026, the SWOG ExpertusOne Learning Management system was migrated to a new URL (swog.expertusone.cloud), as shown here.
So, please ensure that any local site references are also updated to reflect the current URL.
A quick reminder that SWOG posts relevant Educational content from each Group Meeting as enduring content in ExpertusOne (usually available within ~4 weeks after the meeting, with direct links to the postings via the SWOG webpages shown here).
And, again, the recently posted SWOG Specimen Labeling course provides a very short and helpful overview of important information to ensure accurate labeling specimens for submission to the SWOG Biospecimen Bank.

https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/fall-2026-oncology-research-professionals-resources
https://www.swog.org/CurrentTrainingCourseList
https://swog.expertusone.cloud/learner/swog/share/e7fdc42c2d1673d0c60bcc62b0a404ec
https://swog.expertusone.cloud/learner/swog/share/e7fdc42c2d1673d0c60bcc62b0a404ec
https://swog.expertusone.cloud/learner/swog/
https://www.swog.org/clinical-trials/training-resources
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Get help with patient education materials

SWOG’s Plain Language Communications Expert is providing
one-on-one support and group sessions. You might choose:

 An on-demand phone call or video visit for help with a L
specific material or project \ i

* A scheduled training to provide your team with guidance
on creating clear, effective, accessible patient materials

Interested? Email Andrea Mongler at amongler@swog.org.

Community Oncol
Is Network NCI Researc! am



mailto:amongler@swog.org

Check it out: Patient-friendly results
summaries

SWOG is now creating a plain language

S1826: Cpmparing h:ljunlumab plus Chemtherapy with N
e e SUMMAary of the primary results of each

Overview

e | phase 2 or 3 trial. The priority audience is

+ Brentuximab vedotin plus standard chemotherapy
(usual treatment)

trial participants (and families/caregivers).

What we learned )

Compared to people who got brentuximab vedotin plus standard
chemetherapy, people who got nivolumab plus standard chemotherapy:

= Were bess likely to have the cancer come back or get worse within 2 years
of starting treatment,

« Had fewer side effects — and less serious side effects

And fewer people who got nivalumab plus standard chematherapy died
within 2 years of starting treatrnent.

Why this study matters

It's comman for doctors to treat classic Hodgkin lymphoma with brentuximab

wvedatin plus standard ch herapy. But this c doesn't ° ° °

e Access all existing results summaries a
51826 found that nivolumab plus standard chemotherapy worked better — and

caused fewer side effects. The U.S. Food and Drug Administration (FDA) then

approved this treatment combination for peaple with advanced-stage dlassic
Hodgkin lymphoma. This could give more people with classic Hodgkin lymphoma

| swog.org/patients/trial-results.

\— CANCER
National Clinical Community Oncology
SWOG = e e o I



Site Operations Session Feedback

Let us know what we can do to continue to
support your site’s operational needs

Click here:
Survey Link

Photo credit: https://www.wa.gov.au/system/files/styles/crop_feature_large/private/2023-10/shutterstock_1812205510.jpg?h=b903c632&itok=1352upph



https://yalesurvey.ca1.qualtrics.com/jfe/form/SV_cNh4vcx5WSBIvFc
https://yalesurvey.ca1.qualtrics.com/jfe/form/SV_cNh4vcx5WSBIvFc
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» Each of our speakers

e Courtney Wille THHNK
e Hyatt staff yO U _/

e Audio/visual team @

Photo Credit: https://www.pinterest.com/pin/yellow-sticky-notes-with-thank-you-message-and-smile--763289836822503350/




Reminders

Spring 2027 SWOG Group Meeting

April 15-17, 2027
Hyatt Regency San Francisco
San Francisco, CA

Community Oncology
Research Program

\ SWO G RESEAR m National Clinical
RESEARCH
NETWORK Trials Network

Photo Credit https:/static.vecteezy.com/system/resources/previews/040/963/981/non_2x/businesswoman-meditates-at-her-office-desk-with-work-stuff-and-papers-flying-illustrating-employee-wellbeing-and-comfortable-workspace-concept-of-relaxation-and-balance-in-workplace-vector.jpg:



CTSU Data Quality Portal vs.
SWOG Expectation and Query Reports

Cathy Rankin, M.S.
Coordinating Statistician
Institution Performance
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April 2026




Expectation Report vs. DQP Delinquency
Report

| Expectation Report oop

What's posted? Overdue and upcoming forms due Overdue forms. Reports also
within next 90 days available where up to a 1 year
timeframe can be specified
Due date Based on cycle length, doesn’t Based on cycle length. May take into
take treatment delays into account treatment delays on older
account trials

Overdue definition Baseline: > 30 days from due date Overdue if > 15 days late for baseline
Post-baseline: > 60 days from due data, > 30 days for on-treatment
date data; > 60 days late for off treatment

data

CANCER
RRRRRRRR
NETWORK

<X SWO0G




Expectation Report vs. DQP Delinquency
Report (continued)

| Expectation Report QP

Which studies All Rave studies + all pre-Rave studies Rave studies WITH calendaring

What'’s included Forms, source document uploads, and Forms, source document uploads
specimens; anything else for which an and anything that has been
expectation has been created calendared within Rave

Specimens Included Not included

Source documents One expectation for each type of source  One form (with log lines) which
doc at a given time point includes all relevant source docs

How to access SWOG CRA Workbench; dynamic report  CTSU; updated nightly

updated in real time*

* Data submitted in Rave are applied to the SWOG database overnight.
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Calendared Studies

* All SWOG studies in Rave except for the following are calendared, i.e.,
DQP will NOT show delinquent data for this trial.

* 51207
e All other Rave studies and all future SWOG studies will be calendared




SWOG Query Report vs. DQP Queries

What's posted? All queries All queries

Which studies? All Rave studies + All Rave studies
All pre-Rave studies

Overdue definition Calculated from date posted; overdue Calculated from date posted;
if > 15 days from posting and not overdue if > 15 days from posting
answered and not answered

What'’s included? Queries written by Data Queries written by Data
Coordinators, Auditors/Monitors and Coordinators, Auditors/Monitors
other personnel. Medidata Rave and other personnel.
System queries + non-conformant Medidata Rave System queries +
data sent by email. non-conformant data

How to access SWOG CRA Workbench CTSU
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Comments

e Calendared vs. Not Calendared

* You will not see overdue forms on studies that aren’t calendared (S1207); you will
still see outstanding queries regardless of calendaring.

* We see DQP as a tool to help you manage data from the current Rave
studies
* All overdue data and queries in one place
* SWOG and other Network Groups studies

* If there is a discrepancy between DQP and Expectation Reports, work
towards the Expectation Report as that is how the Institution
Performance Review (IPR) is calculated per SWOG Policy #33.




Questions

* If you have questions, please contact Cathy Rankin at
crankin@fredhutch.org
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