SWOG SDMC Update

Statistics and Data Management Center

Rodney Sutter, CCRP
Program Director, Therapeutic Studies
SWOG Data Operations Center

9/28/2018

Seattle, WA
Leading cancer research, Together. SWUG°
SDMC Updates
8:15-9:15
General SDMC Updates Rodney Sutter
RECIST 1.1 and SWOG Louise Highleyman
Protocol Section 10.0
S1304: Expanded Rachael Sexton
Data Collection
LungMap Updates Mary Redman
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Specimen Tracking — Updates
¢ Log a Specimen:
« Filtering Tool and Material Requirements
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Specimen Tracking — Updates

« Specimens that cannot be submitted :“m
* Indicate this in Specimen Tracking PRET—
* Resolves the Expectation Ve Ut Coavent ey
) e e
* Specimen Manager Reacts
« Show only those not submitted L
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Vital Status Form — New!

SWoG
VITAL STATUS FORM

Patient identifier I I Study Identifier | s I Registration Step |:|

Pratient Initials L FM)

Page: Vital Status

Instructions: Please complete this jorm when contact i made with the pabent for any reasovvl This form should be
Fubmitted prior to any other data entry related to that visit] Date is in DD MON YYYY format

Vital Status [ dead, please submt Nobce of Deam)

Oaive  ClDead
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Commants
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Vital Status Form — New!

« Banner page in Rave updated

=TT

ationt 10 Cusraat vitl status” Aliva Envcoliment Date: 22 Ape 2015
Pabent kstials (LFM Current dato of astcontact o death: 10 May 2016 | SN

« Folder Structure
4mmmm 3 \ital Status Folder near the top

» Will contain two sub-folders
» Vital Status (On Treatment)
» Vital Status (Off Treatment)
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Vital Status Form — New!
« Reduce repetitive data entry for CRAS!
+ Removes complexities of collecting LCD and Status
from multiple forms
* More efficient to track this variable for SDTM mapping
« Site staff will need to update this form first
« Will be introduced in 2 new GU studies:
¢ S1802 (activated)
¢ S1806 (in development)
* New activations
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Data Operations — Moving!
* Physical Move: Friday, Oct 19 — Sunday, Oct 21
¢ CLOSED on Friday, Oct 19
¢ Scheduled Downtime: 9:00 a.m. PT (12:00 p.m. ET) on
Friday, 10/19 through Sunday, 10/21
» OPEN: Unavailable for SWOG-coordinated trials
» CRA Workbench: Unavailable for pre-Rave data
submission and queries, access to Expectation and
IPR reports
» Specimen Tracking System: Unavailable
» Data Operations Staff: Unavailable — by phone
and email
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Data Operations — Moving!
« Things to make note of:

» RAVE: No impact. Entered data will be uploaded to
the SWOG database on Monday, Oct 22

» Data on servers are backed up regularly

» Plan ahead — Work up new patients earlier that
week, log and ship specimens before or after
scheduled downtime

» All systems expected back up by 12:00 a.m. PT on
Monday, Oct 22
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Data

Operations — Moving!
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Data Operations — Moving!

» Forward this information to applicable staff

» Any concerns or questions prior to the outage may

be directed to: datamanagement@crab.org

SWOG Data Operations Center
Cancer Research And Biostatistics
1505 Westlake Ave N, Suite 750
Seattle, WA 98109-3050

Phone:  206-652-2267
Fax: 800-892-4007
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Please Welcome,

Louise Highleyman
SWOG Data Coordinator

RECIST 1.1 and
SWOG Protocol Section 10.0
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