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Data Submission
Overview

Pre-Rave: Accessed via CRA Workbench
- Also known as Chart Manager or the “Legacy” system
- We use this for SWOG studies activated prior to April 2012

Medidata Rave EDC
. Used for studies activated after April 2012
- Currently used for most SWOG studies

medidata
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Pre-Rave
Overview

« Accessing a SWOG Pre-Rave study
« Navigating Pre-Rave studies

« Pre-Rave form submission

« Pre-Rave expectations and queries
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Pre-Rave
Accessing the CRA Workbench

‘ First, access swog.org using your |D.me credentials ‘

Member Resources

Tools

Then, under ‘Member Resources’,
click the CRA Workbench icon
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Pre-Rave
Navigation to Non-Rave (Legacy) Studies

Next, locate the ‘Patient Management (Non-Rave Studies)’ option in the left-hand menu

=

Expand the ‘Patient Management (Non-Rave Studies)'
menu by clicking the + icon.

Next, click the ‘Data Submission for Non-Rave Studies’
option below. Easy!
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Pre-Rave —

Lookup

Patient Lookup Menu R

Look up 1- 4 specific panom;/ :

+ Search for one patient, or up to four

Look up a list of patients by one or more of the following:
+ This is your SEARCH function to help you narrow down
your results

CPEP Bastiuten KD (2.0, WABOL)
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Pre-Rave
Patient Registration Step Selection

swoc  swoc 40 ha oot patant i at et

After entering the appropriate SWOG Patient Number (s)...

« Click the patient hyperlink to enter/view data for the
appropriate Registration Step.

+ Make sure you're selecting the appropriate step!

Pre-Rave

Patient Info

SWOG Patient No:

Forms

SWOG Study No.: S1007 Reg Step: 2 Patient Initials (LF M):

Expectations _ Queries

I You Nave oulSIanding Gueries requing your response! PIease Cck on Ihe ‘QUenes’ 1ab above.

Registration Da
Registering Insti
Following Institution:

Stats Alive

g to sze

ANTR014
Registering Investigator:
Following Investigator:

Last Contact Date:  10/26/2023
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Pre-Rave
Forms: Baseline

SWOG Patient No: SWOG Study No.: $1007 Reg Step: 2 Patient Initials (L,F M):

Paiient info (TSR Expectations  Queries

I 0 Treatment Followup QoL CoVID19
Baseline Forms Date Submitted
i to compiete or amend Ghickto view
confirmation
$1007 Prastudy Form - Randomized Study 5122015

Pre-Rave

Forms: On Treatment

Clicking ‘S1007
Treatment Form'
will start a new
treatment form

ZSWO0G

gl =]

ZSWO0G

Pre-Rave

Forms: Follow-Up

Clicking ‘SI007
Follow Up Form
will start a new

Follow Up Form

Pre-Rave

Expectations

SWOG Patient Ma:

y Mo S1007 Reg Step: 1 Patlont iniils (LF M)

Paontinta __Fams Quorkes

Expectations Report: ®Cument Expectatons  OAl Expactations [ GO

Last
Institution Contact Expoction
Patno Inidsle Study CTEPID Investgstor RegDate Deste  Ststus Dusdate Qualfier
TIR02023 02152024 A U307/2024 Vsl Status (O Tesament) FormiPaiod

o for 8 prive

beginaing 02162024
302023 02182024 A DO7/2024 Adversa Evert FomiPaiod beginning

ity version of s ragor.
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Pre-Rave
Queries

SWOG Pationt o SWOG Stady Ho.: $1067

o bt

Reg Stope 2 Pt el L M)

O L e ]

Tha fsning queie reqie you response
changes orina. Hthe qury

co0n s¢ posstin. a3

T
o blon

i questons shoukd be deacted o tha s Caardinsir
. a0 63 o necassarty

22967 e Moo Ty
‘CRAnetes may b eme

LT N ——

59 30 NOT scceptatia documantaon

MoeOms  Astior NowTyas
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Rave
Overview

* Rave Access
« Organization

medidata *Data Subrmission

Queries
« Amending Data
*  Resources
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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 CRA’s identified as “Rave CRA” by default
Request role modifications from Head CRA

If necessary, make sure you’re on the Delegations of Tasks Log (DTL) and that your
DTLis up to date

Logon using Rave username and password
«  Accept invitations to studies

Satisfy eLearning requirements

Questions about getting started with CTSU?

tarted With_the CTSU.pdf
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Rave

Access
Invitations to join studies.
will be listed here as well as
any outstanding eLearning
Rocent activity Rave here will probably look
Studies Sites Recently visited iy s
o v -

& Guscstenima
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Rave
Organization

«  Raveis organizedby study
«  Thereare no cross-study functions, only one study can be viewedat a time
The tabs across the top of the page increase in specificity from left to right

Study Participant Form
Home 1 Site l Folder 1
@ | Lunemar| = cTsutsTon[ 2 703857 | 5 Bassine] [ Onsiucy: Patient sn Dissase Description
Patent O 703857

Envolment Dale: 31 Oct 2018

Subject: 703897
Page Onstudy: Patient and Disease Description - Baseling

Rave

ZSWO0G

Organization

L SWOG

JLUNGMAP] & CTSUTSTLT

e B dh Menortomars s "
et Edoe a

jstered to

the study at this site

Helpful tool on every page
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Rave Rave
Organization Organization

CrsuTeten] 3 roues
Pt © o2 P rpyery Pt o 411000, Luncwss vy o

e v [ECCE e
3 suue Envmant e i
o Tosk Samenary. Subject Fepes . =
B stana Upaan 1 5 HonCanloemariGata o Cumnes st s o
E B> @ Opan Quacies B et st e oo s )|
> O Sy Nows o
) .

T
formyerabioihod Tasks specfic to this participart
pias Due dates wihin foders:

haa v <) [has Drop-down menu toadd cer

epact semanen PAPER VERSION

NCI gl NC| Fomnrd
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Rave Rave

Organization Organization
P [P T ) [ [Ty e gy ] -
[Osteas] T o I I 7 Disease Assessment

e Encimrtons 1
[7] Baseline Tumor:
i s s et 2+ Assessment
T P o Scton 10
[ e 1 P e st e T &] (D Disease Assessment 3 Follow-up T‘umur
Doos thepatent have nonnessurabe iesse? e S e T G 4 Follow-up Tumor A Assessment
TR e e D vy Assessment B Followup Tumor
Was PETICT imaging performed for disease sssesament? o essment
o o ok 7R [% Baseline Tumor
Was bone marrow biopsy performed? ot © ¢ E Assessment [7) Follow-up Tumor:
T Yl Target Lesions
[Sre——— . orm [3 Baseline Tumor Target [ Follow-up Tumor: Non
| Ut « e Lesions target Disease
. . orm [3 Baseline Tumor: Non- [) Source Documentation
target Disease
Ao Uog W raca Follow-up
Commants orn

[ e [
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Rave | (251500K] 2 cTSUTSTO1 | 2 710266 (5 Baseling | [) Onstudy. Paricipant and Disease Description
Organization Suopat 110288 EnclroentDate: 16 O 2023 Rl IR D65 Edit lcon

Subject 710266 I
Page: Onstudy: Participant and Disease Description - Baseline

Rave Form Display Document Paperrorm | Whatlstheform | Wherecanlfnd oy doestheformshov up i Rave? Instructions: Submit this form within 15 days of sub-study randomization. Date is in DD MON YYYY format
st The Seseline Tumer: Asessment form sppesr ke the sosert s -egieredin OPEN. Performance Status. e i H
« Foundon ctsu.org study page in P s e amars | 197580 s o ptant v gt e = 1, o Gl Tmors Tt Lsons
the Master Forms Set e — e pous e o 1o the et Height em (o) 3]
- el
Lists all forms and when they — Weight kg (ooc.x)| [
appear pirsesy
rolowp umer ton e g sient have target esions” = Vs, th Follow-up Tumr: Target Systolic Blood Pressure mmHg (o) ¢
st a1 Vo e e
I - Diastolic Blood Pressure mnHg ood I # B
" - ka0 10001 el 5, oot 9 Tt AemeT s 564 S T T s = e
e — What was the date of the history and physical exam? v 1
et e | o resmere e | offesment e | P51 S n of o 100 of e ot v or
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Tesmen st e o o
FeR— ] c
on ctpopsen: <
e R )
© Carvel - Google Crome B p— Lt

(P i

Defintions of best esponse can be found in
LUNGMAP protocol Section 10

Closs Help Window
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Rave
Data Submission

Logline Fields: Adding a new logline

| ste2s] 2 crsursTor [ 2, 277371 [ 2 Disase Assessment] [ Baseline Tumor Measurabe Lesions

Batent D 277371 Envlimen Dala 17 Jul 2018
Age atreglstration (terved) 68

Patint Intals (LFH) WWW.

Subject: 277371
Page: Baseline Tumor: Measurable Lesions - Disease Assessment
SITES OF MEASURABLE LESIONS

[Tumor [ Tumor
# Sites of Measurable Lesion I . t
Dimension 1 Dimension 2

om o | om (oo

Add a new Log ine [inacl

Click to add additional loglines!

NCI g

Rave
Data Submission

Parts of a Form - Saving & Resolution
« After Save, a static message will appear at the top of the form

This form is saved. Scroll down the form to lock for queries, sticky notes, andfor 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.
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Rave

Data Submission

Logline Fields: Inactivation

SITES OF MEASURABLE LESIONS

# | Sites of Measurable Lesion | Tumor
T | R Extomal oo [ 1:20m g
2 | 79 Verabral Body
5 | Provasoular med:

Aada newLogling

SITES OF MEASURABLE LESIONS.

[ em oo
[s2emoom [ 9om o
36 omown [ em o

1| R Extornat iac 12emomn " Sesot o e r——
[ e v -
2 | T9 Vertebral Body 320m g 19 4 Lesion Divesion Diveasen 2 flassssment Pots e
5 | Provscormosasina | 36emimcs [RE [ (2emngun | t1emumn | peTET {poatn | 0300
1| NAGT.L-Log o n e v o T g = P | 2
Loty a 2 [ Sz | 1aemonn | PETCT P |890
ot | 04

o | Bssedar | 38 cm om o —_—
e T )
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Rave
Data Submission

Source Documentation
« Ravehas a special field that allows the upload of electronic documents
« New loglines can be added as needed to upload multiple reports

T[] craurarol | Sz [ sasane] ) Souc booamtaton B

Patant 277374 Ervolment e 17 1 2010
‘age st reqtraton seres) 65

Pater sl (L) WHW

Subject: 277371
‘Source Documentation: Baseline - Baseline

Instructions: as required per p

s of

¥ Gther
10035, covering PHI wilh labels or 0pacus lape, black coreclion Laps, whileoul o cullng oul the derlfers and shred the clippings. Queries
Pl g

free of any spe:
[Upload document!” Comments
v ||| choosa Fia  Nofia chasen

characters (2. #, . %, 8 etc).

# Date of procedure

(Type of procedure
1 .

acivate

NCI g
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Rave

Data Submission

Source Documentation (cont.)

Document MUST have the participant’s Personal Identifiable
Information (PIl) completely redacted!

Prefer Adobe PDF file format

Avoidspecial characters in the file name (#, @, %, etc.)

Do not combine different documents as a single PDF

12 CRrtelp - Intemet Explorer provided by . [auo =i S|

[@ hitps//hdevelon

Blore you upload. b sure e report i name does nol e
he patients name n . and el he palent’s neme hias been
redaciod from the document

Uploding docurments in PDF formal s prefered and should e
the method used whenever possible especialy for mull-page
documents).

D0 ot combine ifferent mesdcal ecord reports (operatve,

alhology,raciology, lc.) &  single PDF. Each report st be
dentiied separately to seamine data revien. Furthermore, &
Single upload wil not resa mutie expaciaions.

<

Ciose Help Window.
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Rave
Data Submission

Source Documentation (cont.)

[ETOs [ crsursm Bz Sewm] G oo

Se———

e

Susoct 277974
306 Saurce Documentation: Baseline - Baseline )
oo, Guores wil
Characters (12,5, 5, % & o1,
. Comments
T 1042019 CT Sean X
AT anow Log e Taciate
Comments P
omp
‘it chacke wil st fre
s m bt dor't st 10 SWOG yot. Y

Save || Cancel

4/10/2026
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Rave
Data Submission

Non-Conformant Data

P ot e Fpct RandmiticnCych

[Tl el oo Do e o

&Gt atiam
| s
Conmins

H
NON-CONFORMANT DATA ICON

L ———
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Rave
Data Submission

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

Rave
Data Submission: Conditional Field Display

P 70877 Emimat D 22 or 2019

Sutjec: 708577
Page: Smoking Status Assessment - Baselne
Assessment Date

T3 Sie000] 5 crersro | Tser | sraiee] 1 S s Ao

e

1. Have you smoked at least 100 garetes i your ENTIRE
LiFE?

F YES, PLEASE ANSWER THE FOLLOWING GUESTIONS:

2. How long has  been since you st smoked a garete
oven one or o pufs?

response

3 adyou
smoke) cigarettes?
On average vhen you have smoked, about how many.
cgaretes 40 you (or didyou) smoke  Gay?
Enter 1 flss than
Enter 95'195 or e iaretes.
Comments

Less than one week
Less than 1 moren

More than 1 year

ZSWO0G
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Rave

Data Submission: Conditional Field Display (cont.)

[T emouc] = crursror & e ssen] s s s
aan o P

Subject 708577
age: Smoking Status Assessment - Baseline
Assessment Date

Instructions: P

1. Have you smoked at least 100 cigarettes i your ENTIRE.
LFE?

IF YES, PLEASE ANSWER THE FOLLOWING QUESTIONS:

2. Howlong has & been sice you last smoked a igrette
(even one o two pufs)”

05Dec2018 @ ¢ W

Yo O0W

Lessthn 1 year @ 7 B

(s v e rber s - (o )
3 How mary ol yours haveyou moked or 8 you
smoke) cgaretes? 2XE) L
4. On average when you have smokd, abou how many
igreie doyou (ot i you) sk 3 7
Erter T fless tan 1 20 OrM
Ener 95195 or more cigrets.

Comments ora

Rave
Data Submission: Sticky Notes

[ stov0c] = crsurstor [ 2 7oss77] S Baseine] [ erain etastases|
ot ToserT Sroinecus 2Nov0t

Sanerisas LW

qeries, sticky noes,
resolved. Aftr cata are sen, expectations wil be resohed the et business day.
Sutjec: 708677
age: Brain Metastases - Baseline

Instructions: Subrmi s form f patent had brain metastases.

s patient asymptomatic?

Yes
s patient asymptomatic vith no residual neurological Yoo
dystunction
Date o ast assessment 12 Nov 2018
o
Date 05 qu 2018

1300 HH M (24-hour formaty

18 00t 2018

ZSWO0G
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Rave

Rave
Data Submission: Query Resolution & Amending Data Data Submission: Query Resolution & Amending Data (cont.)
TS eraireTo B 7| s T o et e s [ [T o100 crouromo [ & 7ser| e [ o et s pesase et

St 708677 s 22Nov 2018 i 5 W
Data

This form Is saved. stcky nt
resalved. After data are sent, expectations willbe. rmm bt e

T form s saved. Scrolldowinthe form to lock for queries, iy ot Datare sert to
e T hurlsnwzdlhsnn\busmlssdﬂy

Next Page - "Baseline - Onstudy: Laboratory Values Next Page - “Baselie - Onstudy: Laboratory Value

‘Subject: 708577

Page: Onstudy: Patient and Disease Description - Baseline. G

St 10557 -
Page: Onstudy: Patient and Disease Description - Baseline
PATIENT AND DISEASE DESCRIPTION

PATIENT AND DISEASE DESCRIPTION

Performance Status (Zubrod)

0 G| Performance Status (Zubrod) o g8
Height
2 This fleld s required. Please complete.

Height

2 Thi i s reced, Pleaze complste.
Syt To i St 56 N 2020 System Generated Query Entry Error v om | 2 0 W . s
of ]

Sp: TSm0 i 202

ey Eror v 158 o™

[ g @ 0B fro sk @0 R

Date ofistory and physicaloxam R E oD

s s (s e, s T T Tos DO 7 o et e s . P T e
= T— i N — R~

Date of current pathologic diagnosis 124an2019 & 5 ®

New Informatian
Per Query

Date of current pathologic diagnosis a0 G)s B

o Eemagline B

et Erell el B
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Rave

Data Submission: Query Resolution & Amending Data (cont.)

Special System Query: Save without submitting

« The bottom of every form has a “Save without submitting” checkbox e - p—— w% 9 E
An edit check requiring the box to be unchecked will fire a query

- Edit checks will run on other fields as well Date of one-year postoperative body CT

seans 28FEB2012 & 7 W
Percent of colon surface area visualized

% O/H

Rave
Data Submission: Query Resolution & Amending Data (cont.)

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.
Date of one-year postoperative body CT

B [ A~ Save this form, but don't submit to SWOG yet
scans 2 This box must be unchecked for EyEror [F]Y @ ¢ B
If you're not done completing this form, but want to save your work for later, check the box befow and O o o o o Oy
click the Save button. Note that edit checks will stil fire.

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

Printable Version View PDF _Icon Key
(e XA | RF Version 17 - Page Generaled: 26 Mar 2012 13:53:22 Pacifc Daylight Time

Printable Version View PDF lcon Key
CRF Veersion 17 - Page Generated: 25 Mar 2012 13:49:38 Pacific Daylight Time

[ e [
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Rave

Data Submission: Query Resolution & Amending Data (cont.)

Rave
Data Submission: Manual Queries

“rsurSTon] B oserr | s 1 osor paen on osease esrsin I

Sl D 22 Now 2018 Pt = WHw

C e e p— ]
s 0577 B i
s form s saved:Sroldoun the ot 0ok for i sflky e, andr v i, Dt ar e KOG when syt i are
resohed. Aer data are et expectations il be resohed te nextbusiess day. Subpct 708577
Noa e Baasine - Oty Laborstry Vo 255, Smoking Status Assessment - Baseline B
Sutject; 705577 B
Page: Onstudy: Patient and Disease Description - Baseline i A:“\;;""'":":m o e 7
53 Smoking Staus Assessment don prio 10
PATIENT AND DISEASE DESCRIPTION regetraton 1 20, plese amend ot date of e st
egiiatr EnyEror  vs (oo viane | 0B
Performance Status (Zubrod) 0 g8 ety e =t s
e DC Generated Query
Height 158em s @ 0 B ]
Weight 65kgir) @ ¢ B Instructions: L3
T e — Pl 1 Hre e sk st 10 ot o ENTIGE Yo @8
Date of current patholagic diagnosis 1219 @0 R
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Rave
Data Submission: Manual Queries

[ [ stsooe] = crsursron [ 2 705677 5 easeine] 0 sroking tatus sessment

Vs T Svoinit e 2o 018 Fater it L v

Subject: 708577
Page: Smoking Status Assessment - Baseline l

Fastsamant Dite|
2 Was a Smoking Sttus Assessment dore pior to
registration? If so. please amend to the ate ofthe most

ecent assessent pror to regitraton and amend data
currntly entered as appropriae.

iy
© breregacaton dota ene| €]  Response to query here

Instructions: Please read the questions on tis form to he palient and enter herfis response.

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

Yes @08

Rave
Data Submission: Manual Queries

[ sto00] = croutstor] 2 7ess7] = sasie] sk S A

Subject: 708577
Page: Smoking Status Assessment - Baseline

Tassssment Date
2 Was a Smokdng Status Assessment done prior to
registation? f 5o, lease amend tathe cate of the most
recent assessment pio to regsraton and amend data

curently entered a5 appropriste.
© pre-regstratin data entered

Instructions: Piease read the questons on s fom o the patint andl ener herts response.

1. Have you smoked at least 100 cigarttes inyour ENTIRE
LiFE?

20Nov2018° @ ¢ B

Yo @R

4/10/2026
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Rave

Data Submission: Queries and Rave Task Summary

System queries and manual queries will be listed in Rave’s Task Summary
« Study level

« Site level V Task Summary: Site Subjects. V Task Summary: Subject Pages
. . > &k MonConformant Data 109 > 44 NonConformant Data oS
Subject level W @ Open Quenies 8 7 (2) Open Queries Pl
Cycle-Treatment
Cycle-Adverse Events: Report
1

> [ Sticky Notes
> (© Overdue Data

& [ Sty Notes w0r®
& O Overdue Data or®

Rave
CRA Workbench Reports: Query Reports

QUERIES
(o) (e

el Er
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Rave

Resources
« Link to Rave
« Link to OPEN
« Link to Specimen Tracking
« Expectation report
* IPRreport

* Queries report
Ineligible patients report
Training slides/documents

Rave
Resources

CTSU Help Desk

9:30 am - 8:30 pm EST
1-888-823-5923
ctsucontact@westat.com

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

Resources:
BSA Calculator

Calculated Creatinine
Clearance Formula and
Calculator

CTEP AERS

CTSU Technical Support
OPEN Patient Registration
SWOG CRA Workbench
SWOG Home Page

SWOG Specimen
Tracking System

ZSWO0G
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Thank you!

Questions?

CANCER RESHARCH
AND BIOSTATISTICS

SWOG Statistics and Data Management Center (Seattle, WA)
(206) 652-2267
BreastQuestion@crab.org
CancerControlQuestion@crab.org
Glquestion@crab.org
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
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