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Why Do Patients Participate on Clinical
Trials?

e Advance medical knowledge
e Access to the latest treatment
e Hope for their own iliness

e To make a difference

e Trust
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Why Quality Data are Important

SW[IGe

e Clinical trnial

e We need to
through qua

participants trust us with their lives
nonor their trust and participation

ity data collection

e Ensure that their data are used In the analysis
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How does SWOG communicate data
needs? Expectations

e Required forms, reports, specimens

e Posted at the time the patient Is registered
- Baseline forms, specimens

o Others with a defined due date known at the time of patient
registration; could be post-baseline

e Posted during protocol treatment and follow-up
- Based on the follow-up timing for patient
o Adverse events, treatment given, tumor assessment

e Overdue follow-up (need updated last contact date)
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SWOG Reports for Quality

SWUGQ

e Query Report
o Includes queries from data coordinators and study
chairs based on their review of the patient chart

> Across all studies (Rave and legacy)
e Expectation Report
- Overdue Expectations + upcoming Expectations
o Patient follow-up reminders
> Across all studies (Rave and legacy)
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How SWOG Measures Data Quality

e Institution Performance Review (IPR)

o Statistics used to monitor an institution’s compliance
to data submission requirements

> Are required forms being submitted?
- SWOG Policy #33

o Categories of data
- Baseline (Initial Forms Set)

o Follow-up
- On Treatment — required forms, survival status update
- Off Treatment — survival status update
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Access to SWOG Reports: CRA Workbench
on swog.org

—]
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SWOG Roster
Tools of the Trade
Early Therapeutics Trials
Planned Unblinding
Patient Transfer

Hew CRAs!

ORP Committee

Group Meetings

WUA Administration
Related Links

FAQs

Contact Us

swog.org members area

Minutes Protocols features, go to the help pages for ea; SAE (ADR) Reporting
IRB bar at left. If you need help finding semething, | \ppiRequiatory Procedures | patients in followu

— of every page. Please send any comments you
QAJAudits additional features you would like to see, to the Specimen Tracking —
Serious Adverse Events Prothii Registrations by Race and Sex
Pharmaceutical Science :> Reports i Rt
Biospecimen Resources CRA Manual

Reaqistrations for a given date range

Serious Adverse Events (SAE) for a given study

List of Applicable Protocols for 9808 - Long Term Follow-Up Protocol

List of Protocols with No Reguired Follow-Up

Approved SWOG Bone Marrow Transplant Facilities

Approved SWOG Radiation Therapy Facilities

Accrual Reports

Lab Specimen Management
This reportis no longer available. Please use the Specimen Tracking System "Specimen Manager” page for this information

Community

Oncology
Research
Program




What’s new In the quality world?

e Data Quality Portal (DQP) on CTSU website
- OQverdue forms
- Qverdue queries

e Status
- ECOG-ACRIN studies currently deployed
- SWOG studies coming very soon
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DQOQP — Delinquent Forms

Home | Contact | Feedback

Cancer Irjals Support Unit

A SERVICE OF AATIONAL CANCER IWNSTITLTE

My Account CRISP Welcome Phyllis Goodman. Your Wssword will expire in 97 days. Search for...

|' | Hnme]fProtocnls]E hboard][R.egulatonr | ][OPEN]fCIinical Data | ][Educaﬁon 8 Resources | ][Collahnration][RUHS | ]
Rave Home |fieElr i DQP Queries | DQP Reports | ]

DQP Delinguent Forms > Delinguency Aging Report Summary by LPO (SWOG)

DQP is currently being piloted for a limited number of studies. More information will be available as more studies are added.

Delinquency Aging Report Summary for LPO SWOG

2wee | £ iln
B e - boobl 22
Protocol Total Delinguencies < 15 Days 15 - 20 Days 31 - 60 Days 61 - 90 Days > 90 Days Last Refresh

S0820 . 23 - - 1 - 22 01,/20/2017 12:11 AM EST
S1204 . 28 15 - 1 =4 8 01,/20/2017 12:43 AM EST
51312 [ 5 1 1 - - 2 01/19/2017 11:27 PM EST
S1313 . 117 21 21 16 19 30 01,/20/2017 12:47 AM EST
S1314 . 9z 19 5 13 8 47 01/20/2017 12:54 AM EST
51316 @& 23 6 2 3 4 7z 01/19/2017 10:41 PM EST
51318 . 49 1 i3 12 [s] 17 01/19/2017 11:59 PM EST
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Delinquent Forms Report Summary

Delinquency Aging Report Summary for LPO SWOG

elinquencies < 15 Days 15 - 30 Days 31 - 60 Days 61 - 90 Days > ol Days
S0820 & 23 - - 1 - 22
51204 @ 28 - 1 4 8
51312 . .
@ Rave Delinquencies by Form
|:> 51313 . Protocol: S1313 | Aging: Total | Last Refresh: 01/20/2017 12:47 AM EST
Si314 @ 51313 ~| |Gol

%' =' Rave Delinqguencies by Form

Follow-up Follow-up

Site Name All Forms Eﬂ:ﬁﬁe :ﬂ:ﬁﬁe I?I'E:.lsr?llt;'r.e Follow-up F{':I"Il!l':l:z_rl-l P Tu T:: ; e':()n_ 1.;.';':‘9‘:; ngz::ggr-y
Assessment Report Assessment Assessment Disease e values
B azo17 Z 1 - - - 1 1 2 -
B cao11 2 - - - el - - - -
B caoaz 1 - - - 1 - - - -
B8 caoss 5 - - 1 1 - 1 -
B calea 1 - - - 1 - - - -
B cazaz iz 2 - 1 1 1 - 1 1
B crois 29 4 - - & z & z -
B cries 1 - - - 1 - - - -
B o007 2 - - - - - - 1 -
B m1o20 6 - - - 1 1 2 -
B8 moozse 4 - - - - 1 1 1 -
B moo4e 8 - - - - 2 2 2 -
:> B waozo 27 8 1 - 4 2 2 2 -
TOTAL 117 &Y <:| 15 1 1 is 17 14 20

CHnical
Trials
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Delinquencies and Queries

Rave Delinquencies
Protocol: S1313 | Site: WAD20 | Form: All Forms | Aging: Total | Last Refresh: 01/20/2017 12:47 AM EST

All Patients | | All Folders w | | All Forms - Gol Z [Help
o = |2 bkl 27

Site Patient Folder Form Display Name Form Expected Date
B waozo Bl 261877 Cycle 14 Adverse Events: Assessment Bl adverse Events: Assessment 01/16/17
B waozo B 254467 Follow-up (1) Follow-up BB Follow-up 01/14/17
@ WADZO @ 264315 Follow-up Tumor Assessment Follow-up Tumor: Assessment @ Follow-up Tumor: Assessment 01/11/17
@ WADZ0 @ 264215 Follow-up Tumor Assessment Follow-up Tumor: Non-target Disease a Follow-up Tumor: Non-target Disease 01/11/17
@ WADZ0 @ 264215 Follow-up Tumor Assessment Follow-up Tumor: Target Lesions @ Follow-up Tumor: Target Lesions 01/11/17
Q WADZ20 @ 264215 Follow-up Tumor Assessment Source Documentation: Follow-up @ Source Documentation: Follow-up 01/11/17
@ WADZ20 @ 264277 Follow-up Tumor Assessment Follow-up Tumor: Assessment @ Follow-up Tumor: Assessment 01/07/17
@ WIADZ0 ﬁ 264277 Follow-up Tumor Assessment Follow-up Tumor: Non-target Disease @ Follow-up Tumor: Non-target Disease 01/07/17
B waozo B 264277 Follow-up Tumor Assessment Follow-up Tumor: Target Lesions B8 Follow-up Tumor: Target Lesions 01/07/17
B waozo B 264277 Follow-up Tumor Assessment Source Documentation: Follow-up Bl Source Documentation: Follow-up 01/07/17

Rave Queries
Protocol: S1313 | Site: WAD20 | Form: All Forms | Aging: Total | Last Refresh: 01/20/2017 12:47 AM EST
All Patients = | | All Folders ~ | | All Forms > Gol ? Help
o 2|1 - b bl 20

Patient

Folder Form Display Name

Off Treatment = Off Treatment BB off Treatment Off treatment Amend off tx reason: pt did not meet progression definition. Site from
8 waozo 6 2580390 (1) Motice MNotice N/A reason Change to 'other: elevated tumor marker CA19-9' DM
Adverse Events: B Adverse Events: . Site from
258039 o=t las SV Eia.
B8 waozo @— Cycle 14 Report Report N/A Comments Submit form. DM
Date of last Tx isn't given every day of the cycle. Amend last date of TX Site from
B waozo HEf 258039  cCycle 14 Treatment B Treatment NS A el et e it had Mg oM

SW[IGQ
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“Deep LInk”

e Brings you right in to Rave

o Elther patient or form depending

on where you clicked

SWOGQ
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E}z 254467 Patient 10: 254467 Patient Initials (LFK): WSM
Enrollment Forms

g Basecline @Subject Enrcllment

G CA19-9
Visit Dat

O Disease Assessment =t €

3 Cycle 01 3 | Baseline 24 Mar 2015

3 Cycle 02 G |Disease Assessment 24 Mar 2015
_Follow-up Tumor Assessment -05- ay

£3 Cycle 03 Foll T A, 2015-05-14 14 May 2015

A Cucle 04 G | -Follow-up Tumor Assessment 2015-07-14 14 Jul 2015

R 1 L 1G] RS LT, IMRGINE,

& | (81313 # University of Washington Medical Center | 2, 264277 |31

[ Follow-up Tumor Patient |0 264277 Patient Initials (LFM): C3A

Assessment

[}) Follow-up Tumor:
Assessment Subject: 264277
[& Follow-up Tumor: Target Page: Follow-up Tumor: Assessment - Follow-up Tumor Assessment

Lesions

[& Follow-up Tumor: Non- Instructions: Record all requested information applicable to this assessn

target Disease Was disease status evaluated during this reporting period?

[] Source Documentation:

Follow-up Assessment date
(Date 1st scan was done this reporting period. Enter planned assessmen
CRF History Snie
264277 - Follow-up Tumor: New Lesions
Assessment # Site Assessment type
1

Add a new Leg line Inactivate

Symptomatic deterioration?
(Global deterioration of health without objective evidence of progression.)

Symptomatic deterioration assessment date

Has the patient progressed or relapsed (per the definition in the Sec
the protocol)?

Comments

If you're not done completing this form, but want to save your work :

Save this form, but don't submit to SWOG yet.

Printable Version View PDF lcon Key
CRF “erzion 1334 - Page Generated: 20 Jan 2017 16:25:23 Pacific Standard Time

Community

Oncology
Research
Program




Expectation Report vs. DQP
Delinquency Report

What’s posted? Overdue and upcoming within Overdue only.
defined timeframe.

What'’s included Forms, specimens; anything else Forms, source document uploads
for which an expectation has and anything that has been
been created (images, uploaded “calendared” within Rave.
reports). Does NOT include specimens.

Overdue definition > 60 days from day expectation is Based on expected date + max

(Treatment forms) due; doesn’t take into treatment treatment delay.
delays.

How to access CRA Workbench; dynamic report CTSU. Updated nightly.
updated in real time.

Which studies All Rave studies Rave studies WITH calendaring
All legacy studies (10 don’t have calendering)

ICl
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SWOG Query Report vs. DQP Queries

What'’s posted? Queries from Data Queries from Data Coordinators
Coordinators Queries from Auditors/Monitors
Medidata Rave System queries
+ non-conformant data

Overdue definition Don’t currently measure. Calculated from date posted.
Due within 15 days.

How to access SWOG CRA Workbench CTSU

Which studies? All Rave studies + All Rave studies

All legacy studies
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DOQP Comments

e Delinqguent Forms
o Complements our Expectation and IPR reports

e Overdue gueries

> One missing lab value = multiple queries (value, units, ULN,
LLN, sample collection date)

o Partially completed forms =» missing data queries

e We currently see DQP as a tool; we don’t know NCI’s
long term plan for use
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S1404: Quality Data Goal

e At the time the data are given to Merck for their
FDA submission, the number of delinquent forms
and overdue gueries need to be 0. That’s right,
0!

e As of April 16, 2017

Total < 15 Days | 15-30 31-60 61-90 > 90 Days
Days Days Days

Delinquent 1858

Forms

Overdue 2612 902 49| 710 163 346
Queries
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IPR plans

e Restructuring to be more In line with how Rave
DQP works

e Revised categories
o Initial Forms Set

o Vital Status Update (on and off treatment combined)
- Calculated from last contact date

> Form submission (post-baseline) New!
- Will include all forms (treatment, AE, FUTA, QoL, etc.)

- Post-baseline specimen submission New!
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Planned implementation

e Plan to run the 2 versions concurrently for a few
months to assess impact

o Will give sites a few months to resolve newly
delinquent cases due to revised definitions

e Revision to SWOG Policy #33
- Needs to be approved by Board of Governors
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Old vs. New: IFS

o New (planned

Initial Forms Limited forms included in measure; Much expanded list of forms to be
Set forms necessary to review eligibility included; forms necessary to
review eligibility and to assess
endpoints
e Patients registered in £ 13 e Patients registered in £ 13
months ago (compliance < 10% months ago (compliance £ 10%
overdue) overdue)
e Patients registered > 13 months e Patients registered > 13
ago (compliance =0 patients months ago (compliance =0
overdue) patients overdue)
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Old vs. New: Follow-Up and Forms

_________lod ______________|New(planned)

Follow-Up (Vital Two measures One measure
status update) e Patients On Treatment e All patients combined
(compliance level £ 15% (compliance level £ 15%
overdue) overdue)
e Patients Off Treatment e Denominator= Patients with
(compliance level £ 20% last known status of Alive
overdue)

e Denominator= Patients with
last known status of Alive
Submission of None Overdue post-baseline forms
Forms e Denominator = All forms
submitted in last 13 months +
any currently overdue forms

SWOG Leading cancer research. Together.



Thank you!
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