DATA MANAGEMENT

WORKSHOP

February 6, 2014



Bill Elgie

Director of IT
NRG Oncology - Buffalo



Presentation

 User Account Information
— Patient Registration in OPEN
— Slides 5 - 13 courtesy of the CTSU

* Discussion of RAVE
— Navigation of the system.
— Description of RAVE terms throughout.

— Entering data:
* Logic, ranges and validation.
e System interaction messages and queries.



WARNING!!!

What you are about to see may
change in the near future as:

 We merge into a single group.
e We learn how to better use RAVE.

* More LPO standards are created
which apply to all LPOs.



cTs Cancer Trials Support Unit
u A SERVICE OF THE NATIONAL GANGER INSTITUTE

Linking practice to progress

Role/Roster Requirements

« Users must have all the following to access Rave:
M Active CTEP-IAM account
i Active or follow-up roster status on the participating
Network Group (LPO) roster for that protocol or on
CTSU roster
M Active Rave role

« Rave CRA

i+ Enter subject eCRF data
» Respond to queries

» Rave Site Investigator

= Enter subject data
» Respond to queries
» Sign eCRF

* Read Only

i Read only access to data
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cTs Cancer Trials Support Unit
u A SERVICE OF THE NATIONAL GANGER INSTITUTE

Linking practice to pro gress

User Access and elLearning

« User access to Rave Is through the iMedidata
portal.

* Prior to accessing a study in Rave, invited
users need to:

— activate their accounts
— complete eLearning

« Rave elLearning requirements for all roles are
standardized across all URLSs.

— NOTE: LPOs may have organization-specific
or protocol-specific eLearnings.
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Linking practice to progress

User Account Activation

At the time of Initial site registration approval, persons
with Rave roles at the institution will be invited to the
study.

The User Account Activation Email i1s a one-time emall
triggered when a user is linked to their very first study
In Rave.

The activation email will provide the new Rave user
with a unique link to activate their account in
IMedidata.

The user will not be able to access the Rave system
without completing the activation process.

February 6, 2014 NRG Group Meeting 7



crsu Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

User Account Activation Emaill cont)

) medidata

Welcome to iMedidata.com - a faster, simpler way to access all of your iMedidata studies, training, and

applications.

Click on the link to

begin the
System would like you to join the Study S0816 on iMedidata. activation process

Greetings,

¥ Take me to iMedidata to activate my account.
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crsu Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

hitps:/login.imedidata.com/selectlogin

A medidata

Sign In

iMedidata

NXT IdP

NXT QA IdP

NXT Training IdP
Mayo |dP
CTEP-1AM IdP

Users will select CTEP-

s

Please choose your Portal or Identity Provider

Select your Identity Provider or Organization from the list. Your Identity
Provider (IDP) will verify your identity and may prompt you for your
username and password. You will then be automatically connected to the
requested application.

Users should bookmark

Bmedidata ./ the above shown URL
Medidata Solutions Warldwide :::E: fOI‘ |Ogg|ng IntO

IMedidata for all CTEP

IAM on the left side of the studies.
screen to log in with their privacy Paiicy | Terms
CTEP—IAM Credentials_ Copyright 1999-2012 Medidata &
1
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ancer Trials Support Unit

c, SUA SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Register patient using OPEN

QQOPEN - Oncology Patient Enrollment Network - Windows Internet Explorer

B[ #2 ]| X 2 OPEN - Oncology Patient Enr... X | |

J File Edit Wiew Favorites JTools Help
J OS’IHE Browser WebEx v|

Jf’-’zﬁvw - [7] m= -~ Page~ Safety~ Tools ~ lélv@l_q@

nal Institutes of Health | www.cancergov

Cancer Trials Support Unit

3 =21 asemace oF ne nanonas cancen weTiTuTE ( ' PEN Onc )|Ug}-" Patient
K‘___/ Linking practice to progress \_, Enrollment Network

Welcome to the Oncology Patient Enrollment Network (OPEN) - I é
sername:
Portal system ml_sso
OPEN is the web-based registration system for patient enroliments onto NCI- PRI I
sponsored Cooperative Group clinical trials. The system is integrated with the CTSU i ) ) . ) )
Enterprise System for regulatory and roster data, and with each of the Cooperative e e i 7 2 15 ETErmme: (AL Sy oy et G #) D (2 th;;fmp”‘f
. . . - _— . . A - network, al media atta to this
Groups' regllstratlon.fral:lldomlzatlon sys_tems for patient reg:lstratlonar randomization. network or to a computer on this network. This information system is p for U.S. e ey
OPEN provides the ability to enroll patients on a 24/7 basis. only.
Unauthorized or improper use of this system may result in disciplinary action, as well as civil and criminal penalties.
Trai ning and Demonstration Materials: By using this |nfcrrna||un system, you understand and consent to the following.
You have nor pectation of privacy ding am i or data transiting or stored on this
. . N . . . formati t At il d for lawful G t th t tor, int
= User Guide » This users guide has a linkable Table of Contents that will bring you to L’;(;;‘:':Q z;;’;‘and :2;’;9 r::y e ;r d::::"me" puﬁﬁrgdiﬂiﬁrmﬂn:j}:‘ r:;;'amr T

any topic you choose, or you can scroll through and/er print the entire guide. Any communication or data transiting or stored on this information system may be disclosed or used for any lawful

Government purpose.

OPEN Demo Video » The OPEN training video has been updated and refor d r

Click on one of the tabs at the top of the screen for a drop down list of instructional [ 1 Agree and Logon ][ Reset
topics, then click on the specific topic you want to view

Foraot Password? Reset Password? Annual Registration Request New Account

Frequently Asked Questions (FAQ) » Frequently asked questions about OPEN
Portal

Access & Crediting Guidelines » Guidelines for OPEN Portal Access and
Crediting.

Slot Reservation Quick User Guide » This user guide is a quick reference intended to
assist you with the process of reserving a slot for a patient on protocols that use the slot
reservation system

Contact Us ] Privacy Notice ] i i Accessibility ] Application Support

FIRSTGON

Version 5.3.1.5 [20131025
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A SERVICE OF THE NATIONAL CANCER INSTITUTE

crs Cancer Trials Support Unit

Linking practice to progress

Patient Demographics

@ OPEN - Oncology Patient Enrollment Network - Windows Internet Explorer ‘ = || = || 23
®

https://test.ctsu.org/open/viewEditForm.open’method=editDemographyForm -

iy Favorites = Suggested Sites v @] Web Slice Gallery v

m OPEM - Oncolegy Patient Enrollment Network

Ty

Wit GOG:Gynecologic Oncology Group + LA GROUP_REG_ADMIN

# Home |ENT[J History Reports RSS Form Setup Admin Help

In Progress | Create New | Summary | | Demography | Checklist | Review & Submit | | Overrides ? Ch &) =]

Selected Tracking # 92498 Details Summary

1

GOG-0229L MNDD3 Bailey, Cheryl NEW 07/11/2012

= _Expand/Collapse all Modules /

I Save & Validate | I Continue | *| Existing Patient ID: | |I Populate Demography |

El Standard_Patient_Identifier
* Last|n | < FirstB_| [migdie [c] ’f
Patient SSN (123 |45 6789 Patient Hospital No.

(US only)

andard_Demeographics

ent's Date of Birth May (05) » /08 v [1953 | E
* Ethnicity * Gender of a Person
i Hispanic or Latino E| Female Gender
E Mot Hispanic or Latino Z| Male Gender
E Mot reported EI Unknown
E Unknown
* Country of Residence US - ZIP Code 12345

(o]

Standard_Race
ace

=

American Indian or Alaska MNative

Asian

[T

Black or African American

Mative Hawaiian or other Pacific Islander

White -
Not Reported

R

Unknown

—
[

elect all that apply)

o

Standard_Method_of_Payment

ethod of Payment
PRIVATE INSURANCE

MEDICARE AND PRIVATE INSURANCE

L

=

? MEDICARE
5

=

mMERTAATE

€ Local intranet | Protected Mode: Off fa v H10% v

FelRRpMp 62084 4 NRE &reup Meeting 11 11



Cancer Trials Support Unit

CTS

Linking practice to progress

Primary site
of Dised

Grade of
primary tumor

February 6, 2014

A SERVICE OF THE NATIONAL CANCER INSTITUTE

Eligibility

& OPEN - Oncology Patient Enrollment Metwork - Windows Internet Explorer [=[&] =]
@ { G https.//test.ctsu.org/open/viewEditForm.open?method=editForm - Bing R 'I

3¢ Favorites Suggested Sites = @] Web Slice Gallery +

]

PEN - Oncology Patient Enrollment Metwork

£

i v B - = @ v Pagew Safetyw Took+ @~
=h & D .

In Progress | Create New | Summary | | Demography | Checklist | Review & Submit | | Overrides ?

Selected Tracking # 92498 Details Summary

Protocol [P0 [mmitials (Lem) _Jstep |arm _Jsite __[investigator |

Status Date

GOG-0229L 07/11/2012

= _Expand/Collapse all Modules

B Patient Information

* GOG Institution Code [314 ]
Previous GOG # | ] * Treating physician Bailey, Cheryl

Please enter Previous GOG ID in the "Existing Patient ID" field on the previous screen in the format 000-0000A-000 (site code, Other Physician
protocol code, protocol section if any, sequence number) m

ABC 1 MNOOS Bailey, Cheryl INCOMPLETE

B Saveavaidate | [ Continue |

* GOG Affiliate Code [02

El Eligibility 1

Did the patient sign an approved informed consent
Yes

[#]
" |No

Has HIPAA authorization been obtained
Yes

Exempt - non-USA participant

]

s the patient eligible for a higher priority GOG protocol

Yes

=
[ ]

No

hat is the primary disease site
Endometrium

What is the cell type? Endometricid Adenocarcinoma

2010

Date of initial histologic diagnosis of malignancy April (04) v/ 22 - [+

What was the grade of the primary tumor
1

2
3

Is the disease recurrent or persistent with documented progression? Which one?

BHE

{* | Recurrent
" | Persistent

Is the cancer refractory to curative therapy or established treatments?
Yes

[@]
al

No

yw was it established to be recurrent or persistent?

Surgery -

Done €& Local intranet | Protected Mode: Off 3 v #100% -
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crs Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

Recelpt

@ OPEN - Oncology Patient Enrollment Network - Windows Internet Explorer | = H =) || £3

@ - https://test.ctsu.org/open/editSubmission.open > 44 )\I Bing £

¢ Favorites 3 Suggested Sites v @] Web Slice Gallery «

(@] OPEN - Oncology Patient Enrollment Network 3 v B v [ g v Pagev Safetyw Tools+

S Enrollment Network

Contact | Members Site | Log off
C. Trials Si rt Unit .
CTSU. -ssgv?c‘:?::msﬂmfvmﬂucgn;’cgwmnzm TEST db ‘ ( ‘ P E Oncology Patient

Linking practice to progress

L GOG:Gynecologic Oncology Group « il GROUP_REG_ADMIN ~

reboyj@ctsutst

# Home Enroll IIETIad Reports RSS Form Setup Admin "Help

Browse | Summary | | Demography | Checklist

Selected Tracking # 92498 Details Summary

GOG-0229L 814-02291-113 ABC 1 MNOO8 Bailey, Cheryl REGISTERED 07/11/2012

(1) Information

Patient # Group response for tracking x92=_198

3 This registration can now be found in the HISTORY section
# Click on [View Summary] to view the complete registration summary

Identifie
\ P - .

ELIGIELE

Patient ID: | 814-0229L-113

Treatment Arm: | 1

Site Instruction: | Click here to continue to the patient form schedule on the GOG website.

MNode Error Message:

Please let us know your enrollment experience by completing this survey = which should not take more than 2 minutes!

View Summary

€ Local intranet | Protected Mode: Off 3 v H100% -
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IMedidata Login

VY WS S—
a n n https://login.imedidata.com/s D~-acx n iMedidata | Login

File Edit Yiew Favorites Tools Help

mﬂ%ﬁ National Cancer Institute

1L.S. National Institutes of Health | www.cancer.gov

IDENTITY AND ACCESS -
MANAGEMENT =~~~ - ¢&AM

LOGON TO IAM Account Management

Username*: 2
? Forgot Password
Password™ If you have already enrolled, you can request for a
temporary password by providing the name or username
and email on the account.

-,
% Reset Password

If you have received a temporary password or if you would
like to change your current password.

0 Annual Registration
If your ITAM account registration has to be renewed.

? Request New Account

CONTACT US FRIVACY NOTICE DISCLAIMER ACCESSIBILITY APPLICATION SUPPORT

y I
*{ﬁ : FIRSTGOM
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NRG Protocols

iMedidata - Windows Internet Explorer
- R TE Ticket=5T-1342032584rD14BTCOFCEE1 TTERTE
nhnps www.imedidata.com,Tticket=5T-1342032584rD14BTCOFCEE1TTEGTE

Favorites

) Medidata

B medidata

Jessalyn Reboy (ireboy)
Locale eng

List of NRG
protocols In
RAVE you
have been
invited to.

o g & Intemet | Protected Mode: Off
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Institution Page (Parents)

& Home - Medidata Rave - Windows Internet Explorer

&, https://hdcvcl0]-037.mdsol.com/MedidataRave/ (S(tkmxkwdrtOrefsidldqumusu))/HomePage.aspLD_StuyID=16 EEE B2

7.p Favorites 3 ested Sites v @] Web Slice Gallery =

& Home - Medidata Rave G- - g v Pagew Safety= Tools~ @~ =

@ DEV 1 iMedidats = Messages [ My Profile % Help @t Home [d§ Logout
. User: Jessalyn Reboy Data Manager
w2 | (DGDG0229L
The Gynecologic Oncology Group (GOG) is a non-profit organization with the purpose of
promoting excellence in the quality and integrity of clinical and basic scientific research in
the field of Gynecologic malignancies. The Group is committed to maintaining the highest
standards in clinical trials development, execution, analysis and distribution of results.

Continuous evaluation of our processes is utilized in order to constantly improve the quality
of patient care.

Find Site |Z| W Task Summary: Study
ovaCe Searcn [> 4k NonConformant Data
A site Group Wor\dEa [ (2) Open Queries
lInclude Sub Site Groups [> (@) Answered Queries
Site Site Group Site Numler [> [® Requiring Review
Angela World 612 [ (&) Overdue Data
. 4% Angela 2 World 613 [> (& Ready for Data Lock
LISt Of N RG 2 Bill World 601 [ (2) Cancel Queries
2 Ed World 602
- - - "= Jessalyn Waorld 603
Instltutlons- iy Joe World 604
Josh World 605
Justin World 607
Kareem World 608
Karen World 609
Quang Waorld
o Susan Waorld

Page 1 Page 10f 1

lcon Key

D Internet | Protected Mode: Off f R10% ~
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Patients enrolled to protocol

& Home - Medidata Rave - Windows Internet Explorer
e®

. )

€ https://hdcvcl01-037.mdsol.com/MedidataRave/(S(tkmxkwdrtlrefsl0ldqumusu))/HomePage.aspx?LD_StudySitelD=64

7.7 Favorites ) Suggested Sites v @] Web Slice Gallery v
(& Home - Medidata Rave a | p# v Page~ Safetyv Tools+w Qv

pth e e
B 7 Task Summary: Study

[» #* Requiring Signature
[> 44 NonConformant Data
> |2) Open Queries

Subjects
PsOrAnswerad Queries 2

[> @ Requiring Review

[> D) Requiring Verification
[ () Overdue|Data

[» & Ready fof Data Lock

[» 2) Cancel Queries

000-0229L-013
000-0229L-014
000-0229L-015
000-0229L-016
000-0229L-160
000-0229L-300
000-0229L-400
000-0229L-401

Page 122 Page 103 = »»

a
a
a
a
a
a
a

lcon Key

€D Intemnet | Protected Mode: Off fg v W10% ~

February 6, 2014 NRG Group Meeting




Patient’s root tab

@ DEV B iMedidata [ Messages My Profile 97 Help  fii Home rru Logout

Medidata Solutians | kL william elgie director of it
& Icon Key - Windows Internet Explorer = || =] £

501-02291-045 | https://hdovelil-037.mdsol.com/MedidataRave/ (S(tkmxkwd trefsI0ldqumusu)}/Modules/EDC/Tec E Grid View
Subject Administration

Enroliment F

Baseline

Patient Calend Pages

0

Site ) Mever Touched Incomplete

Studies Complete

Locked

Requires Venfication

Study Requires Review

Subject Entry Lock Query Open

Subject in doubt Mot Conformant Answered Query

Form Inactive

Initial|information
loaded i trgq Stration.

omments Data Changed

I - - - -
o 4o 4o 4o Hm Mo MW M S

Requires Coding

Overdue

Sticky Motes

Requires Signature

Cut of Range High

DO OFO6EQO
*y=02@000

Cut of Range Low
§ Edit G
Z Study Status Deferred % Site Status Deferred
£3 Folder not available to the user &1 Add Marking

£ Folder

BE =D&

Protocol Deviation Requires Translation
Requires First Pass DDE
Requires Second Pass DDE

8 Task Summary Pop Up Requires Reconciliation DDE

) Requires Coder Coding

Close Help Window
Medidata Rave® Versic

Done &) Internet | Protected Mode: OFf faov HIN0% - e —
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Enrollment Forms

 Forms loaded from OPEN
— Demography
— Step Information
— Subject Enrollment

— Treatment Assignment

February 6, 2014 NRG Group Meeting
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Demography

ﬁ DEV [l Medidata =0 Messages [B My Frofile G Help G Home (@) Lopout

2 : Jessalyn Reboy Data Manager

I . 5 cooezza [ Angla 2] 2 00 223003 S enatmen Forms] ot |

3 Enrollment Forms
] Demography
Step Information

nactvate Page

Subgect: 003-0229L-003 O &= &« g

Page: Demography - Enrollment Forms
Subject Enrollment

] Treatment Assigment Patient Indtials {LFM) (2
| Ehgibility Chacklist
Patient’s Date of Birth 2
CRF History

003-0229L-003 -

Demagraphy
Gender of a Personl?

Ethnicity i

Country of Residence ?
ZIP Codel?

Method of P2 ment (2

i
Racel: |_n Prograss | Graste New | Summary | Demography | Checkist | Reveew & Submit Gverrdes
- Setestnd Tracking # 92438 Dxtats Summarce
[FID__Linitials (LFH) ____lstep JArm _site [Investigator __|Status __Status Date ____|
Add a new Li jlne ». iwate O 0729 1 HHODD  Baday, Chary nEw PETTrTre
Pantable Version view POF w00 Key = B el Existimg Pationt 105 |
CRF Wersisn 58 - Pag  Generabsd: 11 Jul.*2 14:52:00 Easdern Danlight » v ;
Standard_Paticnt_identifier

“Lant * First[B

Patiemt S5M[123 |43 [aree Patient Hospetal No,

(05 saby)

pdard_Demographics

try of Resideace U5 21F Code (12345

Standard_gace

Standard Fields

.;Emgmune Fields
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Terminology Break

Standard Fields

Log Lines

Subject 00302291003
Page S Information . Enrolliment Forms

# Registration Step(”
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Step Information

ﬂ iMedidata [0 Messages & My Profile ¥ Help i Home :g: Legout
: Jessalyn Reboy Data Manager

DEV

a1 | (60602291 | 12 Angela 2| 2, 003-0229L.003 | 3 Enroliment Forms| [ Step information

3 Enroliment Forms
| Demography
| Step Information

nacivate Page
AR AR AR 0O &= & §

“age: Step Information - Enrollment Forms
] Subject Enraliment

| Treatment Assignment | | ¥ Registration Step H Event Description 2 Tracking Mumber? Traating Investigatar (7 Site Registrar 7 Crediting Group!:
"} Eligibility Checklist 1

CRF Hiﬁtﬂﬁ' Add a ﬂ?la?’ Log lne Inactivale :

Printable Version View PDF  lcon Kay S Cancel
003-0229L-003 - Step CRF Version 58 - Page Generated: 11 Jul 2013 14:52-57 Enstern Dayight Tme e anee
Infarmation
003-0229L-003 -

Demography

This is the rest of the
form that you will need
to scroll over to enter
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Subject Enrollment

) iMedidata =) Messages [Q My Profile  § Help g3 Home [ Logowt
: Jessalyn Reboy Data Manager

DEV

ol (B GOGEIEEQL| ~Angela 2| = 003-02290-003 | (3 Enroliment Forms Subject Enrollment

3 Enrollment Forms
| Daemography

nacivabe Page

- o
Step Information Subject: 00302291003 i - &
Page: Subject Enrellment - Enreliment Forms [
Subject Enrglt- -nt
| Treatment Assig.ment Patient 107 1)
| Eligitulsty Chacklst
Enrolling Site CTEP ID[Z O Fd

CRF History - 5
tion i - -
003-0229L-003 - Subject S4C CrumaL S ) ¢ &
Enroliment
003-0229L-003 - Step
Information
003-0229L-003 - Enroliment Date [’
Demagraphy o,

Enrallment Time?

Current Site CTEP D12

s T e TEST db

| kg preclics T8 pedgress

dogic Ononisgy Groun

Group Datal?

Browse | Susmary

S o A " ] Iuitﬂthrukuqa'}Il?’ (Tad3  SUMTAry .
ol Apglication|s protocat e tnitiats (et} [step [arm Jsite liavestigator_Jstates __[status bate | y F
GOG-02291 B14-02391-113 ABC 1 1 MNIO8  Badey, Cheryl REGISTERED Q7102012 - T

Printable Version View PDF lcon K| @ iafermation
CRF Version 53 - Page Generabed: 11 Jul 201

wng £92498 Save | Cancel

Elgibdity: | ELIGIBLE

Irenligability Roason:

B14-02200-113
1

Sitn Instruction; | Click here to continue o the patient form schedule on the GOG website,

Fatient 10

Trestment Arm!

Moda Error Hessagn:

@ Rave"
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Treatment Assignment

DEV [l Medidata = Messages [@ My Profile  § Help @ Home [&] Logout
er: Jessalyn Reboy Data Manager

g _)GOGEI229L| T Angela 2| =, 003-0229L-003 | (5] Enrollment Forms | [ Treatment Assignment

(] Envollment Forms
| Demography
| Step Information

hactivate Page

Subgect: 00302291 -003 0O &« &« g

Page: Treatment Assignment - Enroliment Forms
Subject Enrallment

1T - Date of Intervention/Treatment
= Treatment Assignment - - Step No > s e pecm 3 Iyesbis > i
| Ehgibilty Checklst an

1

Event Time .

CRF Histary Add a new Log line_Inactivate

003-0229L-003 - Treatment || Printable Version View PDF  lcon Keay r—
Assignment CRF Version 58 - Page Generabed: 11 Jul 2012 14:53:54 Eastern Daylight Time

003-0229L-003 - Subpect

Enralimant

003-0229L-003 - Step

Infarmation

003-0229L-003 -

Demography
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Eligibility Checklist

DEV [ iMedidata =) Messages [@ My Profile  §F Help G Home [@ Logout
Jessalyn Reboy Data Manager

L\ 72— -
AR [ 500025 = Angela 2] 200329003 5 Emtiment Foms] 1 sy crecris |
A—

| Enrollment Formis

Inactivale Page
Subject: D ® = a
Step Information ipage )

Subject Enrollmant Forms

T FRRC———
(LA LT GOG Institution Code

nﬂ

Eligibility Cheacklist

GOG Affiliate Code

"

CRF History
003-0229L-003 - Elgubility
Checkdist

003-0229L-003 - Treatment
s signmien Treating physician
003-0229L-003 - Subject

Enrallment Other Physician
003-0229L-003 - Step
Infarmation
003-0229L-003 -

Demography

Previous GOG #

B B

"

Did the patient sign an approved informed consent YES

@)

Has HIPAA authorization been obtained Yes: C49488

3

Is the patient eligible for a higher priority GOG protocol NO

E

What is the primary disease site Endometrium

B B

What i | tvoa? 1
What is the call type Serous Adenocarcinoma

Date of initial histologic diagnosis of malignancy 02 JUN 2011

—

What was the grade of the primary tumor GRADE 3-POORLY DIFFERENTIATED

Is the disease recurrent or persistent with documented
progression? Which one?

.ﬁ

Recurrent Disease
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Terminology Break

Folders Forms
.m;-mmma Einrollment Forms| | | Ebgpbalty Check al

Subgect 00302590 .3
Fage: Ellgitility Checkiist - Enrollimant Forma

Ennpdlerem Fofms
g Mora Py
B L a0 TGN

=1 byt Ensollmant

| rpalmenl AL Sagnment

E lgibality Chechdist

CRF History

00 3-0Z290-003 - Elsgubality
03 - Treatmeant

03 - Subject

Demaoraphy
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Navigation

History Prgtocol Patient Form

al |1 JGOGOZ29L | =5 Angeds 2 | S, 003-02290-003 | ] Envollmant Forma

1 Enrollrmen Fonms

Sulbge t 0030290 )3
Fage: L Ugitdling Checkiist - Enrc mant Forma

Folder

Institution

Demaoraphy
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Patient’s root tab

€ Subject - Windows Internet Explorer
)

£ https://hdcvcl01-037.mdsol.com/MedidataRave/(5(n333vwhbhov2pvks31midivm])/Meodules/EDC/SubjectPage.aspx?ID=642 ‘ | “9‘ A I Bing

7.5 Favorites =3 Suggested Sites = @] Web Slice Gallery +

(& Subject T v B v [ = v Pagev Safety~ Tools+

DEV [ iMedidata [ Messages [B My Profile 9 Help i Home [ Logout
User: Jessalyn Reboy Data Manager

Grid View
Subject Administration
X Subject Sharing
Baseline

[@ Patient Calendar

003-0229L-005
Enrollment Forms EﬁSubJect Enrallment

W Task Summary: Subject Pages
[ 4k NonConformant Data 0
[ (@ Open Queries
[ (@) Answered Queries

Add Event | [ @ Requiring Review
[ (&) Overdue Data
[ & Ready for Data Lock
[ (2) Cancel Queries

lcon Key

CRF Version 61 - Page Generated: 19 Jul 2012 08:53:01 Eastern Daylight Time

€ Internet | Protected Mode: OFf f: #100% -
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Baseline Visit Form

@ CRF - Windows Internet Explorer

hitps://hdcvcl01-037.mdsol.com/MedidataRave/ (S(r333vwSbhov2pvks3Lmidivim))/Modules/EDC/CRFPage.aspxDP=18542 EEE B

T.p Favorites ) Suggested Sites » g | Web Slice Gallery =

£

& crr i v B - = @ v Pagew Safetyw Took+ @~

@ DEV [ iMedidata [ Messages [ My Profile @ Help @ Home [2Y Logout

didata Selutian User: Jessalyn Reboy Data Manager
] Baseline

Inactivate Page
[ Visit Information -
Baseline Subject: 003-0229L-005 O e &« g
[ Registration Form Page: Visit Information - Baseline - Baseline B s

Pre-Treatment S / - n ,
B b iy | Visit Information

Informistice Has the patient had prior surgery ol &
CRF History Prior chematherapy

003-0229L-005 - Visit

Information - Baseline Did the patient have measurable disease at baseline

S
[
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Legacy Registration Form

. GYNECOLOGIC ONCOLOGY GROUP

Dats form crginally compiatd
m

Registration Form FORM R

Data is now
located in the — Dﬁ]m
en ro | I m en folde [3) Patient medical record number |: -

{7) Country

ial security numbser

DEMOGRAPHIC INFORMATION
st R er S ST P AT Sy CrECR OTiE]
ska Native [] Mative Hawaiian or other P Islander [ Hispanic or Lati
O Mot Hispanic

0O Unknown

O Mo means of payment
ampus & Tricare) [ Unknown
O Other
p1) Fabent hesgh

[12) Patient weight (

[13) Performance status (2
O 0= Fully acti

This is what we 2 Amry

Ambulatory and capable of all selfca

Capable of only limited selfcare.

are left with e

[14) Has th tient had any prior cancer diagn:

Prior cancer type

Prior cancer diagnosis
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Legacy Pre-Treatment Summary

Il GYNECOLOGIC ONCOLOGY GROUP Pre-Treatment Summary Form ~ FORMDR |
Date form oaginally completed Date form amended Person amending form, kast name
nalua/insnni i unlins/innnnl E—
e

- [ Y o |
BEN-INVASIVE DIAGNOS PROCEDURES

est X-Ray Result
O Mot Done [ Mormal O }\t-nl:-n'r.al.lspeci‘f'p =
{1a) Date of Chest X-Ray |ft| L Et' ! D]:l:'
{2) EKG Result
[0 Mot Done [ Mormal DM-nl:-n'r.aI_lsFec:if_.l =
(23] Date of EKG EUD |j:| ([[T1T]
%) MRI Result
[ Not Done  [J Normal [ Abnomal. specify

m [ ¥
(3a) Date of MRI CO O 1T

[0 Mot Done [0 Mormal [ Abnomal, specify
[ ¥

{4a) Date of CT Scan EUD Eh ! D:ED

{5) Other Procedure Performed. specify

[ Mot Dene [ Monmal [ Abnormal, specify

m d ¥
(58] Procedure Date D:' b I:I:' ! D:I:I:'

(&) Are there any target lesions? [ONo [0 Yes (complefe the BDR form if required by the profocol)
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RAVE Pre-Treatment Summary
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Edit a Row in alLog Line
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Open/Edit an entire log line field
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RAVE Pre-Treatment Summary
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A Log Line Terminology Break

Inactive

Note, on line #1 you see a strikethrough of the word
GASTRIS, and you also see the “Inactivated” Icon

didi E Afinbiston Code | SAE repon subeniied

O *®+

Also note that forms can become
Inactive. This may occur when on
the visit form, a question was
answered rolling out at form and
later that answer was changed and
thus making that form inactive.
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Body Diagram Form
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Body Diagram Form

GOG0229L 2, 003-0229L-005 | 7 Baseline | [ Diagram Report

Baselir

[ Registration Form

|;, Pri tment Summary Commen:

[] Pre-Study Hi
Information

[ Pre-Study Hi
Primary Surge

A

Click on Tools to convert
PDF documents to Word or

YNECOLOGIC ONCOLOGY GROUP

Chemotherap

Co
Information omi

Printal
CPF Verei

BODY DIAGRAM
tion: If submitting a corresponding D2M, label the sketch with the corr:

N

Gustomer Support Information
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Upload in a Table Field

Page: Form or Report Upload - Pathology
Please
select the
form ar
report type
being
uploaded
KRAS S
Report = | Browse...
Primary
Surgical
Procedure
Pathology
Report

Method of submission Date of upload Upload document

CVAIT
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Postal mail | Br

Not available
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Specimen Consent
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Back to the Patient Level
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Visit Driver Form
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|ICON Break

Incomplete

The Visit Folder’s information has
missing data, obviously.

There is a new form that has sgme
pre-filled information “Labs ayd
Chemistries”

Completed

The Visit Information Form, the
“driver form” has all information
completed.

Not Touched

No Information as of yet
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Labs & Chemistries

Laboratory assessment

Laboratory and Chemistries Values

Lab Test

OLUTE NEUTROPHIL
TH iBIM TIME

Enter the values
that you have
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Labs & Chemistries

Remove pre-filled lab dates for labs/chemistries not done

Printable Version Vi
CRF Verszion 241 - Page Generate Z 18 Eastern Standard Time

Click Here for Customer Support Information

Copyright &

| Save || Cancel |

Medidata Rave® 2013.2.0.1

Fo8-2013 Medidata Solutions, Inc.

Laboratory and Chemistries Values

Lab Test Lab Value LEIb_TE!E:t
Units
BLOOD LEUKOQCYTE COUNT 23! UL

HEMOGLOBIN, BLOOD m G/DL

Lab Value
7 Value given is not within the acceptable range of | [5] - [15.9]
Cpened To Site frol fem (26 Jan 2014) | Cancel
(¢}

New Information |~ |
12345

HEMATOCRIT, (PERCENTAGE), BLOOD

Lab Value
? Value given is not within the acceptable range of ] [15.0] - [54.9]
Opened To Site from System {26 Jan 2014) || Cancel
(S]

ELOOD PLATELETS

ABSOLUTE NEUTROPHIL COUNT
PROTHROMEIN TIME

PARTIAL THROMBOPLASTIN TIME
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A Note about comments

During entry

Comments

|:|:|mment:s:|3| able to see a
poriton of this

After saving

Confirmed Date, Partial REE:pl:lnE:EE|
Complete Response First Observed Date[?)
Res Confirmed Date, Complete Res

Comments

Comments!|?) THIS IS THE COMMENT FIELD., IT WILL HOLD A ENORMOUS _
AMOUNT OF INFORMATION BUT YOU WILL OMLY BE ABLE % 7 §
TO SEE A PORITON OF THIS

Edit saved information

Comments
Comments?] THIS IS THE COMMENT
Mew Information [~ | FTELD, IT WILL HOLD -~

| Save || Cancel |

Printable on View PDF
CRF Yersio Page Generated: :12 Eastern Daylight Time
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Errors and Queries

These are the colors that will indicate if a question has an error.

The different shades do not indicate level of severity but to differentiate lines

Examples are:
* missing required fields,
 future dates,
e (date ranges,
« value ranges,
* (uestions that depend on previous answers.
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Required Fields

@ CRF - Windows Internet Explorer

£ https://hdcvcl01-037.mdsol.com/MedidataRave/(S(a5flckfgphnkzdl ex3ieg5))/Modules/EDC/CRFPage.aspx? DP=18571 i) ‘ = ‘ 4-,‘ XK I Bing

5.7 Favorites T Suggested Sites » @] Web Slice Gallery +

»

& crr % v B - = @ v Pagew Safetyw Took+ @~

@ DEV 1 iMedidats = Messages [ My Profile % Help @t Home [d§ Logout

User: Jessalyn Reboy Data Manager

1GOG229L | A Angela 2| 2, 003-02291-005 | () Visit 1| [ Solid Tumor Evaluation Status an Response_

Inactivate Page

£7 Visit 1
[ Visit Information
[ Labs and Chemistries
Blood Pressure
Information
DISEASE STATUS AND OVERALL BEST RESPONSE
Saolid Tumor Evaluation
Target Lesions Time point response
Solid Tumor Evaluation ? This field is required. Please complete.
Non-Target Lesions Opaned To Site from System (19 Jul 20125['Cancel
Solid Tumar Evaluation -
Mew Target Lesions UVErall DEST CONMIMea response =
3 Solid Tumor Evaluation 7 This field is required. Please complete.
Status and Response Opened To Site from System (18 Jul 2012)| | Cancel

[ Cycle Patient
Information Overall best unconfirmed response
? This field is required. Please complete.

Opened To Site from System (19 Jul 2012) || Cancel

Subject: 003-0229L-005 O & & g
Page: Solid Tumor Evaluation Status and Response - Visit 1

[51 Cycle Drug Information
[& Toxicity Report - Section
1

Partial Response First Observed Dat
[ Toxicity Report -
NADIRS
[ Toxicity Report - AEs
D Toxicity Report - Aes Complete Response First Observed Date
Complete
[ Toxicity Report -Aes Response Confirmed Date, Complete Response
Complete v2

Response Confirmed Date, Partial Response

Comments

CRF Histol
2 5 Comments|2) § |
003-0229L-005 - Solid

Tumor Evaluation Status Printable Version View POF Icon Key
and Response CRF Version 61 - Page Generated: 19 Jul 2012 12:39:19 Eastern Daylight Time:

003-0229L-005 - Blood
Pressure Information

003-0229L-005 - Visit
Information

@ Rave:

| Save H Cancel

€ Internet | Protected Mode: OFf
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Across Field Checks

é CRF - Windows Internet Explorer

https.//hdcvcl01-037. mdsol.com/MedidataRave/(S{a5flxckrfgphnkzdleciegd))/Modules/EDC/CRFPage.aspx?DP=18571

1EIEE BT

5.7 Favorites

& CRF

sted Sites » @] Web Slice Gallery =

£

- B - m= v Page~ Safety~ Tools~ ﬂv

7 Visit 1
[ Visit Information
[y Labs and Chemistries

Blood Pressure
Information

Solid Tumar Evaluation
Target Lesions

Solid Tumar Evaluation
Mon-Target Lesions

Solid Tumor Evaluation
MNew Target Lesions

# Solid Tumar Evaluation
Status and Response

[ Cycle Patient
Information

[ Cycle Drug Information

] Toxicity Report -
NADIRS
[ Toxicity Report - AEs

[5 Toxicity Report - Aes
Complete

[ Toxicity Report -Aes
Complete v2

CRF History

003-0229L-005 - Solid
Tumor Evaluation Status
and Response

003-0229L-005 - Visit
Information

003-0229L-005 - Blood
Pressure Information

@ Rave-

Done

February 6, 2014

[ iMedidata [0 Messages [ My Profile [ Logout

User: Jessalyn Reboy Data Manager

% Help fix Home

DEV

[ Toxicity Report - Section
1

j_\GOanzsL[ P2 Angela 2 ] &003—0229L—Dﬂ§l|j\lisit 1 [ [ Solid Tumor Evaluation Status and Response

Inactivate Page

Subject: 003-0229L-005 O & & g

Page: Solid Tumeor Evaluation Status and Response - Visit 1

DISEASE STATUS AND OVERALL BEST RESPONSE

Time point response
‘? This field is required. Please complete
Opened To Site frem System (19 Jul 2012}

Overall best confirmed response Complete Response®
Overall best unconfirmed response
‘? This field is required. Please complete.

Opened To Site from System (19 Jul 2012) Cancel

Partial Response First Observed Date[?]
Response Confirmed Date, Partial Respnnse

Complete Response First Observed Datel]
? STE_ESR002: A confirmed or unconfirmed complete response was
reported. Please enter the Complete Response first observed date.

Opened To Site from System (19 Jul 2012) || Cancel

Response Confirmed Date, Complete Respons
‘? STE_ESR001: A confirmed complete response was reported. Please
enter the Complete Response first confirmed date

Opened To.Site from System (18 20123 | cancel

Comments
Cumments

Printable Version View PDF lcon Key
CRF Version 61 - Page Generated: 19 Jul 2012 12:41:49 Eastern Daylight Time

s

| Save H Cancel

€ Internet | Protected Mode: OFf H100% -
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Future Dates

@ CRF - Windows Internet Explorer

& | https://hdcvcl01-037. mdsol.com/MedidataRave/ (S{aSfixckifgphnkedl eieg5))/Modules/EDC/CRFPage.asp?DP=18571 1IEIEE B

5.7 Favorites T Suggested Sites » g | Web Slice Gallery =

& CRF

£

- B « 5] == v Page~v Safety> Tools~ @v

7 Visit 1
[ Visit Information
[y Labs and Chemistries

Blood Pressure
Information

Solid Tumar Evaluation
Target Lesions

Solid Tumar Evaluation
Mon-Target Lesions

Solid Tumor Evaluation
MNew Target Lesions

# Solid Tumar Evaluation
Status and Response

[ Cycle Patient
Information

[ Cycle Drug Informatiop
[ Toxicity Report - Secfion
1

] Toxicity Report -
MNADIRS

[ Toxicity Report - AEs

[5 Toxicity Report - Aes
Complete

[ Toxicity Report -Aes
Complete v2

CRF History
003-0229L-005 - Solid
Tumor Evaluation Status
and Response
003-0229L-005 - Visit
Information
003-0229L-005 - Blood
Pressure Information

@ Rave-

February 6, 2014

DEV

[ iMedidata [0 Messages [ My Profile 97 Help @t Home [d§ Logout
User: Jessalyn Reboy Data Manager

jJGOanzsL[ 7% Angela 2 ] &003—0229L—Dﬂ§l|j\lisit 1 [ [ Solid Tumor Evaluation Status and Respnnse_

Subject: 003-0229L-005
Page: Solid Tumeor Evaluation Status and Response - Visit 1

DISEASE STATUS AND OVERALL BEST RESPONSE

Time point response

Overall best confirmed response

QOverall best unconfirmed respnnse

Partial Response First Observed Date[?]
Response Confirmed Date, Partial Response

Complete Response First Observed Datal?|
? Future date has been entered. Please comrect.
Opened To Site from System (19 Jul 2012E | Cancel

Response Confirmed Date, Complete Response
‘? STE_ESRO009: The confirmed Complete Response Date is less than 28
days after the first observed complete response date, please reconcile.
Opened To Site from System (19 Jul 2012) L Cancel
7 Future date has been entered. Please comect.
Opened To Site from System (19 Jul 2012) || Cancel

Comments

Comments (2]

Printable Version View PDF lcon Key
CRF Version 61 - Page Generated: 19 Jul 2012 12:44:04 Eastern Daylight Time

Inactivate Page

nDe o g

Partial Response® (@ ¢ &l
Complete Response® (@ ¢ &
Complete Response™ (&3 ¢ &

Gre
Gri

20JUL 2012° (D) § &

20JUL2012° @D § &

[v

| Save H Cancel

€ Internet | Protected Mode: OFf fa v H100% ~
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Date Ranges

€ iF - Windows Internet Explorer
& CRF- Windows Expl
£ | hitps://hdcvcl0l-037.mdsol.com/MedidataRave/(S{a5flxckrfgphnkzdl ediegs))/Modules/EDC/CRFPage.aspx?DP=18571 AEIERE B

5.7 Favorites % Suggested Sites » @] Web Slice Gallery «

& CRF

£

- B « 5] == v Page~v Safety> Tools~ @v

7 Visit 1

[ Visit Information

[y Labs and Chemistries

[ Blood Pressure
Information

1 Solid Tumor Evaluation
Target Lesions

[51 Solid Tumor Evaluation
Mon-Target Lesions

[] Solid Tumor Evaluation
MNew Target Lesions

[3 Solid Tumor Evaluation
Status and Response

[ Cycle Patient
Information

[ Cycle Drug Information

[ Toxicity Report - Section
1

] Toxicity Report -
NADIRS
[ Toxicity Report - AE<

[51 Toxicity Report - Aes
Complete

[ Toxicity Report -Aes
Complete v2

CRF History

003-0229L-005 - Solid
Tumor Evaluation Status
and Response
003-0229L-005 - Visit
Information
003-0229L-005 - Blood
Pressure Information

@ Rave-

Done

February 6, 2014

DEV

[ iMedidata [0 Messages [ My Profile 97 Help @t Home [d§ Logout
User: Jessalyn Reboy Data Manager

( :JGOGDZZQLI £ Angela 2 [ &003—0229L—005I|j\lisit 1 [ [ Solid Tumor Evaluation Status and Respnnse_

Subject: 003-0229L-005
Page: Solid Tumeor Evaluation Status and Resp - Visit 1

DISEASE STATUS AND OVERALL BEST RESPONSE

Time point response

Overall best confirmed response

QOverall best unconfirmed respnnse

Partial Response First Observed Date[?]

Response Confirmed Date, Partial Response

Complete Response First Observed DatelZ)

Response Confirmed Date, Complete Response

‘? STE_ESRO009: The confirmed Complete Response Date is less than 28

days after the first observed complete response date, please reconcile.
Opened To Site from System (19 Jul 2012

Comments

Cumments

Printable Version View PDF lcon Key
CRF Version 61 - Page Generated: 19 Jul 2012 12:44:53 Eastern Daylight Time

Inactivate Page

nDe o g

Partial Response® (@ ¢ &l
Complete Response® (@ ¢ &
Complete Response™ (&3 ¢ &

Gre
Gri

20J0UN2012® @ ¢ &

20 JUN 2012° (@ ¢ &

VIR

| save || cancel

€ Internet | Protected Mode: OFf fy v W|I00% ~

NRG Group Meeting




THE END



