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What defines quality?

NCTN Grant Submission required data on

Timeliness
Were the required data forms submitted?
Were the required data forms submitted on time?

Accuracy
We don’t compare submitted data to source documents (other
than audited and monitored charts) so...
Is the submitted data free of queries?
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How does SWOG facilitate data
submission?

 Expectation System: Created to identify the submission
requirements for forms, reports, specimens, patient
completed forms

* Expectation = Anything that is “expected” to be submitted to
the Statistical Center

* Protocol-specific data requirements

* May be posted conditionally based
on treatment arm, stratification factor,
form disease status, consent answers, etc.
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Expectations, Expectation Reports and
Institutional Performance Review (IPR) Reports
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When are expectations posted?

1. Atthe time the patient is registered
2. During protocol treatment and follow-up
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At patient registration

* Baseline requirements (Initial Forms Set)
* Forms (e.g. On-study, Baseline abnormalities, Baseline tumor assessment)
* Pathology/Operative reports
* Specimens
« Other study-specific items (e.g. Quality of Life questionnaires, imaging)

« Defined time point post registration (e.g. Week 4)
* Quality of Life questionnaires, other study-specific forms
* Specimens

« Appear on the Confirmation of Registration
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Confirmation of Registration

Expectations for this registration
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During protocol treatment and follow-up

* Dynamic, time-period specific
* Looks at next form due based on treatment schedule
* “Period beginning” is determined from patient’s previous visit
* Submission schedule based on data stored in the SWOG database
regarding expected patient assessment times
* Forms for most treatment studies include
* Adverse event, treatment, follow-up tumor assessment
* Newer forms and specimens are now being added

* e.g., 51802 prostate study with cycle-specific PSA, testosterone forms, S1614
cycle-specific lab values
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Follow-up expectations

* Follow-up time
* Calculated as days between the day the report is run and
the patient’s last contact date (date last known to be alive)

« Last contact date
« Studies prior to 2019 - updated from any one of a number
of forms: treatment, adverse event, follow-up tumor
assessment forms or SWOG Follow-Up Form

* New! Vital Status Update form
* First introduced in 2 GU studies, S1802 and S1806
* Wave of the future — now on all studies going forward
XSWOG 0 == [ ]

Vital Status Form

SWOG
VITAL STATUS FORM

- Regitraton stop |_|

Patient Intals wEm

i this form is made with the patient for any reason| This form should be.
sUbmitied prior 10 any other data entry relaled to that visit] Date is in DD MON YYYY format.

Vit St5tus (1, pin subrt et of Dt aiwe  Cloead
Date offast contac (1 duad, peaso anercat cf ) [ENjERR]EREN]

Comments
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Follow-up expectations

* Frequency and length of follow-up is protocol specific
« Expected while patient is receiving treatment and after off-treatment

Trestment for 2 years itz svany morths | iy morthe o 3 sttty
(] =] g [ ] [art] =
Fegiswation OffTreatrrert Follow- Ly
Compiets
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Purpose of Long-Term Follow-up

« Continued medical surveillance @&
* Treatment toxicity resolution

* Meaningful end-results reporting
« Accurate survival data

Follow up!

* Reporting of long-term adverse events and treatment related
malignancies
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Specimen Expectations

* Specimens can be for determining eligibility, translational
medicine studies, future use (banking)

* Some specimens can be opted out of by the participant per the
Informed Consent and recorded during the registration process;
expectations for patients who opt out will not be posted

* Baseline specimens are part of the Initial Forms Set
* Post-baseline specimens
* Increasingly, specimens are required per protocol

« If a post-baseline specimen expectation is posted for a patient who did
not consent to specimen collection, notify the SDMC =» we’ll fix it!
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Due dates

* New guidelines from CTSU = 15/15/30 for Baseline/On
treatment/Off treatment data
* Baseline data — due within 15 days of registration
* On treatment data — due within 15 days of visit/event
« Off treatment data — due within 30 days of visit/event
* Always check Section 14 for data submission timelines as older
studies will be different

* Specimens (baseline and post-baseline) — Per Section 15. Typically...
* Blood products, urine — due within 15 days
* Tissue — due within 28 days of...but check protocol for actual time frame
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SWOG Reports for Quality

* Expectation Report

« Institution Performance Review (IPR) Report

*Query Report :H
«Ineligible Patients Report REPORTS

*SWOG Patients in Follow-Up
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Data: Modes of Entry

* Pre-Rave: Data entered via the CRA Workbench and
are applied to the SWOG database immediately

* Rave: Data are applied to
the SWOG database
overnight and appear on
reports the next day

A SWOG
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How do | access the reports?

» Navigate to the SWOG CRA RSWOG %
Workbench J—

e “Reports” link on the left
site, mid-way down
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Expectation Report: 2 Versions

* Monthly Reports
« Static report generated at the beginning of the month

¢ Current Reports
* Dynamic report that reflects up-to-the-minute database status

* Both
* Downloadable to Excel
« Identify overdue expectations which affect IPR statistics with a
code as to which category it belongs

A SWOG
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Monthly Expectation Report

3108 MONTHLY WST, EXFECTATION AERORT
NeoRr caANTE: KSR
DATA MANAGEMENT INSTTUTION: Kalsar Pars NCORP-13855

(pdf)
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Current Expectation Report
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Expectation Report — Baseline Expectations

Expectation Quaier
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Expectation Report — Dynamic Expectations

Data Management Institution: Kaiser perm NCORF (CALS4)
Follow-up Insthtutlon: Koses Perm NCORP (CAIS4)
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Expectation Report — Follow-Up Expectations

Data Management Institution:  Kaiser Ferm NCORP (CALS4)
Follow-up Institutions Kaiser Perm NGORP (CA154)
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Specimen Expectations — Example

EXPECTATIONS
Fiter Critoria
show only patint 703908 ‘Show only stugy # 51410 ‘Show only nvestigator # Disease Typo: [[ALL- V]
show only registations aftor (mmiaaryyyy) ‘Show only lems duor O Bofore O After (mmidryyyy) PRLAL
“Within upcoming 90 days only
Aopty | [[Roset |
[ Export Report Data to Excal |
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Specimen Tracking — Choose Specimen

xowos = NN — <eTS

‘specimen or Material Type Material Requirements. b

Blocks only opto

Winole Blo0d Red top tube, 5 ml whole biood | Only option

o Winole Blocd Green top tube, 5 ml whole bicod | Only option

Columus, OF

it
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Specimen Expectations

« If a specimen cannot be collected

* “Notify that Specimen Cannot be Submitted” function on Specimen Tracking
Resolves the expectation

O swoe_

XSWOG

Institution Performance Review (IPR)

« Statistics used to monitor and measure an institution’s
compliance with data submission requirements
* Are required forms being submitted?
* SWOG Policy #33: Compliance guidelines
« Updated in October 2017
* The IPR report is run monthly and contains

the compliance rates (percentages)
for each category

A SWOG

Expectations, Expectation Reports and
Institutional Performance Review (IPR) Reports
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Tracking Compliance: IPR Report

* Four categories
« Initial Forms Set (baseline data)
* Post-baseline forms submission
* Vital status updates
* Specimen submission
* Overdue items contributing to the IPR categories are identified on the
Expectation Report
* IFS, IFS13, FORM, FUP, FORM/FUP, SPEC, SPEC13
« Definitions on “Expectation and IPR Reports” page
* Posted on the SWOG CRA Workbench and mailed to the Pl and Head
CRA of the LAPS/Member/NCORP
ASWOG o g e

Initial Forms Set (IFS) Compliance Level

 Expectations “associated with” patient registration
« Registrations within the last 13 months: Patient has any IFS
expectation more than 30 days overdue
* Out of compliance: If >10% of patient REGISTRATIONS are
overdue
* Registrations greater than 13 months ago: Patient has any
unresolved IFS expectation
* Out of compliance: If any patient REGISTRATION in this
category
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Post Baseline Forms Compliance Level

* Any post-baseline expectation (except specimens) that
are more than 60 days overdue
*Denominator is all forms due within the last 13
months + any overdue forms from
* Out of compliance if >5% of FORMS are overdue

ASWOG o g e

Expectations, Expectation Reports and
Institutional Performance Review (IPR) Reports
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Vital Status Update Compliance Level

*Update to patient’s last contact date is more
than 60 days overdue
*Out of compliance if >15% of PATIENTS being
followed are overdue
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Specimen Submission Compliance Level

*Specimens due within the last 13 months: Patient has
any specimen expectation more than 30 days overdue
* Out of compliance: If >10% of patient SPECIMENS are
overdue
*Specimens due greater than 13 months ago: Patient
has any unresolved specimen expectation
* Out of compliance: If any patient SPECIMEN in this
category
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IPR Statistics and Report

SWOG Institution Performance Review Statistics
Data as of 03/02/2019

Principal Investigator

DM Institution:
A, Registration steps lacking submission of Intial Forms Set
‘A1, Registrations within last 13 months 32 1364%)
A2, Registrations more than 13 months ago o
B. Overdue Vital Status Updates 161156 10.26%
C. Expected forms (post-baseline) not subrmitied 7388 1.96%
D. Expected specimens (post-baseline) not submitted
D1. Specimens expected n the last 13 months 2124 833%
D2. Specimens expected more than 13 months ago 0
E===—o) “Indicates out of compliance
ASWOG o g e

Expectations, Expectation Reports and
Institutional Performance Review (IPR) Reports
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Institution Suspension Risk

*Two Consecutive Months
« If an institution remains out of compliance on any
measure for two consecutive months, a warning email is
sent to the Pl and Head CRA

*Three Consecutive Months
* The institution is at risk of suspension with loss of
registration privileges. If not corrected within 1 month,
the institution may be suspended
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Query Report

* Not tied to Expectations or IPR

* Will be a future component of site performance

* Just as important

* Located in the Reports link on CRA Workbench; future plans to push
out to sites in a monthly report

Reports

Please select the reports you wish to display

Expectation and IPRReports.
Query Reports

It Patients Rport
ASWOG S ——]

Query Report: Example

QuERies

nnnnnnn  invostgtor Disease Typo [LEUK V]

[2wmy] [Rosat
Expor Report Daia fo Excol

3212019 4:10.26 PM
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Ineligible patients report

« Eligibility determines whether patients will be
included in the primary statistical analysis
* Check your ineligible patients

* Currently not a performance measure, but...

Reports
Expectaiion and IPR Regarts
Queey Raparts

Inetigubie Pasents Regrt

* Review your patients that are coded as ineligible

* N =clinically ineligible [Check. Was there a data entry error? |

* NI = Insufficient information [ Eiigibility can't be confirmed, material unavailable.

NR = Reversible [ Missing information!_Reversible if data submitted! |

A SWOG

Ineligible patients report

INELIGIBLE PATIENTS.
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Patients in Follow-Up

Patients in follow-up
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 perm NoORP +

CATSA - Kaiser Perm NCORE

0034 KaiserpermanentecoL.
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50820 PACES)Potenia Patients

For SWOG-credited Registrations
a10G.craated Regstatons or 3 Given Date Rangs

‘Acerut for SWOG <redtedRegisstons by Rsce sng Sex

Expectations, Expectation Reports and
Institutional Performance Review (IPR) Reports
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Patients in Follow-Up

SWOG Patients In Follow-up

.........

CTSU Reports

* Data Quality Portal (DQP)
* Delinquent Forms
* Queries

* Includes
« All SWOG Rave studies

* Other Network Group
Rave studies

KSWOG

KSWOG -

== 1

High quality data are essential for
good studies...

...Your efforts are essential for high
quality data

A SWOG =
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