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Clinical Trials Training Course

Data Submission
Pre-Rave & Rave

MICHELE COUNTS
CLINICAL RESEARCH DATA COORDINATOR
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 4 SWOG studies

Rave
Used for studies activated after April 2012

Currently in use for 83 SWOG studies

Pre-Rave

CRA WORKBENCH
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CRA Workbench: Overview

Where to access the CRA Workbench

How to look up patient charts

How the forms are organized

4/26/2023

About  The SWOG Netwol News &Events  Clinical Trials || Member Resources

Home / Member Resources
Member Resources

Advocate Resources

Member Resources

Breast Cancer Commons
CRAWorkbench Your place to get tools and information for SWOG Cancer Research
Digital Engagement Network trials.

Hope Funding Opportunities Tools

Membership +

Oncology Research
.»omfm Clinical Trials > U U CRA Workbench (>

Pharmaceutical Sciences

Protocol Tracking Reports

Member
Puticafons & Presenialion i SWOG Meetings

Radiation Therapy Faciity List

Recruitment & Retention

CRA Workbench: Access

Home / MemberResources / CRAWorkbench

I CRA Workbench

Popular Resources +

+  CRAWorkbench ==

Resqtirces & Your resource headquarters for SWOG clinical

CRA Manual (for Oncology + trial patient management. T
Latest CRA

Research Professionals)
Newsletter
Patient Reports / Data Quality &
Announcements Join the CRA Mailing st

Study Reports ® 4 :
i Updates to Specimen Tracking

Patient Management (Non-Rave A couple of updates have been made to the Specimen Tracking interface.
Studies) In Step 2 of Logging a Specimen, the “Filter"at the top has been updated
sothat now at least one key filte s required before a lst of samplesis

displayed. We are hopeful that this will make it easier to identify and select
the correct specimen. Also, to avert potential problems for when the Test

SWOG Latin America is chosen the “Test” button to
Initiative (SLAV) Registration the right side of the page and within the Test environment we have

Data Submission
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CRA Workbench Home
Lookup
Mookupd 4 spediicpaticns

Search by patient ID e
number \ \ \ \

4/26/2023

Look up a list of patients by one or more of
the following:

Study Number:

[ s1007 |

Generate a list of patients | mestonors:
e ek tne. AU vy, o the CTEP

CTEP Institution ID (e.g. WA001):

) Show only patients with unresolved
Filters 5 how only patients with outstanding

queries

Note: Submissions that return many records can
take several minutes to process.

CRA Workbench ome
LookUp Again

SWOG SWOoG i 1

b Rea Results of looking up patients by study

Number Number Step PR .
oaates  S1007 Select individual patient chart

Arranged by patient number

CRA Workbench: Organization

Default tab = Patient Info

SWOG PatientNo: '+ SWOG Study No.: $1007 Reg Step: 1 Patient Initials (L,F M): +

|
S

BlYou have outstanding queries requiring your response! Please click on the ‘Queries’ tab above.
Registration -

Date:
Registerin
Institution:

Following - s " Following
Institution: - - - Investigator: - -
Status Alive Last Contact Date: 10/15/2018

Refresh this page to see updates reflected.

Data Submission
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Rave

10

Rave: Overview

Access

Organization
Data Submission

Query Resolution/Amending Data
Resources

11

Rave: Access

Invitations are sent upon initial site registration approval in the
CTSU Regulatory Support System (RSS)

Sent to all persons with “Rave CRA” role on SWOG Roster

Only Head CRAs identified as “Rave CRA” by default

Request role modifications from Head CRA

If necessary, make sure you're on the Delegation of Tasks Log
(DTL) and that it's up-to-date

Logon using Rave username and password

Accept invitations to studies

Satisfy eLearning requirements

12
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Rave: Access

smedidata

- Help - Michee Counss -

apps.
RvE
M

Study Groups a

e

Join $1115 accept | dect
Studies a

Err—

5 Bt Wototes AN

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

13

Rave: Organization

« Rave is organized by study

« There are no cross study functions — only one study can
be viewed at a time

« The tabs across the top of the page increase in
specificity from left to right

Study Participant
Home pagel Site Folder

l | |

I o [ s1 826[ - Test Site (99999)] 2,501 I () Baseline [ [7) Onstudy: Patient and Disease Description I

Form

14

Rave: Organization

i | (51826 4 Test Ste (99999)

Subject / 7 Task Summary: Site Subjects.
Advanced Search > 4k NonConformant Data o9
‘Subject Participants > @ Open Queries. or9|
& 0 . > © Answered Queries or9)
o registered to the 03 Sty Notes o
& 70t study at this site B O sty ot
pago < < Pago 11 > | @ Requiing Review )

501
<«— Ahelpful tool 1

available on » © Overdue Data or|
every page > @ Cancel Queries 19

!

View patients with
outstanding tasks

15
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Rave: Organization

@ [ O LUNGMAP[ & cTSUTSTO1 | 2 705183

4/26/2023

5, 705183 Patnt0: 706163 EnvolentDate 26 Aug 2019 Patntnitas (FM) SIR
(3 Envoliment Forms Grid View]
3 NC1 Reporting [& subjoct Envoliment

Notice of P 1
5 ot of Progressin Visit Date [V Task Summary: Subject Pages
3 status Update (1) (& Status Update (1) 02 Jan 2020 |7 4 NonConformant Data org)
5 intention not to Regiser | G2 826210 26 Aug 2019 |V @ Open Queries 179

) (3 Follow-up 21 Jan 2020 Baseline-Eligiilty Criteria

1

3 Bassine (3 Deatn (1) 21 Jan 2020
(3 Folow-up ¥ [ Sticky Notes ord)
3 Death (1) V © Overdue Data ord]

Due dates within folders I

Forms and

Tasks specific to this parti
folders

|Add Event v Add | | +— Tool to add certain forms

Icon Key.
(GRF Version 2488 - Pago Genoratod. 04 Mar 2020 1335 44 Pacfc Standard Time.
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Rave: Organization

Paper Version

Rave Version

I e P vy atent s Descrton- Bastne
e e (SN G[WA]7 s T .
e Vi R
ot e
S T S RS — .
= E———
e [ ———
e o Ty G
Fm——— = P —-——— e
ety P 0

Hye, e c oy fom o v <2cm oo

[rp—— — [ —— T

ssonct s
[—— s oot omr o o s ity IS
s, cespoa. ooy o o)
St et o) .3 gt bt
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Rave: Organization

AEE [2.277408 [ CBasetine
Patent 0 277498 Envoiment Do 01 Aug 2019 Pabent intas (LFM) MMM
‘Age atrgistration (s 69

Subject 277498

B
Instructions: Record uding sites visualized only
by PET scan. Ploase refor to Saction 10.1 of the protocol for dafinitions. If an organ or ste has t0o many measurable losions {o moasuro at each
evaluation, Explain blank dates
in i all requi
Does the patient have measurable lesions?

—_—
Does the patient have non-neas urable disease? —

= Yos o
f yos, doos the patient have sites of disease visualized only b
by PET scan? Yes o
Was PETICT imaging performed for disease assessment? Yos ONo
Was bone marrow biopsy performed? Yes ' No.

1 yos, wvidence of lymphona in bore tmariow Posiive ONegatve © # B
Date of bone marrow biopsy.

2 s\
L ignancy.
| Tests/Studies Assessment Date
1 2 ‘ (Sl -]
Add a new Log line Inactivate
Comments ors

18
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Rave: Organization

4/26/2023

) Disease Assessment

[] Baseline Tumor:
Assessment

4 Disease Assessment

3 Follow-up Tumor
Assessment

[& Baseline Tumor:
Assessment

[0} Baseline Tumor: Target
Lesions

[0 Baseline Tumor: Non-
target Disease

) Follow-up Tumor
Assessment

[0 Follow-up Tumor:
Assessment

[ Follow-up Tumor:
Target Lesions

[0 Follow-up Tumor: Non-
target Disease

| Source Documentation:
Follow-up

19

Rave: Organization

Rave Form Display document

Found on the CTSU.org study page in the Master Forms Set

Lists all forms and when they appear

Paper Form What i the form

Where can 1 find

When does the form show up in Rave?

rolowss Tuor [ otoueup Tumor B

Torget Lesions

calledinRave? | the form in Rave?
Saseline Tumar:
Assessment The Baseline
Saseline Tumar Swline Tamar e Asesmene | 127 110 Doss h patent v et s~ e Basein Tomrs Tt Lesions
Assezzment Form rm il spper.
Torget Lesions i
(RecisT 11) = Doz the = ves the Baseine form
Bescline Tumor. ipedi
Non-fargt Disease
Followup Tumer The Follow-up
sssessment submited.

Assessment Form Lesions formwil appear.

e etouran ] sease Assesment/ | 1on th ST form “Does the patient have non-aceet iease” = Vs th Follow-up Tumor: Non-
ot rome | 7o1owsp Tumor | toget et form i sepee.
tfon the Folloawup form s cetmtenin

on the BTA form ‘Do the patint have targa lesions” = 1es, he Follow-up Tumor: Target

e Source Documentaton:

Section 100 of the protocal = 0, 3 new Follow-up Tumor Assessment sub-folder il ppear with
the forms forthe next assessment
Follov-up usethe Follow-up form to scan

the e
= ves or receive

per
protocol therapy” = o

1 tme by using the "Add Event” Gropdoun on the Subject tab

20

Subject. Enroliment Date:

Subject: 280360
Page: Onstudy: Participant and Disease Description - Baseline

Instructions: Submit this form within 15 days of randomization

AJCC Clinical Stage
What was the AJCC T category at study entry?

What was the AJCC N category at study entry?
What was the AJCC M category at study entry?

Did the participant experience weight loss in the last 6
months’

Ifyes, whatwas the approximate percentage of body
weight?

Does the participant have a history of brain
metastases?

Did the participant receive radiation to sites other than
the brain?

21

Data Submission

@ [D51929] 2 cT8UTSTo1 | 2, 260960 | = Baseline | [ Onstudy: Participant and Disease Descrption

Subject Infials (LEW):
on

Date is in DD MON YYYY format.

Performance Status  Fig|d Labels Field Entry Ofq ®
Height Ol &
Weight Ofq &
What was the date of the history and physical exam? — " Jlolqa
What was the participants initial stage of SCLC? OLimited OExtensive [0 B

[®] ER~
O] &
&} ER N
Oves ONo ||Of4 B
&}
Q
o

OYes ONo

e
e

OYes ONo R
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Treatment start date: v O /8
Date last received: [ Ml (oA~
B el C 9 Jorw
O Complete Responss (confirmed or unconfirmed)
O Parti i ur fir
O Partl Respanse (confrmed or nconfimed) oy g
O stable
O Progression
. Date of progres
@ CRétielp - Google Chrome - o0 x Date last received R
& swog.mdsol.com/MedidataRave/(S(dufemdgx. I =
Best response:
OYes ONo O ¢ &

Definitions of best response can be found in
LU 1

INGMAP protocol Section 10 ¥ ] ors
OYes ONo O ¢/ B
[ ) orm
OYes ONo O 7 B
i Y|
o z [ e O¢®

Comments
OH

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. 00/

Printable Version View PDF _Icon Key r
CRF Version 1975 Page Genraed: 31 Mar 2021 050,35 Paifc Dasigh Time Save | Cancel

22
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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 SWQOG when all system queries are resolved. After data are sent,
expectations will be resolved the next business day.

V.

23

Rave: Data Submission
Logline Fields

@2 ] (stez6 I JE.CTSUTSTO! ] 2 277371 l 9 Disease Assessmem] [ Baseline Tumor: Measurable Lesions
Patent 0.277371 Envolment Dt 17 Ju 2010 Patent ritas (LFH). WWW
Agestregistaton i) 68

Subject: 277371
Page: Baseline Tumor: Measurable Lesions - Disease Assessment
SITES OF MEASURABLE LESIONS
Tumor Tumor |
Sites of Measurable Lesion Method of A t | A Date
Dimension 1 Dimension 2

1 v v
om oo | om (o
Add a new Log fine inacivate

!

Click to add additional
log lines

24
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Rave: Data Submission

SITES OF MEASURABLE LESIONS

4/26/2023

# _|Sites of Lesion| Tumor Dimension 1| Tumor Dimension
1 | R External liiac 1.2 0m o) 1.1 0m o)
2 | T9 Vertebral Body 3.2.0m (oo 1.9 om (o
3 | Prevascular mediastinal | 3.6 cm toc) 1.7 om o)
Add a new Log fine [Inactvate
SITES OF MEASURABLE LESIONS
# | Sites of Measurable Lesion | Tumor Measurement Dimension 1| Tum
1| R Extornal llao 1.2.0m o0 u
2 | T9 Vertebral Body 3.2 cm pocx) 19
3 | Prevasoular mediastinal | 3.6 cm (o 7
INAGT_L - Log ins not required ¥ | Inacivate | | Canc
[ T A R
1 \ Measurabe  Measurement  Messurement  poueuument Dae - Sats |3V "X
2
H +[REW | poneen | 1o |PETCT | 539 o poutve | 103 pcm

2 | T Vertebral
Boy

U o pogy
32emumn | 19ememn | PETCT | 01 o posive

Peovasder E]
3 Seempmn | dFomumn | RERST Positve | 46-4(1000)
Add anew Logline Inacivab

89 (0000)

Py

Rave: Data Submission

Source Documentation

« Rave has a special field that allows the upload of electronic
documents

« New log lines can be added as needed to upload multiple reports

2 ]oswazs[ #2.CTSUTSTO1 ]gzmﬁ IﬁBasehne[ [2) Source Documentation: Baseline

Patient ID: 277371 Envolment Dafe: 17 Jul 2019 Patient nials (LFM) WWW.
‘Age at registration (derived) 68

Subject: 277371
Page: Source Documentation: Baseline - Baseline

Instructions: Use this form to upload reports from all Baseline procedures performed, as required per protocol.

Please ensure all source documents are properly and completely redacted and free of PHI before uploading to Rave. Using a black pen or
marker only works when the image is photocopied and the photocopy is then scanned and uploaded. Other ways to redact: electronic redactin
tools, covering PHI with labels or opaue tape, black correction tape, white-out or cutting out the identifiers and shred the clippings. Queries w.
be generated to replace images where PHI s stil visible. Please also ensure that file names on uploaded documents are free of any spet
characters (i.e. #,$, %, & etc).

#Date of procedure [vpe of procedure Upload documentlZ ] |Comments |
1 v ‘ v Choose File No file chosen | ‘ ‘
‘Add a new Log line Inactivate

26
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Rave: Data Submission

Source Documentation (cont.)
Document MUST have participant

name, MRN, and address data [ CRetelp - Intemet Explorer provided by .. (i Sl
completely redacted ,

@ http: 102-049.mdsol. wgOw. @
Prefer PDFs Upload document
AVDld speCIaI CharaCtErS n the flIE Before you upload, be sure the report file name does not have
name (#, @, %, etc.) the patient's name in t, and that the patients name has been

redacted from the document.

Do not combine different documents Uploading documents in PDF format is preferred and should be

as a single PDF the method used whenever possible (especially for mult-page
documens)

Do not combine different medical record reports (operative,
pathology, radiology, etc.) as a single PDF. Each report must be
dentified separately to streamiine data review. Furthermore, a
single upload will not resolve multiple expectations.

Data Submission
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Rave: Data Submission

[ ]G steze] i crsurstos [2 277371 [ S gaseine] () sourcs Documentation:aseine.

Patent 0 277371 Eolment Oato 17 4ul 2019 Patentntals (LFM) WAW
Age at regi

Subject: 277371

Page: Source Documentation: Baseline - Baseline. &7
Instructions: Use this al . as required por protocol.
PHI to Rave, Using a black pen or
marker uploaded. Other
tools, or opaque tape, . white-out or Queries will
bo generated is il visiol. names special
characters (ic. #, 5, %, & etc).
#_|Date of procedure rodim Upload document(? Comments
1 [ 10.4un 2019 CT Scan 20190022 CT_CAP il 98
Addanew Logine Tnaciivate
Comments 98
i b tosave y ; check ick the Save button. Note that
edit checks willsill fire.
Save tis form, but donit submit to SWOG yet. Y]
Printablo Version View PDF _lcon Key saalicna

28

Rave: Data Submission

e

st 5082 CrcnentOse 160w 015

o s ¢
Subjct 2582 2
Page’ Adverse Events: Report - Randomizaton Cycle 01 B¢
fon code Hospiclizsion
CTC adverse event e A (ot ot 24 )
T Dppea g ] . o/
At new Logns nacvae
Commens
s o1
Sive i fom, ot ont s 0 SWOG ye. oy
piabieVesion View PO 1con ey
e 72 oGt 6 8 14432 St S [ o

&

Non-conformant
data error icon

29

Rave: Data Submission

Conditional Field Display

Rave is programmed to show certain fields and forms depending on the data
that is entered

30

Data Submission 10
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Rave: Data Submission

| s1900c] = cTsuTsTor| 2708577 3 Baselne | [ Smoking Status Assessment
St 708677 Envoimetae 22Nov 2019

Sublect: 705577
Page: Smoking Status Assessment - Baseline

Paters it {LFM) WWW

31

B
Assessment Date 05 Decvote | @ H
Instructions: Please read the questions on this form to the patient and enter herfhis response.
1. ed at least 100 cigarettes in your ENTIRE
1 s you smked a feas 100 ciartes inyour e Jora
IF YES, PLEASE ANSWER THE FOLLOWING QUESTIONS:
2. How long has it been since you last smoked a cigarette b s a
(even one or two puffs)? ’
How many total years have you smoked (or did you T smoked a cigarett today (st east one puf) | |0y ;
smoke) cigarettes? Less than one week
4. On average when you have smoked, about how many Less than 1 month
cigarettes do you (or did you) smoke a day? 5
Enter 1 fless than 1. More than 1 year SRR
Enter 95" 85 o more cigarettes,
Comments orn

4/26/2023

Rave: Data Submission

[T ste00c] = crsutstor] 2 70s577] 3 Baseine | [ smoking status assessment

Patonti0; T0S7T Envonent Date: 22 Nov 2019 Patere its (LFM):

Subject: 705577
Page: Smoking Status Assessment - Baseline
Assessment Date

Instructions: Please read the questions on this form to the patient and enter her/his response.

1. Have you smoked at least 100 cigarettes in your ENTIRE
LIFE?

IF YES, PLEASE ANSWER THE FOLLOWING QUESTIONS:

2. How long has it been since you last smoked a cigarette
(even one or two puffs)?

W

B
05Dec2019 & / ®
Yes @ ¢ ®

Lessthan 1 year & ¢ B

If less than 1 year, number of months

3. How many total years have you smoked (or did you
smoke) cigarettes?

4. On average when you have smoked, about how many
cigarettes do you (or did you) smoke a day?

Enter 1" if less than 1

Enter '95' if 95 or more cigarettes

Comments

32
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Rave: Data Submission

i [Os1900c]

cTsuTsTO1 | 2705577 3 Baseine | [ Braim Wetastases

Paentnitals (LFM) WWW

resolved. After data are sent, expects
Subject: 705577
Page: Brain Metastases - Baseline

s will be resolved the next business day.

Instructions: Submit this form if patient had brain metastases.

Is patient asymptomatic?

Is patient asymptomatic with no residual neurological
dysfunction?

Date of last assessment

When was the |

t time patient rec

of their brain
Date

Time

Date of last CT/MRI brain

(7] Please upload radiology report from CT/MRI via the
‘Source Documentation: Baseline folder.

33

Data Submission

This form is saved. Scroll down the form to look for queries, sticky notes, andfor new fields. Data are sent to SWOG when all system queries are

13:00 HH:MM (24-hour format) & # B

Yes & 0 H
Yes & /B

12Nov2018 & 7 ®

0542019 & /B

190ct2019 & ¢/ H

11



Clinical Trials Training Course

Rave: Query Resolution/Amending Data

34

[ s1900c] - ersutson | 2. 708577 | ) Baseine | [) onstudy: Patient and Disease Description _

Fatent D 708677 Envalmer: Date 22 Nov 2019 Pasent nials (LEW WWW.

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

Next Page - "Baseline - Onstudy: Laboratory Values®

Sublect: 705577

Page: Onstudy: Patient and Disease Description - Baseline @r

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod) 0o @8
Height
? This field is required. Please complete.

GporedTo S fom Sysem (08 s 2020 e ‘ Entry Ermar 1 emezg B0 B
©
Weight 85kg oot & 4 B

Date of history and physical exam
2 Data entered is non-conformant (invalid format). Please

EmyEmor  + 33 | Nov 2018
correct. l oL LI
Cpenea o site oSt v 070

Date of current pathologic diagnosis 1202018 & 4 B

4/26/2023
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Rave: Query Resolution/Amending Data
|m|l)smnnc CcTSuTSTO1 [gvnssnlﬁaaselme[ [7) Onstudy: Patient and Disease Desnnptmn_

Patent 0 708677 Emolient Date. 22 Nov 2019 Patent ks (LEV) WWW.

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.

Next Page - *Baseline - Onstudy: Laboratory Values™

Subject: 705577

Page: Onstudy: Patient and Disease Description - Baseline Qo

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod) 0o @8

Height

¥ D T o 02]s B

) i —

Weight 6Skgio) & 4 B

Date of history and physical exam

2 Data entered is non-conformant (invalid format). Please EmryError  v130 | Nov v 2019 = gfo B
 ——— o

Date of current pathologic diagnosis Per Query 1202009 &G0 W

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

Percent of colon surface area visualized % OrFHE
Date of one-year postoperative body CT
scans =] OrH

I 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.

[o XA

36

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

Data Submission

12
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Rave: Query Resolution/
Amending Data

Percent of colon surface area visualized 0% Q8
Date of one-year postoperative body CT
scans 26FEB2012 Q7 B

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.
2 This box must be unchecked for ~
submission of this form 1o SWOG EnryEror  [-]¥ @ ¢ B
Cpened To Site from System (26 Mar 2012)

Printable Version View PDF lcon Key
CRF Version 17 - Page Generated: 26 Mar 2012 13:53:22 Pacific Daylight Time

37
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Rave: Query Resolution/Amending Data

I 2 ]O st guucl CTSUTSTO! [8705577[ aselinel 7] Onstudy: Patient and Disease Description _

Patent D 708577 Ervolinert Date: 22 Noy 2019 Patientnitsls (LFM) WWW/

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.

Next Page - *Baseline - Onstudy: Laboratory Values"

Subject: 705577

Page: Onstudy: Patient and Disease Description - Baseline X

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod) \ [V
Height 158 om (o Q7 B
Weight 65kg o) @ 7 B
Date of history and physical exam 13Nov2019° & & B
Date of current pathologic diagnosis 124an2019 & ¢/ B

38

Manual Query Example

[ [ O s1s00c] = crsutstor [ 2, 705577] 5 Baselne] [ smoking status Assessment
Pater 0 TossTT Ervomentiate 22 Novaots Patenianas L510) www
Subject: 705577 .,
Page: Smokina Status A it - Baseline D M

Assessment Date
2 Wes 3 Smoking Stalus Assessment done prio to
registralion? f 50, please amend to the date of the most

recent assessment prior o registration and amend data EmyEmor  v[05 | Dec v 2019 | (2) ¢ Bl
as appropriate.
Cpsoed To Site rom b (06 Mar 2020) o
ol
Instructions: Please read the questions on this form to the patient and enter herhis response. )
1. Have you smoked at least 100 cigarettes in your ENTIRE
LIFE? Yes & /W

39

Data Submission

13
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Manual Query Example

[T ste00c] = crsursTor| 2 708577 ] 5 Baseine] [ smoking status Asseszment

Patort O 706677 Envoiment Dato 22 Nov 2019 Paont o (LEM) WWW.

Subject: 70577 ‘
Page: Smoking Status Assessment - Baseline G

Assessment Date
2 Was a Smoking Status Assessment done prior to 1
regisiration? If 50, please amend to the date of the most

Entry Error v 20 Nov v 2019 [N~
currently entered as appropriate.
‘OpensdTo St fom DM (06 Mar 20201

© pre-registration data ente| #==

Instructions: Please read the questions on this form to the patient and enter her/his response.

1. Have you smoked at least 100 cigarettes in your ENTIRE
e Yes & /W

4/26/2023
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Manual Query Example

[ [ 1800c] = CTsuUrsTon | 5705577 3 Baselne] 1) Smoking Status Assessment

PaentD 708677 Ervciment Do 22Nov 201 Patet ol LFH) WWW

Subject: 705577

Page: Smoking Status A t - Raseline [N

Assessment Date
7 Was a Smoking Status Assessment done prior lo

regisiration? If 50, please amend to the date of the mast
recent assessment prior to regrstration and amend data 20 Nov2019° & ¢ W
<urrently emtered as appropriate.
‘Cpocund T St Fom Ob (06 s 2020)

© pre-registration data entered

Instructions: Please read the questions on this form to the patient and enter her/his response.

1. Have you smoked at least 100 cigarettes in your ENTIRE
LIFE?

Yo @0

41

Rave: Query Resolution/Amending Data
System queries and manual queries will be listed in the Task Summary
Study Level
Site Level
Subject Level
7 Task Summary: Site Subjects
> &b NonConformant Data ,-=  V Task Summary: Subject Pages
[V @ Open Guenes . 80] ) NonConformant Data s
240611 -
=l V (2 Open Queries
240830 Cycle-Treatment
240833 Cycle-Adverse Events: Report
240843 1
240845 [> L Sticky Notes 15
240926
e > ( Overdue Data or®
1
TS T SR RO {1
B © Overdue Data 0
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Data Submission
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QUERIES

CRA Workbench Reports >> Query Reports
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Rave: Resources

Link to Specimen Tracking
Expectation report

IPR report

Queries report

Ineligible patients report
Training slides/documents

44

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

Rave: Resources

CTSU Help Desk
9:30am — 8:30pm ET
1-888-823-5923
ctsucontact @westat.com

Multiple Resources

Links provided in Rave at the bottom left, including
CTSU contact information

45

Data Submission

Resources:
BSA Calculator

Galculated Creatinine
Clearance Formula and
Calculator

CTEP AERS

CTSU Technical Support

OPEN Patient Registration
SWOG CRA Workbench
SWOG Home Page
SWOG Specimen

Tracking System

15
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Questions?

4/26/2023

(206) 652-2267

BreastQuestion@crab.or;
CancerControlQuestion@crab.or;
Glquestion@crab.or;
GUquestion@crab.org
GYNquestion@crab.org
LeukemiaQuestion@crab.org
LungQuestion@crab.org
LungMAPquestion@crab.org
LymphomaQuestion@crab.org
MelanomaQuestion@crab.org
MyelomaQuestion@crab.org

RareTumors@crab.org
©®

Data Submission

SWOG Statistics and Data Management Center (Seattle, WA)
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