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Oncology Patient Enrollment Network
(OPEN)
Overview

Diana Meyer
OPEN Administrator

Sushmita De
Systems Analyst

ﬁpm Oncalogy Patient
Enmaliment Metwnrk

The purpose of the OPEN System is...

To Provide a
Standardized Web-based Environment
for Enrollment of all Patients in Clinical Trials

Across the NCI-sponsored

Cooperative Group Clinical Trials Program
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OP Onoolasy Patbent
Enmoliment Network

Centralized web-based system

» Single web address.
https://open.ctsu.org

» Uniform interface for all
Cooperative Group studies

* Uniform implementation of
Credentialing rules

* Increased availability and
flexibility through multiple
means of access

OPEN Overview CALGB Group Meeting — 06/24/2010 3

OPEN gecsowyrusem

Benefits to Sites

e Learn asingle system for enrollments

e Maintain single password - standard CTEP-IAM

+ Enroll patients to all Cooperative Group Trials

* Available 24/7 from the OPEN web site

>
SITE REGISTRAR

« View all your OPEN enrollments across all Groups.

« Seamless integration with existing Group
registration and randomization systems

* Phone and FAX-based processes being phased out
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How does OPEN Work?

Registration & Registration
Eligibility Data Request
¢ OPEN Portal

=

. https://open.ctsu.org
Registration Patient ID,

Confirmation H Treatment Arm H

Existing Group
Registration/
cTsu Randomization

Randomization

Node

Enterprise
Database System
(RSS/OPEN)

Group

Database
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How Do | Get My Roles in OPEN?

If your site is not affiliated with the

If you are affiliated with the Protocol Protocol Lead Group

Lead Group
(For non-Lead Group enrollments)
Contact the Lead Group. Your role Contact your Site and/or Data
assignments are handled through the Administrators to request a role
Lead Group assignment
, : —— Role assignments are made via Roles
Your L;agsGsrobuptﬁ éol_sé:rdlsér:;%mtamed maintenance under the RSS tab on the
Y P CTSU Members’ web site

Your role assignments are to be set up only
once per Lead Group — Not for each protocol
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crs Cance

How Do | Enroll Patients Using OPEN?

You need a
CTEP-IAM
account to login
to OPEN

]

CTEP-IAM Account

https://eapps-ctep.nci.nih.gov/iam/

C.

7

Yes | oy

Affiliated

with Lead

Group?

You need the Group
specific role on the

f Lead Group’s Roster

!

Enroll
Patients
_©®©

p

N You need the

Registrar role on
CTSU Roster
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Example Registration Flow

CTSU
Members’ ~
Site { stagx
Login to
OPEN
OPEN
URL

https://open.ctsu.org

Choose

Enroll _l

Select site, protocol,

investigator, credits

/

Complete standard
demographic form

¥
Complete eligibility
checklist

Enroliment
Results:
Patient ID &
Treatment Arm

t

Groups’ System
For
Randomization _

t

Review &
Submit
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Some Features..

e OPEN has a “Practice” mode so sites can learn the system
and review protocol enrollment forms. The Practice mode
will be indicated by an orange colored menu bar and
watermark on screen

I Start Practice | to practice test enrallments!

* The system will maintain registrations that are in-progress
— Registrations that are not completed can be saved and
finished at a later date
— Will maintain pending registrations for 7 calendar days

My five recent “In Progress” enrollments

[Track # _[Protocol ___[site _Jstatus ____Jstatuspate ]

55014 E1505 GAD24 SUBMITTED 08/07/2009 10:43
55008 E150% GADZ4 SUBMITTED 08/06/2009 09:52
55000 RTOG-0521 GADZ4 SUBMITTED 08/05/2009 16:02
£4970 PACCT-1 VTOD4 SUBMITTED 07/28/2009 15:36
54968 PACCT-1 VTODS SUBMITTED 07/28/2009 15:36
OPEN Overview CALGB Group Meeting — 06/24/2010 9

OPEN g |

Some Features.. (Cont)

* OPEN can now support Ancillary Studies...

— Embedded Ancillary Study: a sub study that is incorporated into
the main study (protocol). Does not require separate CTEP
review or IRB approval from the main study

— Stand Alone Ancillary Study: A sub study that is conducted in
conjunction with one or more treatment study and requires
separate CTEP review and IRB approval

— Delayed Enrollments: Ancillary study enrollment which is not

completed at the time of the main study enrollment. Requires
separate CTEP review and IRB approval
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Enroliment Ketwork

Some Features.. (Cont)

« Downloadable history of enrollments and reports will be
added

» Access to regulatory status and other information that is
currently available through the CTSU web site

Home "Enroll el Reports 'RSS 'Form Setup "Admin 'Help ruddbi@ctsuesy.
Browse | Summary | Dernography | Checklist = E
Please select a registration ta start with,.. / \ ]

; Download
* For registrations that have WOT been com) Tl -= In Progress tab.

] Filter by:[ 4] > [ Search |
/[ /[ Il ]
mumm-mmwm—

4412345 b w
\

[Select | E1505 @ GA4S |cTsU 15344 |B ELIGIBLE |REGISTERED |08/24/2009 17:38:42 | SUSHMITA
[Select || 57 |s5047 |S0777 @ ARODE |swoG 1 218928 |2 ELIGIBLE |REGISTERED |08/14/2008 17:01:11 |MAIRJ
[Select ||7#7| 55045 |E1505 @ Gatz4 [AcosSOG |1 |15342 |B ELIGIBLE |REGISTERED |08/14/2008 13:27:26 |SUSHWITA
[Select || 755043 |s0777 @ wille |nccTe |2 212669 (3 ELIGIBLE |REGISTERED |08/11/2009 16:26:34 |NAIR]
[Select || 77| 55041 |50777 @ wiisl |Ecos : |zizo8s |3 ELIGIBLE |REGISTERED |08/11/2008 16:35:09 |NAIRI
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OPEN Login

National Cancer Institute

o 7 1 ) JSoncer Tl Support Unit ‘ )PEN Oncology Patient

W/ Linking practics ta progress Enrollment Network

OPEN Portal Authentication

1AM User: |[meyerdi
QOPEN is the web-based registration system for patient enroliments onto NCI-sponsored Cooperative Group clinical trials, The
system is integrated with the CTSU Enterprise System for regulatory and roster data, and with each of the Cooperative Groups' Password:
registrationrandomization systems for patient registration/ randomization. OPEN provides the ability to enroll patients on 3 247
basis.

welcome to the Oncology Patient Enrollment Network (OPEN) Portal system

Training and Demonstration Materials:

» User Guide » This users quide has alinkable Table of Contents that will bring you 1o any topic you chaose, or you ¢an scroll through

and/or print the entire guide. Useful links and updates

Deme Video » This 15 minute video will walk you through a basic patient enrollment using OPEN Portal, Need a CTEP-AM Account?

.

Erequentls Asked Questions (FAQ) » Frequently asked questions about OPEN Fortal. CTSU Members Site

.

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

CTEP-IAM Fast Fact Sheet

Contact Us Privacy Notice Disclaimer Accessibility Application Support

FIRSTGOV
Version 2.0.4.1 [20100404]
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OPEN Home Page

m Contact | Members Site | Log off
e T it o Sk ( \

£ 1= 1 | ernace o e naTEAL GamoER emTUTE TEST db Oncology Pati
Enrollment Networ
hdl Role: Site Registrar

=" Linking practice to prograss
"SS" Help patiichuki@ctsutst

ST VT004:University of Vermant

Ty Enroll "History Reports

Welcome | Profile

Welcome back Lucille Patrichuk!

Site:| VT004:University of Vermont v

actice test enrollments!

My five recent “In Progress” enroll

No recent activities!
Create New Registration

Role: Site Registrar

Practice
Registration
Feature

» This system is best viewed at 1024 x 768 resolution and above
» Please do NOT use the browser's back button for navigation

Message of the day:

In order to enroll patients via OPEN, you must be affiliated with at least one institution and car
the institution(s).

role of "registrar” at

If you have any questions please contact the CTSU Help Desk at 1-883-823-5023.

Registration RSS Other :
Recent “in

+ Create New Registration + Person Search » CTEP IAM "
progress

+ In Progress Registrations + Site Registration Search + Reports

registrations

+ Registration History f )
or your site

» Override Management
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Link Eo pregreas

Create New Registration

1: Select

“ Tracking Number:

) Registrar: Meyer Diana @

Persons on

2l * Institution CTEP ID: VT004 Z Institution Name: University of Verment
) % Protocel Number: [CALGS-140505  [v] [[)Erotacols Missing? the selected

A Phase 111 Randemized Trial of Lobectemy Versus Sublobar Resection for Small (</= 2 em) Perip
Lung Cancer

Zl Protocol

site roster
will display
in OPEN

I Protocol Note(s):

7l * Registration Step: |1 - Registration ~| % [Jsteps Missing?

2: Add persons associated with this enrollment =

Only one treating investigator® and one drug shipment investigator can be associated
Press G to add & person, or press @ to remove

address will def
0503 has the
Treating Investigator (required. (required.
options! persons, plesse click the gr

Person Type*

Treating Investigator ~ |[Wood, Marie Elizabeth [18223] [CALGB,CTSU,GOG,NSABP] Or. Marie Elizsbeth wood

/o Ryan Daley
Walsh, Jane Elizabeth [514536] [CTSU,NSASR] Fletcher Allen Health Care
Hematology Oncology Clinic

| © |[site registrar ~

o]

3: Specify credits

%l * Cooperative Group Credit: | CALGE  ~v | & CCOP Accrual: NO

% * Credit Investigator: |Wood, Marie Elizabeth [18223] [CALGS,CTSU,GOG,NSASP] v| &

4: Enter case notes

Zl Case Notes:

Ec==] N S=iow | W Comine
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— 7 Contact | Members Site | Log off
ﬁ i Cancer Trials Support Unit ( ‘

5775 1) asenver o e wanow covenaure TEST db ‘ )PEN Oncology Patient
U Linking practice to progress -

Enrollment Network

b Role: Site Registrar

Home 2X] ory 'Reports 'RSS''Help meyerdi@ctsutst

InPrograss | Create New | Summary | Demography | Checklist | Review & Submit | | Ovarrides o a

I
[3]

5 CALGB-140503 Step 1 registration - tracking number 69624

# Click on [Continue] button to

¢ fill out the demagraphy medule

I Sy | [ Vew Sy |

B Plasse click on the printer icon to print bracking number

Tracking
Number

OPEN Overview
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OPEN 2z, o iy
Demography Screen

~

5 _ Contact | Members Site | Log off
CTSL e TEST db ( ’ PEN Oncology Patient
& : . \

Enrollment Network

meyerdi@ctsutst
| Overrides

Site[tnvestigator [Status__|status Date
o

VT004  Weod, Marie NEW

Save & Validate

Existing Patient ID; [ | [ Populate Data__|
= Expand/Collapse all Medules

= Standard_Patient_Identifier
‘ s vLast| | | = First[ | ‘Hiddle (] |
[patientssn [T 1) |patient Hospitat we. [ ] |
= standard_Demographics

* Patient's Date of Birth > &

~Ethnicity ~Gender of a Persan

[F] Hisparic or Latine Female Gander

[E]ner [F] ale Gender

[Ene

+ [€] unknewn
[E] unienon

* Country of Residence [US

|z1P code [ ]
= Standard_Race

Race

[] american Indian or Alaska Native

[T] asian

[F] slack or african American

[~] Mative Hawaiian or ther Pacific Islander

hice

OPEN Overview CALGB Group Meeting — 06/24/2010 16
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R —

C140503 Online Registration Form

Selected Tracking # 69624 Details Summary
[Protocol ——1pro Jimtiais (1FM) —[tep [Arm [Site [tovestigator [Status _[Stotus Date
DD- 1

CALGB-140503 ¥T004  Wood, Marie INCOMPLETE

W Bock] WSave] W Save & Validate
[:] )

Cannet submit until all data entry errors are resclved

System will
> iy eheckes Torm o validation Errors aieris display validation

# [Protocol Administration] module has 1 error(s)

errors and alert
E Expand/Collap: Il Modules

E Protocol Administration

% ERROR-9: HIPAA Authorization Date is required for US residents.

|- Date Informed Consent Signed (MM DD ¥Y¥Y) | February (02) DR

|ﬂ HIPAA Authorization Date (MM DD YYYY) v M ® ‘

= Notes:

Name of VATS lobectomy credentialed surgeon (If VATS lobectomy is planned, provide the following:)

CRA Name

e

CRA e-mail

WEack] [Save

OPEN Overview CALGB Group Meeting — 06/24/2010 17
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Link

» to progress

—
el

Review Screen

=51 asermice aF e NaTIOAL CANCER INGTITUTE TEST db
=~/ Linking practice to progress
T 700 niversity of Vermont

Contact | Members Site | Log off

( )PEN Oncology Patient
Enrollment Netwc

System will ask

Qe you to verify all

# Flease review checklist for accuracy and click [Submit] for eligil t] button o Credentlallng and
checklist

information upon

selecting submit

B Role: Site Registrar

History 'Reports' WSS Welp

In Progress | Create New | Summary | Demography | Checklist | Rewiew & Submni

] | Overrides

Te make changes click [Checklist

Step 1 Registration Information: [Tracking # 69624]

Patient ID: /ot yet sssigned

sub-tabs.

Treatment Arm:

t yet assigned

Institution: University of vermon ih i e

Protocol Number: CALGH

40503

2 This Form wil be submitted to the group for patient enroliment, do you want tae
Protocol Title A

aze 111 Randomiz

Registration Ste

(Registration]

Registration Status: READY on 05/25/201
Associated Persons: [TFTgETYS |Person Name. |Status
< Registrar @ walsh, Jane AcTIVE
[Treating Investigator |@ Wood, Marie [acTive |

Drug Shipping Address: Or. Maric Elizabeth Wood
</

F\el:herrA?:‘ngLeal Cer‘e
o ocslos Sheic ) ) )
ol e e Registration and Checklist
Reaistation Entiated Bys merban o retiaons 1262 21 £01 information can be modified until

Updated By: MEYERD! on 05/25/2:

5 FM EOT

final submission

Cooperative Group Cred

Credit Investigato:

 Marie @

CCOP Accrual: NG

Other Pavment Group:

OPEN Overview CALGB Group Meeting — 06/24/2010 18
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Enroliment Network

L practice to progress

Registration Confirmation

N ) Contact | Members Site | Log off
ez =1t/ ﬁ'w'l‘.‘f-'rl"%ﬁ“m'u'.‘.’ﬂf TEST db ( PEN Oncology Patient
Enrollment Network

meyerdi@ctst

B Role: Site Registrar

mary | Demography | Chacklist ? @& G

Selected Tracking # 69624 petails Summary

120903  DD- 1 A VTO04 W REGISTERED

© 1nformation i

% Group response for tracking =696 24 Patient ID #
n N be found in the HISTORY section
Summary] te view the complete registration summary

Eligible
Ineligibility Reason: | None Please take a few moments
Patient 10: | 120903 to complete the survey after
Treatment Arm: | N/A . .
site tnstruction: | NIA enrolling a patient. We want
Node Errar Hessage: your feedback!
Please let us know your enrollment experience by completing this survey which should not take more than 2 minutes!

View Summary

OPEN Overview CALGB Group Meeting — 06/24/2010 19
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Linking practice to pregress

Registration History

Contact | Members Site | Log off

N
T L TEST db \ ) PEN Oncology Patient
\\j Linking practice to progress Enrollment Network

:University of Vermont

Enroll Reparts' 'RSS Help meyerdi@ctsutst
| Browse | Summary | Demography I Checklist - -
Selected Tracking & 69624 Details Summary
m—mmammm
CALGB-140503 120903 DD~ N/A  wT00:  Wood, Marie REGISTERED 05/25/2010
412 »i 23 v @ Filter by: _H ~ l ][ Search | Clear |
mm-m_mmm
v'|sss2s  |caLce-140503 @ vioo:  |cace 120803 wa  |eucisie  |recisTeReD  [05/25/2010 12:25 M | @ MEYERDI
$|sss13  |caice-140503 @ VIoos  |cates 2 120802 arma |EUiGIsLe  [ReGISTERED  |05/25/2010 10:06 Am | @ LEL
| ss612 @ vToos caLcs 1 120902 N/A ELIGISLE REGISTERED O =L
¥|sss10 @ vioo:  [cace 2 120901 AmA |euclsle  |ReGISTERED @ L
¥ | 59503 @ V1004 |caes 1 120901 N/A ELIGISLE  |REGISTERED @ L
| sss73 @ V1004 |caies 2 28007 < |[eucisie [resisTereo © cHam
¥ | s9570 @ vToos [cales 1 25007 A ELIGIELE  |REGISTERED @ cHam
| ses45 @ Vvioos  |cales i 12052 % |euciete [recisteren /2010 03:48 PM_| @ PATRICHUKL
| ss232 @ vToos NSABE 1 18037 A ELIGISLE REGISTERED /2010 02:20 FM
| ss228 @ v100:  [nsase 0 19037 T |eucieie [recisTeren :18 PM_| @ JANDREWS
¥| 85426 @ vTo0s  [cacs 1 15036 8 ELIGIELE | REGISTERED :32 PM | @ CHAMI
#|ssazs @ v1oo:  [cates 0 15035 T |euGieie [resisteren :28 FM | @ CHAMI
@ v100s  |cates 1 15032 s ELIGISLE | REGISTERED @ JANDREWS
@ vroos  |caes 0 15034 T IEI.IGEELE REGISTERED 05/18/2010 1. © 1ANDREWS
@ v1o0:  [cales 1 15030 A ELIGIELE  |REGISTERED |0 1001:10 PM| @ CHAMI
@vioos  |cacs [0 [iso30 T |euicieie [recistere  Jos/i72010 0s: @ cram
@ ti0s  lcmca . senna n ciicime locmicresen  lac & cram
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regrann

C140503 Step 2

1: Select ’
“ Tracking Number:
%) Registrar: Meyer Diana

2% Institution CTEP ID: wTO0: ) Institution Name:  Unive

ty of wernent
7 * Protocol Number: CALGS-140503

Sublobar R

“ Protocol Title: A Phase III Randomized Trial of Lobectomy
Lung Canzer

ction for Small (</= 2 cm) Peripheral Ne

mall Cell

“l Protocol Nota(s):

%1 Registration Stap: 2 (Step 2 > Registration

o Anciliary protocot selection (= Step

« All required ancillary stand-acne/embedded protacols will be auts selected by default

|Group #|Status [Title
Embedded Study 580502

2: Add persons

h this en

= treating investigator® and one drua shpment investigator can be associated
to add a person, o- press remowvs

o
d

Embedded Ancillary

RN Tl A AR A ‘ Study

= green pius icon.

Person Name [1D] [Group]*

Treatnag Investioator ~|[ wood, Marie Elizabeth [18223] [CALGS.CTSU.GOG. NSASP] il nggyelh wood
[ | Site recistrar ~ [ Waish. 1ane Flizabath (s14538) (cTsUNSARPT Fletcher Allen Health Care

Hematclogy Oncology Clinic
2 Colchester Awvenus
Main Favillion Level Two
=

Suriington, VT 054

3: Spacify credits
7l * Cooperative Group Credit: | calcs  ~ | & CCOF Accrual: NC

=1 * Credit Investigator: |Wood, Marie Elizabeth [18223] [CALGS,CTSU,GOG,NSASF] - %

4: Enter caze notes

7 Case Notes:

OPEN Overview CALGB Group Meeting — 06/24/2010 21

O Docalogy Patient CTSi Cancer Trisls Support Unit
PEN &5 s
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Step 2 Registration Confirmation

N Contact | Members Site | Log off
Cancer Trials Support Unit
rearmac c

FIZI ) pmemmor e oo rorrrire TEST db PEN Oncology Patient
5 Linking practice to progress Enrollment Network
[ Role: Site Registrar
History Il meyerdi@ctiuts

Browse | Summary | Demography | Checklist @&

Selected Tracking # 69633 Details Summary
[Initials (LFM) __[Step_JArm __Jsite _linvestigator ]|
DD- 2

Arm B  wT0D4  Wood, Marie REGISTERED

CALGB-140503 120903

Ancillary Study
C——TT— : Confirmation

© 1nformation

cking =69633
n can now be found in the HISTORY section
w Summary] to view the complete registration summary

Eligible
Incligibility Reason: | None. Main Study
Patient 1D: | 120903 . .
Confirmation

® Group response
® This regi
® Click on

Treatment Arm: | Arm B

Site Instruction: | Arm B: Limited Resection

Node Error Message:

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

View Summary

OPEN Overview CALGB Group Meeting — 06/24/2010 22
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Linking practics to progress

OPEN Resources

\\

The ‘OPEN' tab on the

CTSU Members’ Web

Site

« Information and updates
about OPEN

¢ Alink to the Guide to
OPEN Access and
Crediting

¢ Alink to the OPEN
Portal

a I

Training material under

the OPEN tab on the

members’ web site

« OPEN Demonstration
Video

*« OPEN User Guide

« OPEN FAQ

.

a4 N

Training materials
within the OPEN
application

¢ Practice Mode

* OPEN User Guide

* OPEN Demonstration
Video

OPEN FAQ

Alink to the Guide to
OPEN Access and
Crediting Y,

OPEN Overview

CALGB Group Meeting — 06/24/2010 23
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O TS Corcer Trists Support Unit

ctice to progrens

Linking ¢

T S A PH— L

[P p——

tate arulfisr Doty
il Alicts Them to

¥ you hawe quostions about this please contact

Learn More About OPEN
Training and Demonstralion Malerials

= OPTH Usars Gulda

etery Lunpne: yons «Bmrcin, or you e seroll Uaoogh
- OPEN Dome Video

Tralning Viden [Windows Madla

* Gl Ter 0890 W Az sanas sirud € ores i v

LL ST
OPTH Fraquentty Asked Quastions

1 he User Cuide contains a inksble | able of Uontonts that wall bring you to

1his 15 rnmnute ides will walk you Gnough o bos pabent enellinen wng
CFFHL Tt ynu hmva dficulty In watching this vidaa onling, then piass
dowriuad the wdeo W your local machine vsang b dusmiosd bnk:

Vidan WMV tnrmar)

This documant outiings the sct of guidciines for GFEN access and aroditing.

OPEN Informatlon on the Web Site

Humu | I'rotocols | liegulato Clinical Dats | Lducation & Ifesources

UILN o e veeb based segrstrabun system Tor patenl enrolients oot e spomsued Cooperatve Group dial Lals. The system e mtegratesd veith Ue OS50 Liter pres
System tor raguintary and rester data, and with anch ot e nps
the abilty to cnroll pabents on & 24/ bazs. Access to the UFEN gystem is Donu'ullcd through the C1EF-1AM gesten and through role assgnments in

w S ST Wil noed tn B reglstered with CTEF and hawe a walld and acthe CTEP-TAM ancon.
w Fhes e the sarme avounl (eer wl and passseand]) wad for te CFSU members” web wte.

+ To peartorm ragistmtions, tha SEa SAF MUSE Rave Daan aesignan the RISt rola on tha ralewnnt Group ar CT5L roster.

= To perform reqictrations on protocsls for which you are a mamber of the Lead Group, you must have an aquivalent "Ragistrar role

bl thresmugyhn s Garauapos srs wbuchs yuns e s srseenil e

non-Lead Croup registrations) you must hawve the

eteges €1 511 peir oo ana U s tinkes Beialeas sraird g Featliarss anchar ©

 CTSU mechanizm (L.

resources

Connect to OPEN

aarulfiar priral T srilire gy,

1 he followng protocols are now actve in UREN for atg

Humins | M w4 IETSN Frd ez Sitea 1 1y st

Linking practica £o prograss

5 tor patiant rag . DTN preniies

Link to
OPEN

Lead Croup rostor.

Reglstrar on the CTSU roster.
G thes £21 2000 rarmibir ! vy sl $hes

List of
protocols
active in
OPEN

OPEN Overview
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CALGB Transition

* C140503 will be released to CTSU registrars in July
2010

* Site release will follow

» Site users will need:
— For CALGB led trials, appropriate staff have to be active on the
CALGB roster

— For trials led by other organizations, verify appropriate staff are
linked to their site on the CTSU roster and have the registrar role
if needed

— Allinvestigators are linked to their treating organizations on the
CALGB and/or CTSU roster

OPEN Overview CALGB Group Meeting — 06/24/2010 25

ﬁ Oocology Patient CTSU "
WYPEN

Envoliment Network

CALGB Roster Roles

* Important Points:

— For CALGB-led trials, all associates on the CALGB
roster with a role of site registrar will be granted the
registrar role, however they must be linked with all of
their sites (main sites and child sites) to enroll
patients at these sites

— Ensure that all investigators are linked to their treating
organizations on the CALGB roster

— For trials led by other organizations, verify that
appropriate staff are linked to their site(s) on the CTSU
roster and have CTSU registrar role if needed

OPEN Overview CALGB Group Meeting — 06/24/2010 26
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Current Status

e There are 22 protocols active in OPEN
e Over 5,200 enrollments completed in OPEN

e Three other protocols are in production with the CTSU
Registrars —will be released to sites soon
— RTOG-0436
— NO733
— NCIC-PR.11

e During CTSU Registrar Release
— Group roster cleanup
— Uncover any form or connectivity issues
— Work with each Group to refine communication
— Finalize site and Group training documentation

OPEN Overview CALGB Group Meeting — 06/24/2010 27
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Looking Ahead....

» Data Update Module - synchronization of
enrollment data between Groups & OPEN,
post-enroliment data corrections

» Facilitate Patient Transfers
» More reporting features

» Integration with the NCI's Clinical Data
Management System

« Empower Groups to manage their protocols
in OPEN

» Activate all new protocols in OPEN

» Migrate legacy protocols to OPEN
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Contacts

Ravi Rajaram — CTSU Assistant Project Director

(Informatics)
— RaviRajaram@westat.com
— (301) 294-2045

Lucille Patrichuk — Implementation Manager
— LucillePatrichuk@westat.com
— (240) 314-2572

» Jayan Nair— OPEN Development Manager
— JayanNair@westat.com
- (301) 212-2126

Steve Riordan — CTSU Project Director
— SteveRiordan@westat.com
— (301) 517-4045
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