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Data Submission
Pre-Rave & Rave

VICKY KIM & JOSEPH SANCHEZ
CLINICAL RESEARCH DATA COORDINATORS
SWOG STATISTICS AND DATA MANAGEMENT CENTER (SDMC)

Overview

Pre-Rave: CRA Workbench
Also known as Chart Manager or the Legacy System

Used for studies activated prior to April 2012
Currently in use for 29 SWOG studies

Rave
Used for studies activated after April 2012

Currently in use for 58 SWOG studies

Pre-Rave

Data Submission
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CRA Workbench: Overview

4/12/2019

Access
Organization
Data Submission
Amending Data

Query Resolution

CRA Workbench: Access

[ e

Member Resources
SWOG.org

Member Login Tools

Your place to get tools and information for SWOG Cancer Research Network

1, dlinical Trials

Member Resources

[ 4 Workbench

CRA Workbench

Q.|| member pirectory

SWOG Meetings

CRA Workbench: Access

Data Submission

\ CANCER
RESEARCH CRA Workbench
\ MNETWORK
Welcome to your Workbench!

CRA Workbench Home

® Hello Vicky Kim!
Patient Management You are a we for the following insfitutions
(OPEN Patient Registration SWOG Statistical Ctr

SWOG - SWOG
What's New!
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Lookup

Look up 1-4 specific patients

Up to 4 specific patients SWOG Patient Number(s):

I B
I B

List of patients
By Study oreor ot of the foltoung:
By following CTEP investigator ID Study Number:
By CTEP institution ID

CTEP Investigator ID:

To lookup a CTEP Investigator ID,
Filters g0 to www ctsu.org, click the RUMS

tab, then the CTEP ID Search tab.
Only show alive patients CTEP Institution 10 (e.g.
IA001):

Only show patients with unresolved
expeCtatlons [} Show only alive patients
Only show patients with outstanding [ Show only patients with
queries unresolved expectations

[ Show only patients with
outstanding queries

CRA Workbench tome
Lookup Again

swog

Seeny  Res Lookup results

Humber  Step Select individual patient chart

Arranged by patient number

CRA Workbench: Organization

Default tab = Patient Info

SWOG PatientNo: ***  SWOG Study No.: 51007 Reg Step: 1  Patient Initials (L,F M): +

I Patient Info Forms pectations | Queries I

- llvou have outstanding queries requiring your response! Please click on the ‘Queries' tab above.

Registration -

Date:
Registering - Registering -
Institution: Investigator:

Following e —_— Following

Institution: - - - Investigator: -
StatusAlive Last Contact Date: 10/15/2018

Refresh this page to see updates refiected.

Data Submission

4/12/2019
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CRA Workbench: Organization

Forms tab has up to 5 sub-tabs

Patient info_| ST Expectations | Queries

| T on rssment_rotowsn | aor

Baseline Forms
Click to complete or amend

Date Submitted
Click to view

4/12/2019

confirmation
51007 Prestudy Form - Randomized Study 83172016
Re-generate
image

Patient Info, pectations | _Queries

Baseline Follow-up QoL

On Treatment Forms.

CRA Workbench: Submit Data

Date Submitted

‘1007 Adverse Event Summary Form

Glick to complete or amend Click to view
confimation
sy () $1007 Treatment Form
Reporting Period = 24 months (2 years) 90512018
Re-generate image
Reporting Period = 18 months 412472018
Re-generate image
Reporting Period = 12 months (1 year) 121802017
Re-generate image
Reporting Period = 6 months 91872017

Re-generate image

SOUTHWEST ONCOLOGY GROUP.
51007 TREATMENT FORM

e s1007 2
Patientinitls: % (LFM)
Reporting period:

X6 months _ _ 18 months _ _30months __
R R —————————————
Patticipating Group: Group Name/Study No.Patient 1D

Instructions: Pease compets s form at & marihs, 12 monihs, 18 months, 24 monihs, 30 morihs, 36 months, 4 years and  years afer

Torm.

STATUS
Vital Stat

Dead  Date of Last Contactor Death: |05 |/[01 |/[2017

(submitNotce of Death)

© e

Has the patient progressed per the definiton in Section 10.0 of the protocol?

TREATMENT

for Onm

® A 2 Endociine therapy alone

@ves ONo
(0ne calendar day afer he end oate of e prior reporting
[period. For intialreporting period. one calendar day afier
registration date for ths step.)

& o

Reportng period snddate: [58[27 | [2017

wegnie[ss |0 e

Data Submission

o OYes
(submitFollow Up Form and Of Treatment Notice)

Editable
Version
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I ] Submitted successtully on 2262019 5:49:34 AM. Thank you, I
orm t
SOUTHWEST ONCOLOGY GROUP
$1007 TREATMENT FORM
e s1007 2

Patient niials: & (LFW)
Reporting period:

X6 months _ 12 months (1year) _ 18 months _ 24 months (2 years) _ 30 months _ 36 months (3years) _ 48 montns (4 years) _ 60 months (5 years)
InSUUtON/Aiate; NN S RS W Physician: e
Partcipating Group: Group Name/Study No Patient D o

Instructions: Pease complete s form at 6 months, 12 moths, 18 months, 24 months, 30 moriths, 36 menths, 4 years, and 5 years afer
ndonizatr bank feids

n form.
STATUS
Vital Status: X Alive _Dead Date of Last Contact or Death: 06 / 01 / 2017
(submit Notice of Death)
XNo YO8 4
TREATMENT

igned _Am 1
X Aim 2: Endocrine therapy alone.

XYes _No

(One calendar day after the end date of the prior reporting

Reporting period start date: 02 / 27 / 2047 period. For iniial reporting period, one calendar day afier
registration date for this step)

Reportng perod end date: 08 1 27 / 017 Confirmation
Weight: 85 .0 ko Page

XNo
_ Yes, chemotherapy continuing
ves,

CRA Workbench: Amend Data

Patient Info, pectations | _Queries

Baseline Follow-up QoL

On Treatment Forms. Date Submitted
Click o complete or amend Click to view
confirmation

(=) 51007 Treatment Form
Reporting Period = 24 months (2 years) 952018
Re-generate image
Reporting Period = 18 months 412472018
Re-generate image
Reporting Period = 12 months (1 year) 121802017

9/18/2017
Re-generate image

‘1007 Adverse Event Summary Form

CRA Workbench: Amend Data

Confirmations will indicate if the data are amendable online or not

. ully on 1/11/2011 5:06:56 PM. Thank you, .
The data on this forn] may be amendedby selecting the editable version of the form from the respective Forms tab.

. Thank you, 2

not amendable online.JPlease print and fax a copy

ar corrections.

.Suhmmed successfully
The data on this form i
to the SWOG

Data Submission 5
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Not Amendable Online

Older studies may have some forms that are not amendable online

Instead, print the confirmation, make changes, and fax to SDMC

Follow-up Forms Date Submitted
Click to complete or amend Cllick to view
confirmation

Off Treatment Notice
Follow Up Form
$0221 Supplementary Follow Up Form
80221 Trastuzumab Use Form
) Noice of Death —) 242008

$0221 AC or AC+G Adverse Event Form

Data Submission

Complete or amend applicable fields on the form

Button options:

[ Submit ] I Save without submitting I I Cancel/Close form

Edit Checks

Errors (red light) must be fixed
before form can be submitted

.Dafe of Last Contact or Death is prior to the date of registration to this study and registration step
-Cycfe Start Date is priot to the date of registration to this study and registration step.

.Dafe of Last Treatment for This Cycie must be on or after Cycle Start Date.

Wl 0ate of Last Treatment for This Cycie must be on of hefare Date of Last Contact or Death.

Data Submission

4/12/2019
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Edit Checks

Warnings (yellow light) must be
acknowledged before form can be
submitted

[E)serm Greatinine Gollection Date is aer the regisration date 10 this study and registration step (Eg‘::;”ﬁ""g
[@Urine ProteindCreatinine Ratio s necessary for sligitilly verification and should not be et blank Explain in
comments

Edit Checks

Green light means successful
submission

Submitted successfully on 2472011, Thank you,
T data ox this form may be ameaded by salacting tre aditable vorsion of tha form from the respactive Forms tab.

CRA Workbench: Queries

Data Coordinators evaluate submitted data for
Eligibility
Study compliance

Response assessment

Off treatment decision
Serious adverse events (SAE)
Death circumstances

Queries are written to clarify or correct missing or inconsistent data

Data Submission 7
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Query Resolution

Queries can be found in two places
Pre-Rave Data Submission = Queries tab
(patient-specific)
Reports = Query Reports
(site-specific, across all studies and patients)

4/12/2019

SWOG PatientNo: ' SWOG Study No.: S0319 Reg Step: 1 Patient Initials (L,F M):

_Patientinto | Foms | Expectavons [TCIINE

‘your response as ile. 1 the query is for an online amendable form please make those changes
oniine. Ifthe query s for datathat data sheet 1o lne
SWOG Data Operations Center al 800-892-4007. PLEASE NOTE' Even f you don't have commections for every page of a form that prints out,
please send ALL pages of the form and include patient initals and SWOG patient number on every page.

The query will dispiay on Y the request and clicked the 'Resolved button below.

Any questons shoulg be dreced o he Data Coordinalor o s stucy al 206.652.2267. I e Nole Type says CRA of ELIG, hese arefor
informational purpases only and do not necessarll require your response. CRA notes may be femoved by clicking the ‘Acknowledged butto

Please Note: Replies wiitien on a printout of this page are NOT acceptable documentation.

50819 Data Coordinator:

NoteDate  Author Note Type Note

82672013 LGK  REQ ‘Submit all pages of 10/15/09 Whole Body PETCT scan. We only received pg
2

8282013 AH REQ Please submit the radiology reports for the 12/30/2009 Follow Up Tumar
Assessment

8282013 AH REQ 12/3012008 Follow Up Tumor Assessment: Please amend 1o include the

Assessment Type for the skeleal mets as well

4452012 cum CRA: FY1. this patient progressed on 11/24/10. Pt's MBL disease increased
>20% over the smallest sum seen (5.2cm on 8/31/10). Pt shouid have been

from Tx at ths time.

Queries
Fitor Crieria

Show oy patien # Show oy sty ‘Show ony imestigator & Oissase Typw: <AL~ v
Dota Management nsttution:

472013 2043 P04
Followup Insttutions:

W) o0 ol A Iovestiator  Study  RoveFolder Raveform  Raverield  QueryDate Author Query

arses s007-1 nonois 15 Plse ek Supgmenian of Trsmen:
22000 sou01 -2 S |1 et ks ot o R
196482 so30-1 womn 15 Please amend Ovaran Funcion assessm

e A e e arson
e o

198402 sozz0-1 Wz 15 Pesse amend Ovarian Assessmant form for
230602 sos1-1 sasaon A ;kmurafr;ﬂa;‘;:mmmmmm

e
n.mm ety w53 S T g,
o Gieers e S 048 T

20602 sosm-1 s A »wv’-t*ww g for Gy 5
dtiad fram previous el
23602 so1-1 s a G 8 Reporen fom: Ns-i: et the
portable svents forthe
210483 S1115-1 caselne ‘Ongtudy: Pt prim Srninis i et o BT
Sratease " Tumer) e e
Sescrpion Blesse expia by

eyt sk e ot al B¢ preEart st
bnah e o

2000 St115-1 saselne Gratudy: Paiert Regional Lymph S/28/2013  chrise e 674 Al bz fsted o0
and Dueace  Nodar R S i i
Descrpbon present ok aseine mustbe reporad.

Data Submission
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Switching to Rave...

Rave

Rave: Overview

Access

Organization

Data Submission
Query Resolution/Amending Data

Resources

Data Submission
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Rave: Access

Invitations are sent to join IRB-approved study
Sent to “Rave CRA” role on SWOG Roster
Only Head CRAs identified as “Rave CRA” by default
Request role modifications from Head CRA

Logon using Rave username and password
Accept invitations to studies

Satisfy eLearning requirements

4/12/2019

Rave: Access

© Welcome to iMedidatal You successfully logged in

Apps Studies (5) Tasks
@ medidata S Medifiex 5614 (DEV)
Rave 50820 (ey) prom—
sWoG 5 50820 (Tst) —
& 0931 (Dev)
o @ swos Rave 56 EDC Essentals for Cinical

Angela Smith (angelas2)
Locale eng EDC inspoction Readiness for Cinical
Paciic Time (US & Canada) Sites

Account Datalls Rave 56 Advanced Rave EDC for Site
Uedidata Users

Data Privacy Considerations for
Ciinical Systems

This is the imedidata portal to all RAVE studies you have access to, both SWOG & non-SWOG

Rave: Organization

Rave is organized by study

There are no cross-study reports / functions or ways to view
information about more than one study at a time in RAVE.

Study >> Site >> Subject >> Folders >> Forms

Data Submission

10
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site has

All patients this

registered to

this study & 200112
& 200113
Q 20014
& 200115

Rave: Organization

7 Task Summary: Site
> 4 NonConformant Data
5> (@ Open Queries

> [ Sticky Notes.

5> © Overdue Data

Subject ;
Advanced Search
Subject
& 100107
& 200100

Subjects

& 200101
& 200102
£ 200103
£ 200104
& 200105
& 200106

& 200109 outstanding tasks
& 20110
S 200111

2 2008 Task Summary, which shows the

Rave: Organization

& 200120 ] Grid View

5 Enroliment Forms [BNew Subject

3 Onstudy

3 Audiometry [ Jvisic Date ¥ Task Summary: Subject Pages

3 Colonoscopy l@‘ Enrolment Forms 04 Apr 2012 (> 4 NonConformant Data (1=}

3 Month 3 3 Onstudy 04 Apr 2012 (> @ Open Queries o8
|&B]Montn 3 04 Jur 2012 0> O Sticky Notes org

(> © Overdue Data or?

Add Event [+] [Add) particular patient.

Icon Key

(CRF Version 17 -Page Generated: 04 Apr 2012 10.26:45 Pacifc Dayight Time

Tasks, folders, & forms specific to this

4/12/2019

Rave: Organization
Forms in Rave will look different from their paper CRF
counterparts.

Rave allows us to show you only the folders, forms, or even parts
of a form that apply to your patient.

Some Rave forms may not appear until certain questions are
answered a certain way.

Data Submission

11



Clinical Trials Training Course

Rave: Organization

Patient 0: 257790 Patent s (LFI): v

Subject 237799

Page. Baseline Tumor: Assessment - Disease Assessment
RECIST1.1

[ ]Ost11s] & crsursTor] & 207768 S Disease Assessmen] [ Baseine Tumor: Assessment

EntolmentDate 05 SEP 2012

E

Record the requested informration for al target lesions and allsits of other disease. Please refer to Section 10.0 of the protocol for definitons.
total, Record any

and all

Use the Cor r any

Does the patient have target lesions?

Does the patient have non-target disease?

 Yes No

© YesO No

Lesions assessment and/or measurements provided by

Was FDG-PET imaging used to evaluate patient for

(O}
0 /8
) Radiologist @ Treating physician O # 11
Qs®
os®

Printable Version View PDF _Icon Key
(CRF Vorson 74 - Pago Genoratod 10 S9p 2012 12:48.28 Pacc Daylght o

malignancy? )YeseiNo O 4
If Yes, date = ’
Listall for malignancy
# | Tests/Studies Assessment Date
1 [= [*XA}
Add a new Logline Inactivate
Comments
(o3
ir but r i button. Note that
it chacks will stillire.
Save this form, but don't submit to SWOG yet. n osm

Save | [ Cancel

4/12/2019

(] Disease Assessment

[7] Baseline Tumor:
Assessment

(3 Disease Assessment

3 Follow-up Tumor
Assessment

[& Baseline Tumor:
Assessment

[ Baseline Tumor: Target
Lesions

[] Baseline Tumor: Non-
target Disease

Rave: Organization

5 Follow-up Tumor
Assessment

[ Follow-up Tumer:
Assessment

[7] Follow-up Tumer:
Target Lesions

[ Follow-up Tumer: Non-
target Disease

[} Source Documentation:
Follow-up

Rave: Organization

Rave Form Display document
Found on the swog.org study page in the Master Forms Set
Lists all forms and when they appear

Whatistheform | Where can find

Paper Form calledinRave? | the formin Rave?

When does the form show up in Rave?

Baselne Tumar
sssessment

ssetne Turor
Sastine Tumor —
Assessment Form o Jer * *

T Baseine
1fon that form “Does the patient have target esons” = 1, the Baceline Tumor: Target Lesions
formul sopear.

[ P—

Torget Lesions

(RecsT L) " = ves, the Basaline
Ssaine Tumar il
Non-target Disezse
Followrup Tumor The Followup. Bascline
asessment submited.

1fon the BTA form “Does the patient have target esons” = Ve, he Follow-up Tumer: Toget
Lesions form il sppcor

(RecsTLY) olowrun Tumr = ¥es,the Follow-up Tomor: Non-
Mo bt boeme | Feloup Tumor torzet Discase form il ppeor.
s defintonin
Section "= o, a new Followup
A Followup Followup.

ot Trestmant Notice

the protocal’ = Yes or
protocol therosn” = o
i form can aiso b addes any Sme by using the “Add Event” dropdoun

Data Submission

12
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Rave: Data Submission

Parts of a Form

Logline Fields

Source Documentation
Conditional Field Display
Sticky Notes

\@ [gsma| 5 Test Ste (99999) 2, 2001 <5| (59Beseline| [ Onstudy. Petient and Disease Descrptio|

Patent0 200115 Patit s (LFVY Enolment Dt
Subject: 200115 ErE
Page: Onstudy: Patient and Disease Descriptian, Bacaiina, & G
PATIENT AND DISEASE DESCRIPTION | | 21
Zubrod performance status o=
Heignt ey fo! P 5]
Weight kg ooccn || Of | 8L
Date of initial metastatic diagnor For an unknown day, type 'un' in the. [=] e fi~
date box. For an unknown month, select
Site of
Liver i = lol|=
Bone metastases to sites in ifher he
ribs, skull) and/or the appendicular (clanf o o} s| s
femur) skeleton
Lympn emcompassec
——
radiaton terapy port (e0. above the aotuC DHICALGH, i1 o=
Bone pain Yes
No Of 7| =
Unknown
Within & monihs of registation, did the patient have any Grade
IV cardiac disease as definded by the New York Hearl p
Association Crteia, tromboemboli event, nstable angina Yes© No | OF /| B
pectoris, myocardial infarction(see protocol appendix 18.4)?
Save | Cancel

Rave: Data Submission

Parts of a Form — Saving & Resolution
After Save, static message appears at the top of the form

This form is saved. Scroll down the form to look for queries, sticky notes, and/or new
fields. Data are sent to SWOG when all system queries are resolved. After data are sent,
expectations will be resolved the next business day.

9

Data Submission 13
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Rave: Data Submission

Logline Fields

Can add as many loglines as needed
Can inactivate (not delete) any added in error
Save form after adding & completing each logline

Used to capture data about an unknown number of events

Make sure there are no non-conformant data error messages on the log line after saving.

Rave: Data Submission

Paper Version:

™ SWoG. (S ]
50820 COLONOSCOPY REPORT FORM
SHoG suay o [5] Pegation s 1]

o 0N

([0 (1 OO v ox [1J Qv
KO0 M [ ovow [0 oo

Rave: Data Submission

Subject 200114
Page: Colonoscopy Report: Adenomas - Colonoscopy.

Reason for colonoscopy

Date of colonoscopy

alosen] [l cscamn] O comscn s s

5
E oram
5] [eNA

Describe all adenomas found during this colonoscopy using the codes. . histology, and per
the greatest transverse diameter:
Excised? | % Vilous

i size Location Histology

1 I=] =
Add a new Log ine Jinacivate

dysplasia

YesO o B oveono |,

R

Distance
vighgrade o Landmark
=

landmark

Only one line available to start

Click here to add lines

Data Submission

4/12/2019

14
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Rave: Data Submission

Describe all adenomas found during this colonoscopy using the codes below for location, histology, and percent villous. Record adenoma size accordin)
the greatest transverse diameter:

4/12/2019

£ Size Location Histology | Excisec? | % Villous | High-grade dysplasia % Lancmark | Disiancz from lancmark —
1 1t Cecum Tubukr | Yes 0-23% No 0% |Ceaum | 2Zem V]
Z 1&mm | Leftcoon | Flal Yes 0-25% No 40% | Other 2Eem v
2 Rectum Vilous | No 26-75% | Yes 0% | Aws Jem v
4 2 Rectum Vilous | No 26-T5% | Yes N% | Aws I v

Add anew Log line| Inactivate

- If you want to remove a log line, you can click the “inactivate”
button, which will prompt you to specify which line you want
removed, & the data will be lined out.

Rave: Data Submission

Source Documentation
Rave has a special field that allows the upload of electronic documents
Add a new log line for multiple reports (if needed)

@ [Osmm [ . Test Site (99999) [ 2,2001 13[ 4 Source dnmmencs[ [ Upload source documentation -
Subject 200118

Page: Upload source documentation - Source documents D 7
Date of Procedure | E OrE
# || Document Type | Upload redacted document | |
1| .- | Bowse... | | | orm
UG e Log fime-inattvate

Printable Version View PDF Icon Key
GRF Version 17 - Page Generated: 03 Apr 2012 12:47:59 Pacific Daylight Time:

Rave: Data Submission

Source Documentation (cont.)
Document MUST have patient name,

552" atnz address data thoroughly P creticlp - nternet Explorer provided by . P
redacte ——

Prefer PDFs

D0 not combine different dOcuments gy s o asape ot o ot
as a single PDF. I the patients name in it and that the patients name has been

@ httpsy/ 049 mdsol com/Medid / a

Upload document

fedacted from the document

| POF od
| the method used whenever possibi (especialy for mulpage
| documents)

| Do not combine different medical record reports (operative,
pathology, radilogy. el ) s a single PDF. Each report mst be:
| ontfod soparatoly o stioamine dala review Furthormore, a

| single upload will nt resolve multple expecations.

Close Help Window

Data Submission

15
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Rave: Data Submission

[ (950820 [ 5 Test Site (99999)| 2 200118 (5 Source documents| [ Upload source documentation -

This form is saved. The data are sent to SWOG when all system queries are resolved

Subject: 200118
Page- Upload source documentation - Source documents PR3
Date of Procedure 2IFEB2012 G § W
# |Document Type | Uplead redacted document
1 | Operative report || 200118-Op-Resection docx | | VY

Add a new Log line Inactivate

Printable Version View PDF Icon Key
CRF Version 17 - Page Generaled: 03 Apr 2012 12:54:18 Pacific Daylight Time:

Rave: Data Submission

Conditional Field Display
Rave is programmed to show certain fields depending on the data that is
entered.

16

Data Submission
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2 [Q snszol CTSUTSTO1 [ gzamzn[ () Supplemental Agsms[ [) Supplemental Agemsl
Patient ID: 240420 Patient nals (LEV): UUU Enroliment Date: 29 Jan 2013
Subject: 240420
Page: Supplemental Agents - Supplemental Agents B
Planned assessment Month3 ] O
Calcium
Has the participant taken supplemental Yes
calcium since the previous visit? ® No o
Unknown
Aspirin
Has the participant taken supplemental ® Yoo
aspirin since the previous visit? . fe)
Unknown
NSAIDs (other than aspirin)
Has the participant taken supplemental %S
NSAIDs (besides aspirin) since the o o
previous visit? 9
Unknown
Statins
Has the participant taken statin -
medications since the previous visit? e o
Unknown

[ [s0820] 5= crsutsTon] 2 240452] 5 Supplemental Agents| 1) Suppiemental Agents vontn 3
Pationt 10 240452 Patont i (LEM) TS EnvolimentDate: 30 Jan 2013

This form is saved. Data are sent to SWOG when all system queries are resolved. After data are sent, expec
will be resolved the next business day.

Subject: 240452
Page: Supplemental Agents Month 3 - Supplemental Agents B

Planned assessment Month3 &

Calcium

Has the participant taken supplemental v

calcium since the previous visit?

Aspirin

Has the participant taken supplemental aspirin

ince the orevious visit? Yes @

If Yes, please estimate the frequency of <1 pill per week
taking each supplement since the previous
ot 2:5 pills per week

1 pill per day
22 pills per day

Estimated amount of aspirin per pill 2] = o

NSAIDs (other than aspirin)
Has the participant taken supplemental

NSAIDs (besides aspirin) since the previous No &
visit?

Statins.

Has the participant taken statin medications. N
V]
since the previous visit?

Rave: Data Submission

Sticky Notes
Used for reminders
Just need to check the “acknowledge” box and save the form
Will show up in Task Summary until acknowledged
Sticky notes do not affect green checkmarks

Data Submission

4/12/2019
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2 ] (@] su&zo] JE.cTSUTSTO1 l 2 240420] 5 Month 3[ [7) Adverse Events: Assessment -

Patient ID: 240420 Patient Initials (LFM): UUU Enroliment Date: 29 Jan 2013

Subject: 240420 .

Page: Adverse Events: Assessment - Month 3 B
Instructions: Report all adverse events observed. Document the worst Grade seen during the
reporting period. do not code a condition existing prior to registration as an adverse event unless it
worsens. Indicate if the adverse event results in inpatient hospitalization or prolongation of existing
hospitalization for 2 24 hours. Follow instructions in Section 16.0 of the protocol for expedited
reporting requirements on this study.

Reporting period start date 01Mar2013 % 7 ®

Reporting period end date 2 10Mar2013 ¢ ¢ ®
Were adverse events assessed during R
most recent time period? Yes &/ W

Did the patient experience any reportable
adverse events during this reporting

period?
[ Please complete AE Reporting form Yes &7 W

Opened To Site from System (19 Mar 2013)
[ Acknowtedge

Rave: Query Resolution/
Amending Data

System queries are generated by Rave
If no response box present, must change data to resolve
If response box present, may type response rather than changing the
data

All system queries must be resolved before the data are sent to
SWOG

Expectations resolved by next business day

System Query Example
@ [anszn[ . Test Site (39999) [g 2001 |3| 3 Aumomew[ [} Audiometry Assessmem_

Thisformis saved NG when 2l systen que olved. Aferdata a sent, expectatons will e resolved te next hus ness day.

Subject 200113
Page: Audiometry Assessment - Audiometry e

Was an Audiometry evaluation performed? Yes & 7§

Planned assessment
2 This field is required. Please complete.

Opened To Site from System (26 Mar 2012) Entry Error [=].- F @8

o ]
Date of pure tone audiomelry I Entry Error T=]51 Mar [<] 2012 a |5 "
If Other, specify @8
Comments @/ 8

Printable Version View PDF _lcon Key
‘CRF Version 17 - Page Generated: 26 Mar 2012 10:51:16 Pacifc Dayiight Time

Data Submission

4/12/2019
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System Query Example
@ [ (50820 £ Test Site (93999) | 2, 200115 | (5 Audiometry | [ Audiometry Assessmem_

Subject: 200115
age: Audiometry Assessment - Audiometry G

Was an Audiometry evaluation performed? Yes &/ W

Planned assessment.

2 This field is required. Please complete.
Opened To Site & ‘System (26 Mzrzlﬂgj Entry Error [~]Month 36 FH|l@¢ 8

o 2

Date of pure tone audiometry

If Other, specify

Comments

Printable Version View PDF Icon Key
‘CRF Version 17 - Page Generated: 26 Mar 2012 10:48:29 Paciic Daylight Time

System Query Example

5 [ (950820 | 2 Test Ste (39999) | 2,200113] 5 Audiometry | [ Audiomety assessment itontn 3 |
ss 0 when al syster Alr dataare sent expeciatons wilbereschved he raxt busress ey
Subject 200113
Page: Audi 36] iometry &7
Was an Audiometry evaluation performed? Yo @ 5 H
Planned assessment Month 36* & 7
Date of pure tone audiometry 15 MAR 2012°6% 7 Il
If Other, specify s
Comments g ru
Printable Version View PDF Icon Key
F Version 17 Page Generated 26 Mar 2012 10:57:49 Pacific Daylight Time

Rave: Query Resolution/
Amending Data

Special System Query: Save without submitting
The bottom of every form has a “Save without submitting” checkbox
An edit check requiring the box to be unchecked will fire a query
Edit checks will run on other fields as well

Data Submission 19
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Percent of colon surface area visualized % QR

Date of one-year postoperative body CT
scans e QrH

If you're not done completing this form, but want to save your work for later, check the box below and
click the Save button. Note that edit checks will still fire.

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

Printable Version View PDF Icon Key
GRF Version 17 - Page Generated: 26 Mar 2012 13:49:38 Pacific Daylight Time.

Percent of colon surface area visualized 0% Qo w

Date of one-year postoperative body CT
o BFEB2012 @ 5 W
Ifyou're not done completing this form, but want to save your work for later, check the box below and
click the Save button. Note that edit checks will still fire.

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

% This box must bs unchecked for 2
submission of this form to SWOG EnyEror 2] @ 7 ®
Opened To Site from System (26 Mar 2012)

Printable Version View PDF Icon Key
CRF Version 17- 26 Mar 2012 13:53: Time.

Rave: Query Resolution/
Amending Data

Manual queries are written by a Data Coordinator
If no response box present, must change data to resolve

If response box present, must TYPE response instead of, or in
addition to, changing data

Data Submission 20
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Manual Query Example

x| (50820 | 8 Test ste (39999) | 2, 200113 (5 Audiometry | £ Audiometry Assessment [Month 36] _

Subject 200113
Page: Audi

[Month 36] i B
Was an Audiometry evaluation performed? Yes &7 W

Month 36° % 7 B

Planned assessment

ate of pure f idiometry

2 This date does not correspond to Month 36 for this
patient_Please check

@
pationClilcaze.chcor IR, Entry Exror [=]15 Mar [] 2012 [N
| ==L
If Other, specify VIS
Comments (VIR

Printable Version View PDF _Icon Key
‘CRF Version 17 - Page Generaed: 25 Mar 2012 11:20:21 Pacifc Daylight Time

Manual Query Example

10| (/50820 [ 55 Test Site (98999) | 2, 200113] (5 Audiomety | [3 Audiometry Assessment [Month 36] _

Subject: 200113

[Month 36] - Audiometry B
Was an Audiometry evaluation performed? Yes &7 W

Month 36 & # ®

Planned assessment

Date of pure tone audiometry

2 This date does not correspond to Month 36 for this
patient Please checl

-2
patient Please check var2012 Per Query [=]15 Jan [~] 2012 [N
O Fixed typo
If Other, specify (VIR N
Comment [VIER

Printable Version View PDF _lcon Key
‘GRF Version 17 - Page Generated: 26 Mar 2012 11:20:21 Pacific Daylight Time

Manual Query Example

[ (950820 [ 4 Test Site (99999)| 2,200113] (5 Audiometry| [] Audiometry Assessment [Month 36) _

This form is saved. The data are sentto SWOG when all system queries are resolved
Subject 200113
Page: Audi

[Month 36] - Audi B
Was an Audiometry evaluation performed? Yes & 5 W

Month 36 % /

Planned assessment

Date of pure tone audiometry
2 This date does not correspond to Month 36 for this
patient Please check

15JAN2012° & 7
Opened To Sie from DM (26 Mar 2012)

© Fixed typo

If Other, specify 98

Comments VR

Printable Version View PDF_lcon Key
F Version 17 - Page Generated: 26 Mar 2012 11:25:06 Pacifc Daylght Time
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Rave: Query Resolution/
Amending Data

Both system queries and manual queries will be listed in the Task

Summary
Study Level
Site Level
Subject Level

7 Task Summary: Site Subjects
> 4 NonConformant Data 18
7 @ Open Queries P
240611

240728

240830

240833

240843

240845

240926

240996

1

B T Sticky Notes 1005
> © Overdue Data or®

1 | (DS1501| & Test Sie (39999)|
Suject y  Tosk Summary: She Subjects
yre—r— Summary Rebuking Cick o Rafesh
& ik NerConformant Coa ore
S @ @ Open s e
3 100101 ALl
1
o112
A soor1a
100104
0
& o (2
A 1o oo
& oy by
a wo0s =
a wos i
& tono b
A 1ot L
8 oz it
& oy P
a e i
am sa0103
a e 900108
a i
a > Elscky Notes ey
a ns > @Oreain Data oy

CRA Workbench Reports >> Query Reports

avenies
¥
ot s
Ehinen sutts
o) (s

Follouup Instnsions:

Patno paalea Investistor Study RaveFolder RaveForn  RaveField  QueryDate

o

22s000 soco -2 s
o soz0-1 e
ssate2 sozs0-1 a0
20z sosat-1 sruon

e
marancese

22 St seeine  Onstd rent Regesl Lymoh 5202033
i e o
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Rave: Resources

CRA Workbench
Rave Studies YES Rave Studies NO
Link to OPEN Data/Form Submission
Link to Rave Query resolution

Link to Specimen Tracking
Expectation report

IPR report

Queries report

Ineligible patients report
Training slides/documents

Rave: Resources

CTSU Help Desk

9:30am — 8:30pm ET Resources:
1-888-823-5923 BSA Calculator
ctsucontact@westat.com Calculated Creatinine
Clearance Formula and
Calculator
CTEP AERS

Multiple Resources
Links provided in Rave at the bottom left, including CTSU Technical Support
CTSU contact information OPEN Patient Registration

SWOG CRA Workbench
SWOG Home Page

SWOG Specimen
Tracking System

Questions?

SWOG Statistics and Data Management Center (Seattle, WA)
(206) 652-2267
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