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What is C3D c3D

1 Clinical Trials Data Management System

1 RDC (Remote Data Capture) Data Entry

aq Accessible anywhere in the world (via a Windows
computer and Internet Explorer).

1 C3D supports data standardization, reuse,
sharing, and interoperability through electronic
Case Report Forms (eCRFs) based on
Common Data Elements (CDES)

1 Based on Industry Standard Technologies
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C3D Organization
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Designing Protocols in C3D
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CCR Standard Case Report Forms

Library of Standard Forms & Rules is available as a starting
point to build protocol specific forms & rules

Detailed Instructions are available for each Standard Form

Each Instructions includes:

a General Description

q eCRF Screenshot

q Field Specific Description (Mandatory, Derived, etc.)
q Validation/Derivation Rules


https://ccrod.cancer.gov/confluence/x/9QiJAw

eCRF Instructions Manual

Course Initiation Search
Home  C3D Portal Training and Education Course Initiation
Home Contents

C3D Portal * Purpose

) * Course Initiation eCRF

Login « Validations

Training and Education » Derivations

Sponsor Reporting

Support Purpose

o Record course initiation Start Date, Arm, Treatment Assignment Code (TAC) and Treating Institution.
Other Applications
Documentation

Course Initiation eCRF
GLC Web Application

Users Manual wtOmn [ 1 won e[ a
(('. R ) R B o | i8S
TIGER-LC Web R g i [ I el A £ El _|
Application Users e e
Manual I - [
) Hiwd L ! Lo '
e s o
(= e Pt D na E [ j AR -
| I — 1
Field Name Description [ Instructions Format
Visit Date™ Enter the date the course started. DD-MMM-YYYY
Course #@ Sequential number of this course of treatment: first course = 1, second course = 2, etc. 5 digits
Start Date of Enter the date on which the course was started. This is the date on which a protocol stipulated

) DO-MMM-YYYY

medication (or treatment) was first administered.

Course'™




CCR Standard Case Report Forms

1 Screening/Baseline Forms

q Eligibility, Enrollment, PE, Vitals, Baseline Symptoms,
Prior Therapies, ...

1 Courses/Cycles

q Course Initiation, Study Medication Administration, PK,
Course Assessment, PE, ...

1 Labs

q Blood Chemistry, Hematology, ...
1 Ongoing

aq AE, Concomitant Measures, Extent of Disease, ...
1 Off Tx / Follow-Up / Off Study
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C3D Protocol Phases

C3D Study Phases

Patient on Treatment

s A \
On Treatment Off Treatment Off Study
b b b
Screening Protocol Baseline Course 1 Course 2 Course n Follow-up
_____________________________ e
Ongoing / AE & Concomitant Meds I I
I | |
Labs / Procedures I |
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Role Based Access

Access => Browse Enter Data Manage Verify Approve
Discrepancy eCRF eCRF
Role
Pl Yes No No No No
Research Yes Yes Yes Yes NoO
Nurse
Data Yes Yes Yes NoO NoO
Manager
Monitor Yes No Yes No Yes
QA Yes No No No No
Pro_tocol Yes Yes Yes No No
Builders

12



C3D Support

1 CBIIT provides the first line of support for C3D
related issues

1 Contact
g Email:

g Phone: 240-276-5541
g Additional Information at:

1 Protocol specific issues are escalated to the Protocol
Builder by CBIIT

1 Changes to Standards are escalated to Controls &
Configuration Management Group (CCMG)

13
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Username & Password

Username is typically your last name and first name initial.
Ex: smiths

Password rules:

q
q
q
q

Start with a letter;

Must containing at least one number and one special characters (Ex:! #);
Has to be at least 8 characters long;

The following special character could cause problems if used: $ % & ‘ “.

About C3D Password:

q

q
q
q

Do not share the password with others!
Password needs to be changed the first time you login
Password expires every 3 months and needs to be changed

Account gets locked upon three unsuccessful attempts. Contact C3D Help
Desk to unlock account and/or get new password.

14



C3D Login Web Pages

1 C3D is Accessible Worldwide

1 C3D Production Login page:

1 C3D provides a separate Data Entry
environment to test protocol design
q Test Login page:

15


https://octrials.nci.nih.gov/opa45/rdclaunch.htm
https://octrials.nci.nih.gov/opa45/rdclauncht.htm

C3D Login Web Page

r

6 '9' @ nttps://octrials.nci.nih.gov/opad5/rdclaunch.ht O ~ @ & X

Oracle Pharmaceutical Applications

For supported browsers and operating systems check with your administrator or Oracle

RDC 4.5

(& Launch Oracle Clinical RDC... * L

| RDC Onsite |

/

Click on RDC Onsite button

Change Password

Clear Cache
Login help

Support
FEWARNING***

You are accessing a U 5. Government information system, which

16



Login

72 RDC Onsite: Login - Windows Internet Explorer

ORACLE" RDCoOnsite

Enter User Name, Password

and click on Login button

#EW ARNING

\ “User Name I

'z Vel

*Password I

| Login_

You are accessing a U 5. Govemment information svstem, which

includes (1} this computer, (2} this computer network, (3) all

computers connected to this network, and (4) all devices and storage
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C3D RDC Home Page

Home | Casebooks Review | Reports

Logged in as Ramesh Kanagaraja(Site user, OCPROD); Last Refresh 26-0ct-2011 15:43:58

Study and Site | CCR_ROS_201ji_v1 =] [nci =] | &o |

Study and Site Summary

LB Patient Selection List
i e sense——| SUPPOIt Contact

Review 1 Active Discrepancies

Patients

Review Investigator comments

WMy Study Information Select Patients and... | Open Patisnt Cazebooks LI Go Change Password

App Support Ticket Select All | Select None
L2 Enhancement Form setect | Patient Humber | Last Modified | casebook

OCUG - Oracle Clin Users Group

Y *1 Unassigned

21 CFR Part 11

£CRF Instructions Manua X2 Unassigned
X3 Unassigned
Ha Unazsigned
C s .
O |g eCREFs Instructions Manual
r Yo X Unassigned
r v B Unassigned
r e X9 Unaszigned
r o K10 Unassigned
Select Patients and... I Open Patient Cazebooks LI |i|

Home Casebooks Review Reports Logout Preferences Change Password Help
About RDC 4.5.3 Copyright © 2000, 2007, Oracle. All rights reserved.




Home Page Activities

1 Choose a Different Study / Site
aq Access to studies is controlled by user role
a C3D remembers that last study used in prior login
q Select Study and Site from dropdown and click Go

1 Activity Links (optional)
a Review ##, ### Active Discrepancies
a Review Investigator Comments

1 Specify Patient Search Criteria (optional)
q Enter a range of patient positions

aq Enter a patient reference (if field available)
(ex: %123% to search for patients with 123 in their MRN)

q Select Casebook form the Assigned Book dropdown list
q Discrepancy Status
q From the Show dropdown list, select Patients with data entered or without data entered

1 Select Patient(s) and Action
q Place checkmarks for the desired patients to work on

a Select an Action:
o Review Casebook (this is the default and most common action)
Review Discrepancies
Review Investigator Comments
Generate Patient Data Report
Generate Blank Casebook Report

o O o o



Home Page Activities

‘€ RDC Onsite: Home - Windows Internet Explorer

ORACI—G - Choose Diﬁerent StUdy / Site Logout Pref &% Change Password Help

gntinha(Data management role, OCPRODY; Last Refrezh 14-Nowv-2011 09:28:20

Study and Ste | CCR_R0S_2011_v1 [»] [nci[se] [ Go |

Study and Site Summary

Casebooks | Review | Reporis

Logged in az Marcehs

Activity Links

Hews Patient Selection List . . .
No Records Found Patient Search Criteria

— || Patient Search
Activities
Review 279 Active Discrepancies

—— = ——— Range Q = Q Aszzigned Book |Any [il
Review Investigator comments

show [Al [+] Discrepancy Status | Al ]

Links
App Support Ticket Clear Go
C30 Enhancement Form
OCUG - Oracle Clin Users Group
21 CFR Part 11
eCRF Instructions Manual

Patients

Select Patients and... | Open Patient Casebooks

2 Previous [ 1-10 0720 [ise] Hext 1

@

Search on web
Select All | Select None

Selec:‘tf.‘n | Patient Number | Last Modified |Case

[ 1010001 | 14-Nov-2011 08:38:03 llnassioned

O & 1010002 | 10-Nov-2011 11:17:54 SpeCIfy Action:

O |8 1010003 .
Select O & 1010004 | 08-Nov-2011 18:04:27 . Ope.n Cas.ebOOk, .
Specific O |z 1010005 - Review Discrepancies, etc.

O & 1010006 | D4-Nov-2011 12:48:31 TS
Patients O = 1010007 Unassigned

D ‘ 1010008 | 04-Nov-2011 12:50:55 Unassigned

O | & 1010009 Unassigned

O 2 1010010 Unassigned

Select Patients and... | Open Patient Casebooks [»] [ee] 2 Previous [ 1-100720 [we] Next10 &

Home Casebooks Review Reporis Logout Preferences Change Password Help

About RDC 453 Copyright @ 2000, 2007, Cracle. All rights reserved.



Navigating Casebook

1 Casebook List

q Click on Casebook View dropdown list to select one of the
available Casebooks (latest casebook is the default one)

1 Visit List
q Click on Visit dropdown list to switch to another Visits (Screening
IS the first visit)

1 Casebook Visit Layout
a One row per Patient with identifier on the left

q Visit's eCRFs along Columns.
o Use the CRFs dropdown list (or links) to view the additional Visit CRFs

1 Click on an eCRF icon to open it
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RDC Casebook

'€ RDC Onsite: Patient Casebooks - Windows Internet Explorer

ORACLE RDC Onsite

Home | Casebooks | Review | Reports

Heme =

L pgoe

Casebook List

Patient Casebooks

\

Logout Prefer

Change Password Help

=]

in ag Marcelo Fontinha(Data management role, OCPROD); Last Refresh 14-Nowv-2011 15:00:12

Study and Stte | CCR_ROS_2011_v1 [w | [ nei v“ Go |

Study and Site Summa

Search : 5 Patients Selected From Home Page

\

Visits List

Casebook Spreadsheet

Patients: (% Frvious| 15075 [se |t &) Casebook View: | BOOK_0_260CT2011 [w|  Visit: [ SCREENING v
SCREENING
Select Patients and...lGenerate Patient Data Report M | Go | | AddVisitPage | | Add Othe COURSE 1
COURSE 2
Select All | Select None COURSE 3
Patient SCREE| COLRSE 4
select & Humber Elig Enroll MR Medhist  Prior Rad lggﬂgzgé
O ERLCRE 1 i 2 i 3 4 5 BLOODCHEMISTRY
o 4 ad HEMATOLOGY
1010002 1 3 3 4 5 URNALYSIS
n L1 n L1 n - g
A .4 .4 .4 .4 .4 BONE MARROW
0 1010003 . i 3 5 4 5 SEROLOGY
& " .2 . .2 ™ OTHER SERUM
O 1010004 4 5 3 4 5 BLOOD GAS
l ng ng ng ng ng ne RESPIRATORY
101005 1 2 3 4 5 OTHER URINE
O |z g " g " g "I SERUM ELECTROPH

Home Casebooks Review

About RDC 4.5.3

Patients listed on the left

Reportz Logout Preferences

URINE ELECTROPH
COAGULATION

CSF

LYMPHOCYTE PHENO
HLA

CHIMERISM

ONGOING
OFFTREATMENT
FOLLOWUP
OFFSTUDY

CRFs: (9 Frevious| 1-10 of 10 [jae|Mext &

Prior Tx

ﬁ 8
ISE
P
ISE
P

eCRFs within a visit

Symptom

ﬁ :]
E
T
ISE
T

=
5 |
® |
5 |
® |

Phys Scrn

Copyright @ 2000, 2007, Oracle. All rights reserved.
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Patient Casebook Search Criteria

1 Allows for additional Casebook Search Criteria
not found in the Home Page Patient Search.
Click on the + icon then specify the criteria:

g CRF Status:
o Data Entry
o Discrepancy
o Verification
o Approval

g CRF Source:

o Casebook
o Visit
o CRF Name
1 Then click on Go button to search.

23



Patient Casebook Search Criteria

ORACL.E& RDC Onsite

Logout Preferences Change Password Help

Casebooks | Review

Logged in as Ramesh Kanagaraja(Data management role, OCPRODY); Last Refresh 19-0ct-2011 17:04:04

. . o udy an ite |CCR_ROS 2011 W1 = MC| | = Go
Patient Casebook Search Criteria |~ ~ el

Patient Casebooks

¥ TIP Perform search to retrieve patient data

=] Search
Patient:  Rangs I Q - I ©,  Assigned Book | Any = show [EUIANEGCGE—G—G—G—G———
CRF 5tatus: Entry Iﬁ'«" Ll Dizcrepancy Iﬁ'«" ;I Approval I»':k" ;I Werification I:':k" LI
CRF Source: Cazebook IAII LI izt IAII ;I CRF Mame IAII ;I
Casebook Spreadsheet
Patients: @ Previous[ [ Next @ Casebook View: | RDCONETE_BOOK = visit: [Screening =] CRFs: (© Previous| |5 Next @&
Patient
Seleﬂtﬁ, Humber

Home Casebooks Review Reports Logout Preferences Change Password Help
About RDC 4.5.3 Copyright ® 2000, 2007, Cracle. All rights reserved.

24



Important eCRF Icons

Square icon: represents manual entry

Round icon: represents automated entry (batch loaded lab data
or data migrated from legacy system)

A Blank Square icon with a green arrow indicates CRF has not
been used. Click on it to begin data entry!

An eCRF just created, but without data has no lines within the
icon (Created Status)

eCRF ‘Saved as Incomplete’ has lines across half of the icon
(Entry Started Status)

eCRF ‘Saved as Complete’ has lines across the whole icon
(Entry Complete Status)

Blank Square icon indicates eCRF has been marked blank
Red icon indicates one or more open discrepancies

25



eCRF Icons

Entry Status:

Ciscrepancies:

‘enfication:

Approval:

Lacking:

Lnpdanned:

Entry expected Marked Blank

'S

Active

Requires
Re-verification
Requires
Rie-Appraval

Lacked

Unplarmed
CRF

RDC Iron Explanation

Creabed Erkry starked  Enbry complete  Pass 2 starbed Pass 2 complete  Batch Loaded

N B B B E

m @ o

Gither
verfied E

tgproved  []

&
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Entering New Patient Data

1 From the C3D Home Page: place a checkmark next to the desired patient position
icon and click on the Go button to go to the Casebook first Visit or;
a A question mark is shown inside the icon of a patient position that has not been used:
r 1010018
1 From the Casebook Page: expand the Search section, click on the Clear button,
select Patients with no Data Entered from the Show dropdown list and click on
the Go button.

1 On the row for the desired patient position, click on an empty eCRF icon with a
green arrow [ | |to begin data entry in a new eCRF.

g

1 Quick Tips:
aq Use the patient positions numbers according to those assigned by Central Registration Office
(CRO).

aq The total number of Patients available for entry are governed by protocol accrual ceiling. Request
additional patient positions if protocol has been amended and accrual ceiling increased.

27



Entering New Patient Data

‘€ RDC Onsite: Patient Casebooks - Windows Internet Explorer

ORACL & RDC Onsite

Casebooks | Review

Search for Patient Positions

Logout Preferences Change Pazsword Help

agement role, OCPROD); Last Refresh 15-Nowv-2011 07:01:53

gy and Site | CCR_ROS_2011_W1

[v] [mei]w] [eo ]

with no data entered

Patient Casebooks

Study and Site Summa

Select Patients and...| Generate Patient Data Report ‘il Go | Add Visit Page | Add Other Page | Refresh |

Select Al | Select None
Patient SCREENING

=] Search
Patient: Range O\ - q Assigned Book |Any ‘il Show |Pahertswihmdataentered‘il
CRF Status: Entry | Al || Discrepancy | Al [v| Approvar |4l [v| Verification | A [l
CRF Source: Cazebook |AII Iil Vizit |AII ‘il CRF Name |AII Iil
Casebook Spreadsheet

Patients: (& Frevious| 110 of 14 | we |Hest @) Casebook View: | BOOK_0_260CT2011 [w|  Visit: | SCREENING [»] CRFs: (%) Previous| 1-10 of 10 [jse|Mext @

Select fa Humber Elig Enroll MRHN Medhist Prior Rad Prior Surg Prior Thrp Prior Tx Symptom Phys Scrn

Clear Go

0 |g |00 ,,E 1 ,,[I 2 ,,E 3 ), I - g I 5 i dF L
A O e S ET Click on eCRF icon to begin data entry

,,E 10
,,E 10

D =z oiers IIE 1 IIE 2 IIE 3 II!’_‘ 4 II!’_‘ 5 II!’_‘ 6 II!’_‘ 7 II!LI 8 II!LI 8

,,E 10
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Electronic CRF (eCRF)

1 eCRF Header and Footer display eCRF identification information

1 Visit Date is mandatory for most forms:
g InLab eCRFs, Visit Date is the Lab Sample Collection Date

aq Interpret as Evaluation Date, Administration Date, Initiation Date, Lab Date, etc. Refer
to the eCRFs Instructions Manual.

g Visit Date is not needed on eCRFs on Ongoing Visit, but required everywhere else.

1 Navigate within eCRF by:
q Using Tab and Shift-Tab keys or left Mouse click to place the cursor on a field.

aq Use the scrollbars or the Toolbar page navigation icons to go to a different page.
o The last page of an eCRFs is the comment page.

1 Quick Tip:
g Upto 3 eCRFs can be open for simultaneously for data entry. An additional 2 eCRFs
can be opened in read-only mode.

q Itis strongly recommended to only have one eCRF open for data entry to avoid
entering data in the wrong patient. Close the eCRF when no longer using it.
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Electronic CRF (eCRF)

1 Fields with magnifying glass |cendefzz .| have a pick list of acceptable
values.
aq With the pick list shown, press CTRL + F to search the pick list.
aq A typed in value that is not on the pick list will create a discrepancy. If a value needs
to be added to the pick list, contact your Team Lead.

q Using the Pick List is particularly important in these two fields below because the MedDRA
code is derived ‘behind-the-scenes'.
o Enrollment Disease Term
o Baseline Symptoms and Adverse Events CTCAE Term.

1 Enter Dates as:
a Complete dates for Current Information (ex: 5/23/2014, 5-23-2014 or 05232014)

a MMYYYY for Prior Information is acceptable when complete date cannot be obtained
(ex: 05-00-2014, 05/00/2014, 05002014 )

q Click on the calendar icon |I @ to display a popup calendar and click on a

date.
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Electronic CRF (eCRF)

ORACLE RDC Onsite: Data Entry Preferences Help u

Study:CCR_ROS_2011_W1, Site: NCI, Patient: X1, Casebook: RDCONSITE_BOOK- (Ramesh Kanagaraja - Site user) Previous CRF | Mext CRF
Highlight [ &Il Discrepancies = FE 2B | Fy Eg Page 12 Gy By \ (%]

Toolbar -l

JTER Study CCR_ROS_2011_W1 Site MNCI Visit SCREEMNING Patient X1
ARCH Wisit Date I:I IMark CRF Blank |:| Comment

Section blank? []

ENROLLMENT Enterable field Non-enterable/Derived field

DEMOGRAPHY

Gender Date of Birth |:| Age at Entry
Race Choose all races that apply REd baCkground

Race 1 Registering Institute

Race 2 Fatient Subagroup Indlcates a

Race 3 Country Code .

Race 4 Method of Payment DISCrepancy ™

Race 5 3
Ethnicity

DISEASE AND COMNSEMT

Primary Disease Site Disease Stage at Entry
Disease Term | T Stage |:| M Stage 1 Stage

Date of Diagnosis Date of Confirmation of Histology
Histalogy/Cytepathology | Srade of Histology
Date Informed Consent Signed Date of Informed Consent Version

Treatment Assignment Code

Date frorm which to Start Including labs |:|

eCRF Scrollbar

Doc# R210849401 Status Created Verified [ | Approved [ ]| Locked [] CRF Page 341

=l
Y
Copyright ® 2000, 2007, Oracle. All rights reserved. LI



Electronic CRF (eCRF)

1 Toolbar features:

q  Highiight | None v| Use Highlight dropdown list to highlight fields that are
discrepant (red background), investigator comments (Purple), or changed since
last verification or approval or have audit-trail (Blue)

5 [ oragez [y [ Navigate eCRF’s Pages (First, Previous, Next, Last)
x| Use Close box to close eCRF

q = Add Manual Discrepancy to selected field

a 4 Add Investigator Comments to selected field

g = Delete Selected Row

q Blank Flag Tool (Blank / un-blank eCRF’s section(s) or entire eCRF)
q Verify, Un-verify and Review Verification History

a Approve, Un-approve and Review Approval History
q U Delete eCRF

g =2 Print eCRF

g & Save eCRF

q

q

1 Navigate to another eCRF by clicking on the Next or Previous CRF
icons on the top right corner.
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Tabular eCRF

1 Fields shown in a grid layout.

1 Normally have multiple pages. Use the Window
vertical scrollbar to navigate to another page or use
the Toolbar page navigation icons. [& Geee G

1 Click on the[@Toolbar icon to delete the selected
row. Do not blank the contents of the entire row,
delete the row instead.
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Tabular eCRF

OHRACLE" ROC Dnsibe: Data Lodry Freferences Haip H

[ et CRF [[L))

Hyghiges [a1 Dacrepances =] =& ol < T | L [y rege e Iy [y

CENTER sos Swdy COR_AES_ 201101 Site MCI Patient X1
CANCER Visit Name -:Nc-:m\; Mark CRF Bladk ] Comment |
RESEARCH

\
Type AZL  Sectionblank? O] \ \

ADVERSE EVEMTS
Piar

Course Dy in Cowrse  Dabe of BE Afinbution 1o Lineig, Expodfied Repomtto |
Nuwm  Cowse AEY  Dnset Regohed CTCAE Tarm S0C Descnption Grage ResearcnIND IDE Comm. Rad 3urg. Dis, Wher Other, Speaily A DLT Jerigusacion Therapy QuitomelRE SponserFDa CBa

S| I | L O oo N O

— O I | I R | N R . OO0 O O0oodd
_ I || | ] 000 F
. LI I | ] 0
_ I | | M 000
[ | | ] 00
. LI || | ] 000
Ooce RSt R s O — - \ p—

| of]
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eCRF and Section Blank Checkboxes

1 Entire eCRF can be marked Blank.
g Use the ‘Mark CRF Blank’ checkbox.

1 Individual sections of eCRF can be marked Blank.
g Use the ‘Section Blank?’ checkbox.

1 Checking Blank Flag will erase any entered
iInformation from the eCRF/Section when saving the
eCREFs.

1 Blank Flag can be unchecked later on to enter
information.
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CRF and Section Blank Checkboxes

ORACLE RDC Onsite: Data Entry Preferences Help !

Study:CCR_ROS_2011_V1, Site: NCI, Patient: X1, Cazebook: BOOK_0_260CT2011- (Ramesh Kanagaraja - Site user) Previous CRF | Next CRF
HighlightIAIIDiacrepanciea ;I E‘J_ E‘l m % D.ﬂ Page &/ D.ﬂ E;i_., &
-

Marking entire eCRF Blank

Study CCR_ROS_2011_W1 Site NCI Patient X1

Visit Name ONGOING Mark CRF Blank Comment ||

Section blank? D\

COMMENTS Marking Section Blank

Date Motes

I
1 i
—

=
4| | >

Y

Copyright & 2000, 2007, Oracle. Al rights reserved.
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Saving eCRF

1 Click on the [&] green floppy disk icon to save the eCRF.

aq Save Often!! Especially while entering Ongoing Information such
as Adverse Events and Concomitant Medications.

1 Choose how to save the eCRF:

a Save Incomplete ¢, Save Complete? (%]
(0] Only save CRF as |nC0mp|ete fOF a ShOFt perIOd Of 1y Prior te saving this CRF data, you may specify whether you wish to mark this data as
time being complete.
. . . Save C lete Marking the CRF as bei lete implies that h
o Discrepancies are not created for mandatory fields Y TOMPEE et requirements of the form and consider your
that have not been touched (cursor not placed in [ESpanNSEs compiEts
f- Id Save Incomplete Saving this CRF as Incomplete implies that you are not yet
e ) finizhed inputting responzes and that you intend to complete

the document at a later time.

o  Overnight validation checks and derivations are not

executed.
Help Cancel | Save Incomplete Save Complete

o Verification and Approval cannot be done.
o CRF’s Data not available to be submitted via CTMS

and CDUS! 1 Quick Tip:
o Save Complete a For Ongoing Tabular eCRFs, save
o eCRF Status changes to Entry Complete. as Complete once the first row is
o All validation checks and derivations are executed. entered. This will guarantee that
o Verification and Approval can be done. validation checks and derivations
o Audit-trail is always enabled! are executed and eCRF’s data are

used in checks from other eCRFs
and for submissions.
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Saving eCRF

‘€ RDC Onsite DE: 1010001, URINALYSIS, URINALYSIS - Windows Internet Explorer

ORACLE RDC Onsite: Data Entry
Study:CCR_ROS_2011_V1, Site; NCI, Patient: 1010001, Casebook: BOOK_0_260CT2011- (Marcelo Fontinha - Data management role}

Highignt | Nene v BB & i} o Gl page 12 By &
page 1|
Save Icon
Study CCR_ROS_2011_W1 Patient 1010001
Visit URINALYSIS Site MCI
AHCH comment | |
Lab Date [11-MOV-2011 Mark CRF Blank [ ]
Lab | | Time [L1:11:0d Section blank? [] Save Prompt
/1, Save Complete? [x]
URINALY SIS
/¥y Prior to =aving thiz CRF data, you may specify whether you wizh to mark this data as
being complete.
Course # g ?
Save Complete MWarking the CRF as being complete impliez that you have
met the requirements of the form and consider your
rezponges complete.
Lab Test Save Incomplete  Saving this CRF as Incomplete implies that you are not et
finizhed inputting responzes and that you intend to complete
GLUCOSE_UR the document at a later time.
PROTEIN QUAL UR
TROBILINOGEEN UR
- Hel Cancel Save Incomplete Save Complete
e i J



Data Entry Change Reason

1 After an eCREF Is ‘Saved Complete’, the audit-trail will
prompt the user for a Change Reason whenever
data previously saved is being changed.

1 Change Reason becomes part of the Audit-Trall
along with date of change and user name.

1 Comments can be provided in the change reason to
further explain.

1 Quick Tip:

a Do not use personnel/patient names or identifiers in the
comments.
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Data Entry Change Reason

/= RDC Onsite DE: X1, OFFSTUDY, SURVIVAL [T] - Windows Internet Explorer =2 1o x]
ORACL " RDC Onsite: Data Entry Preferences Help H
Study:CCR_ROS_2011_\1, Site: NCI, Patient: X1, Casebook: BOOK_0_260CT2011- (Ramesh Kanagaraja - Site user) Previous CRF | Next CRF
Highlight IAIIDiscreuancies ;I E"'_l E‘_l Eﬁﬂ % ED'@ Page 1/2 ED'@ % |Z|

-

Study CCR_ROS_2011_WV1 Site MNCI Visit OFFSTUDY Patient X1

_--_.'.1__ CH Visit Date I:I Mark CRF Blank |:| Comment

Section blank? []

Reason for Change @
SURVIVAL *Reason I Data Entry Error -
Date of Death Comment (eptional} =

Cause of Death (Fresumed) El
Autopsy Results Available?
Cause of Death (Autopsy Finding)

Sites of Disease at Autopsy

Help cancel | | ok |

Change Reason Prompt

Doc# RZ10083701 Status Entry Complete Werified [ ] Approved [ ] Locked [] CRF Page 901 =
- _ |_*|_I
Y
Copyright & 2000, 2007, Oracle. All rights rezerved. ;I
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Entering/Viewing Laboratory Data

1 Laboratory Data eCRFs are designed with dedicated Visits (Hematology,
Urinalysis, etc.) and only one eCRF is planned initially per Visit.

1 Additional eCRFs can be added by selecting a Patient and clicking on Add Visit
Page.

'€ RDC Onsite: Patient Casebooks - Windows Internet Explorer =g

ORACL & RDC Onsite

Logout Preferences Change Pazsword Help
Home | Casebooks | Review | Reporis
Home = Logged in as Marcelo Fontinha(Data management role, OCPROD); Last Refresh 15-Hov-2011 (:8:22:43

Studyand Ste | CCR_R0S_2011_v1 [se] | nci[ae] | Go |
Study and Site Summary

Patient Casebooks

1. Select Patient
Patients: ‘& FIevioys] 1.6 07 6 !EN—? it (@ Casebook View: | BOOK_0_260CT2011 [w] Visit: | URMALYSIS ] CRFs: = P!'-'.v=ﬂ-_=-.=i 1-1 of 1 !EN—H' £
Select Patients And...| Generats Patient Data Report !il Go | | AddvisitPage | | Add Other Page | [ Refresh |

Select Al | SZlect None
Pafient URINALY SIS

Sel {E‘,‘, Humber Urinalysis
1010001 =] ; —
D ‘ 1010002 . 2. CIICk Add VISIt Page
& o | 61
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Entering/Viewing Laboratory Data

Click on Continue to confirm the eCRF Page to add.

£ RDC Onsite: Add Visit Page -- Webpage Dialog
Add Visit Page

Study CCR_ROS_2011_V1 Site HCI

Visit URINALYSIS Patient 1010001

CRFs

Select CRF and | Continue

Select CRF Name
(# | Urinalysis

Select the Sub-visit from the dropdown and click on Apply.

£ RDC Onsite: Add Visit Page -- Webpage Dialog
Add Visit Page

Study CCR_ROS_2011_V1  Site NCI
Vistt URINALYSIS Patient 1010001

Selected CRF Urinalysis
Select Sub-vist

Cancel | Apply |

&4
Click on the new Unplanned Lab eCRF icon
entry.

https://oconsite.nci.nih.gov/olsa/oc/rdcMoc \-J Local intranet

Urinaly=i=s.1

—

ng

u

to begin data
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Entering/Viewing Laboratory Data

1 Enter the Lab Date (Sample Collection Date).

1 Enter the Lab Time (Sample Collection Time) using
military time.

1 Optionally, choose a Lab Source from the Lab dropdown
list.

a Outside option is normally used to indicate panel was done in a
location other than the patient’s site.

q If Units of Measurement (UOM) and Normal Ranges have been
predefined for your site, select your site from the list and C3D will
automatically populate the UOM and Normal Range.

1 C3D will derive the Range Indicator and Grade the lab
result according to CTEP’s CTCAE Ciriteria:

q
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http://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/ctc.htm

Entering/Viewing Laboratory Data

ORACLE" RDC Onsite: Data Entry

Study CCR_ROS_2011_V1

‘€ RDC Onsite DE: 1010001, URINALYSIS, URINALYSIS - Windows Internet Explorer

Study:CCR_ROS_2011_\/1, Site: NCI, Patient: 1010001, Casebook: BOOK_0_260CT2011- (Marcelo Fontinha - Data management role}

Highight  None x E & i} R Ea pageiz By By

Patient 1010001

Visit URINALYSIS

Site MCI

RESEARCH comment |

Lab Date | |

Mark CRF Blank [ ]

Lab[ ] Time[ | Sectionblank? []

URINALYSIS
Course # Day in Course
Marmal
Range
Lab Test Value LG (e.g. 1.5-5)
GLUCOSE_UR ||

Vaiue in
Range Value Preferred Preferred
Indicator Grade (Mumeric) UOM LIOM

PROTEIN QUAL UR |

URCBILINOEEN _UR
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What Is a Discrepancy?

1 A discrepancy is the failure of entered data to pass a
validation check as applied by C3D.

1 C°D validation checks are defined based on the definition of
the fields, logical rules, protocol specifications, and sponsor
requirements.

1 Discrepancies are tools to assist teams in identifying
potential data inconsistencies and facilitate real-time QA of
data.

1 Quick Tips:

q Discrepancies do not cover 100% of possible data
Inconsistencies.

g Clinical jJudgment may supersede discrepancy logic.
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C3D Discrepancy Types

1 Univariate

q Generated during data entry/load when data is in some way
different from the Question’s definition (e.g. mandatory, length,
type, range, pick list, etc.)

1 Multivariate

q Based on a condition on one or more questions as defined in a
validation rule

aq Generated on-line or when validation rules are run (eCRF must
be saved as Complete.)

1 Manual

aq Generated by data entry operator seeking clarification on data
values
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Some Typical Discrepancies

Types

Example:

Resolutions

Data Type Text entered in numeric or date | Review Source Document and
field. enter appropriate data.

Length Too many characters entered. Use NIH accepted

Problems Abbreviations.

Value not on Generic Agent not present in Search for alternates.

the Pick List Concomitant Agent Pick List Consult Team Lead.
?nd gser tﬁpelgi_ ”Il i.n Agent not Request value to be added to
ound on the Pick List. Pick List.

Mandatory Required Field left empty. Refer to Source Document.

Value

Design maodification.

Partial/Invalid
Dates

00-10-2010 entered, but field
requires a full data such as 01-
01-2010

Refer to Source Documents.
Check Day Month Year order.

Check that date is not in the
future.
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Outstanding Discrepancies in a Study

Total number of Discrepancies in a study are
shown Iin the Home Page Activities section

Clicking on the Review ### Active
Discrepancies will present a lists of all
discrepancies under the Review Page.

eCRF containing discrepancies are shown in
Red icon

Quick Tip:

q Data Managers should manage their discrepancies
every morning to help ongoing QA of data.
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Outstanding Discrepancies in a Study

'€ RDC Onsite: Home - Windows Internet Explorer

| ORACL & RDC Onsite

Casebooks

Logout Preferences Change Pazsword Help

Logged in as Marcelo Fontinha(Data management role, OCPRODY; Last Refresh 415-Hov-2011 09:38:00
Studyand Ste | CCR_ROS_2011_v1 [se] | nci[ae] | Go |

Study and Site Summary

Hews
Mo Recerds Found

Click to view

a list of Discrepancies

LI P b

Activities

Review 318 Active Discrepancies

Patients

Select All | Select Nong

Select iy |

O &

Select Patients and... I

Red icon indicates Patient has
discrepancies in one or more eCRFs

Patient Humber [ La=t Modified
1010001

Open {

1-10 of 20 |v_[ Next 10 3

[ Cazsebook

15-Now-2011 05:14:08 Unaszigned

Home | Casebooks | Review | Reports
CRFs | Discrepancies | Investigator Comments
Home = Logged in a= Marcelo Fontinha(Data management role, OCPROD); Last Refresh 15-Nov-2011 09:40:17)
Discrepancies
Study CCR_ROS_20M1_VW1  Site NCI Patients Selected 6 Total CRFs 26 318

Total Discrepancies

+] Search

Click to view Discrepancy details

Review Active Discrepancies

Refresh

Patient

Visit |

Humber|h|ame | Date
1010001 SCREENING 01-Mow-2011

1010001 | SCREENING| 01-Nov-2011

.

|CRF Name
ENROLLWENT

ENROLLMENT

\-100f318 ] Next 10 &
CRF Review Open
Humber DizscriD |Question | Section Response| Status Description Detail CRF
R211026001 | 328535201/ Ethnicity UNREVIEWED alue for Ethnicity has not been supplied @ r'u
R21102800 & for Date of Informed Consent Version @ rv 8

Click to open related eCRF
and manage discrepancies

not been supplied
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eCRFs Containing Discrepancies

/= RDC Onsite: Patient Casebooks [T] - Windows Internet Explorer jl

ORAC L& RDC Onsite

_[o| x|

Logout Preferences Change Password Help

Casebooks Review

Logged in a= Ramesh Kanagaraja(Data management rele, OCPROD); Last Refresh 26-0ct-2011 16:40:43

Study and Site | 0%_C_0214 =l [11z0001 =] M

Studv and Site Summary

Patient Casebooks

Casebook Spreadsheet

Patients: 2 l:‘rB\fiDI-IS|1-1u of 10 vINext o

Search : 10 Patients Selected From Home Page

a e “B 1
3, | --El 1
5 XS “EI 1
: R
R “El 1
5 e “B 1
5 | Xe “B 1
: wp |

a|ag|aja|aja
&

7
=
(=]

Select Patients and... I Generate Patient Data Repert LI
Select All | Select None
Patient
Select (= Number Elig_E Enroll
ra X 'SR E
i = ug 1 ng 2

51
5
51
51
51
51
51
51

About RDC 4.5.3

Select Patients and... I Generate Patient Data Repert

=1

GD|

Casebook View: | BOOK_E_30AUG2011 =] Visit: | SCREENING =]
Go | | Add visit Page Add Other Page | | Refresh |
SCREENING
MRHN Medhist Prior Rad Prior Surg Prior Thrp
E < - : K
L 3 L 4 L 5 L L5 L ¥

eCRF Containing Unreviewed
Discrepancies are displayed as Red

InE
IuE
IuE
51
InE

Add Visit Page |

ar
51
5
s
£

rBE
InE
IuE
-
51
I

Add Other Page |

5
5
5
Sl
Sl

Refresh |

wy |7
51
iuE
51
51
5

Home Casebooks Review Reporis Logout Preferences Change Password Help

CRFs: SJPreviDUS|1-1u of 11 vINext @

8
Sk
5
5
5
5
5
5
5
5

9
51
51
5
i 4F
iuE
L]
5
i 4F
gk

Symptom
10
,,[l 10
,,[l 10
,,E 10
,,E 10
,,El 10
,,El 10
,,El 10
,,E 10
,,El 10

Copyright & 2000, 2007, Oracle. All rights reserved.
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Discrepancies Tab

1 Open the eCRF that has discrepancies.

1 Click on the Highlight dropdown list and select which discrepancies to
show.

1 On the right side of the eCRF, click on the vertical handItho open the
Discrepancies panel.

1 Click on one of the discrepancies to view details and highlight / select
the related field.

1 Click on the discrepancy details Related Values button to view the data
points involved.

1 Click on the History button to view the discrepancy history.

1 Click on the Action dropdown list to route discrepancy to another
user/role or to manually close a discrepancy.
a Manually closing discrepancies is highly undesirable. It should be the exception.
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Discrepancies Tab

2 R Onsile DE: X1, SCREENING, BASELINE SYMPTOMS [1] - Windows Internel Explorer

sgnignt [ 21 Dacrepanzs SEoEERR g B B e TG ]
2| [Sacropney vestgmer Conmen
CEMTER Study COR_ROS_Z011V1  Sile NEI Visil SCREENHG Patienl %1 sow A Dacremancies =
ANCER = E wm @ ¥
RESEARCH Vel Date 10-0CT-2010 | Mark CRF Blank | ] Comment | |
B CTCAE Term irow 21
Section plani? []
/
BASELINE SYMPTOMS _7
Dte of Date Rsiated To Diseass
Orised Rursabazd Syslorn Qrgan Class CTCAE Term Eymplom Descriplion
[F3=HEoT=20lL | RT=KRSV=20L1 iaseminated incEavasmalar o pedd=0L
Ra=Hrr=3011
o0 0
Q0 0 . :
S
o Qo Q % |
D Deegorpton QTHER Bor CTCAL Térm @ 600 i e Hokup Mésbarul
o Ty LTHRV AFDATE
Revew Status DEcrepancy not révewed by wher
o Feason Thessurus
o tomment
L] v HBTesn Hataganas
D Dale D9-MNOV-20TT L0
o
Q0 0
O 00
o
Q
o
| | H oo o
_ —
« ——

T, Dracie, &1 nghts resensed. =
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How are Univariate Disc. Created?

Univariate Discrepancies pop-up is presented during data entry
when the entered value does not match the field definition.
Mandatory field left empty

Text entered in a Date or Numeric Field

Too many characters entered

Value is not on the Pick List

Partial Date entered when a complete date is required

Data Entry operator can:
g Cancel the pop-up and fix the value
q Or accept the discrepancy

0 0 0 0 0O

Quick Tip:
a Univariate Discrepancies are reassessed during Batch Validation for Design
Changes.
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How are Univariate Disc. Created?

‘€ RDC Onsite DE: 1010001, SCREENING, MEDICAL RECORD NUMBERS - Windows Internet Explorer

ORACLE" RDC Onsite: Data Entry
Study: CCR_ROS5_2011_\1, Site: NCI, Patient: 1010001, Casebook: BOOK_0_260CT2011- (Marcelo Fontinha - Data management role)

Highlight | Audit History

Study CCR_ROS_2011_W1 Site NCI Wisit SCREENING

U & d

1 Visit Date |01-NOV-2011 Mark CRF Blank ) ) )
- Univariate Discrepancy Prompt

Section blank? [

Institution

PATIENT IDENTIFICATION

Patient Medical Reco

Validation Error and Reason for Change @

MCIARC

414141411

Reazon Thesaurus

Description | yciaBC for Institution is not in the lookup thesaurus

Comment
{optional)

Action ‘ll

Review Status Discrepancy not reviewed by user

Change Reason

“Reason | pata Entry Error ‘il

Comment
(optionaly

Help Cancel QK
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How are Multivariate Disc. Created?

1 Multivariate Discrepancies are created based on validation rules

programmed in a study

g Example 1: Create Discrepancy if the entered BSA is not within 10% of the
calculated BSA

aq Example 2: Create Discrepancy if Date of Histological Confirmation is
before Date of Diagnosis

1 Quick Tip:
g Rules available as a standard on each eCRF are summarized in the eCRFs
Instructions Manual.

a Though several standard rules are implemented for each eCRF as specified
on the eCRFs Instructions Manual, clinical teams can request them to be
turned off or modified to comply with the Protocol.
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Evaluation of Multivariate Rules

1 Validation Rules are evaluated:

a on-line validation rules are evaluated upon completion of a CRF
Saved as Complete

q during an overnight batch validation session for CRFs Saved as
Complete

1 Multivariate Discrepancies are displayed in the same
manner as Univariate Discrepancies. The Discrepancy
Detalls panel indicates the type of Discrepancy.

1 Quick Tip:
aq Complex rules run overnight.
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How to Address a Discrepancy

I Review Discrepancy Detalls

I Resolve the discrepancy by:
g Consulting Source Documentation and;
a Modifying incorrect data and specifying change reason,
a Requesting eCRF Design and/or Validation Rule Change.

1 Quick Tip:
q System obsoletes univariate discrepancy automatically
when data is corrected and complies with design/rules.

q Multivariate Discrepancies are only re-evaluated during
overnight Batch Validation.
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How to Address a Discrepancy

72 RDC Onsite DE: X1, SCREENING, BASELINE SYMPTOMS [T] - Windows Internet Explorer
ORACLE" RDC Onsite: Data Entry

Study:CCR_ROS_2011_WV1, Site: NCI, Patient: X1, Cazebook: BOOK_0_260CT2011- (Ramesh Kanagaraja - Site user)

Highlight | None

E ===

Study CCR_ROS_2011_W1

0 &ad

L] - [
L.L Ejg Page 12 [ Lj_.,

Site NCI Wisit SCREEMING Patient X1

&

Visit Date [10-0CT-2010

Mark CRF Blank [_|  Comment

Section blank? []

BASELINE SYMPTOMS

Date of Date Related To Disease

Onset Resolved System Organ Class CTCAE Term Symptom Description Grade Yes MNo Unknown
03-N0V-2011 17-NOWV-2011 Blood and lymphatic |Disseminated intrawascular eof[Desc03-01 = @ O O
0z-NOV-2011 CTHER 1 O )

] © O O

] © O O

] © O O

Fix Data as indicated in 133 9
i ] © O Q

the Discrepancy Text — 59 o
] © O O

] O O O

] O O O

] O O Q

If Data cannot comply with Design/rules,

and in rare exceptions, select an Action

from Pull Down Menu to Manually Close
the Discrepancy.

Doc# R210688201 Status Entry Complete

Verified [ | Approved [ | Locked [ ] CRF Page 9.1

| _lojx|

Preferences Help !

Previous CRF | Next CRF

%]

Discrepancy Investigator Comment
Show | All Dizcrepancies LI

14 > () @
= List
@ CTCAE Term (row 2}
=l Details

Related Values | Hiztory I

Description OTHER far CTCAE Term iz not
in the lookup thesaurus
Type UNNMARIATE
Statuz Discrepancy not reviewed by
user

=00 Thesaurus

By Ramesh Kanagaraja
Date 08-MOW-2011 16:54:30

|Send to C
Send to Data Mgt
- no resolution

58



Audit Trall

1 After an eCRF is ‘Saved Complete’, audit-trail is kept for any previously saved
data that are changed.

1 Use the eCRF Highlight dropdown Audit History option to highlight, with a blue
background, the fields that have audit-trail.

1 On the bottom part of the eCRF, click on the horizontal handle t%] the
Audit History panel.

1 Review the Audit-trail details at the Audit History Panel opened at the bottom
of the eCRF window.

1 Quick Tips:
a Auditing begins as soon as the eCRF is ‘Saved Complete’.

a A newly entered row in an eCRF previously saved as complete will not prompt user for a
reason why data is being changed because it is new row. However, changing or entering
data in a previously saved row will trigger the audit-trail and prompt the user for a change
reason.

g Do not share user IDs and passwords!
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Audit Trall

ORALCLE" RDC Onsite: Data Entry

Highlight | Audit History

M EREESEE 0 &d

CENTER ros Study CCR_ROS_2011_V1 Site NCI Visit SCREENING
CANCER

RCSCARCH Visit Date Mark CRF Blank [ ] ~ Comment |

Section blank? []

Patient 1010001

PATIENT IDENTIFICATION

Institution
[vcIoTe

Fatient Medical Record Mumber

<

Audit History: Patient Medical Record Humber (row 1)
Date

Changed From By Reason
15-NOWV-2011 11:20:41 414141411 Marcelo Fontinha

<IN < IO =)

DATA ENTRY ERR

Copyright & 0, 2007, Oracle. All rightz rezerved.
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Delete eCRF

1 Click on the Delete CRF Toolbar icon to delete the entire eCRF
and its data.

1 Once deletion is confirmed, eCRF and data cannot be recovered.

'€ RDC Onsite DE: 1010001, SCREENING, MEDICAL RECORD NUMBERS - Windows Internet Explorer Q@
ORACLE RDC Onsite: Data Entry Preferences Help
Study:CCR_ROS_2011_\4, Site: NCI, Patient: 1010004, Casebook: BOOK_0_260CT2011- (Marcelo Fontinha - Data management role) Previous CRF | Next CRF
Highiight | None > = & Iﬁ\ X
[+]
CENTER Study CCR_HA Delete CRF icon Visit SCREENING Patient 1010001
CSEARCH Visit Date Mark CRF Blank [ ]  Comment
Delete CRF (%]

Section blank? []

*Change Reaszon | Data Entry Error Ii]

Change Comment
(optional)

PATIENT IDENTIFICATION

Delete Confirmation

Institution Fatient Medical Record Mumb

MCIDTC 9955335
|:| Remember comment for subsequent Delete CRF operations

Help | Cancel Delete
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Print eCRF

Click on the Print CRF Toolbar icon to print the eCRF and its data.

Make sure to select the Printer Page Orientation (Portrait for Lab
Panels and Landscape for other eCRFs) and shrink contents to about

85%.

Print CRF icon

General | Options

Select Printer

ﬂ—.- ) 1 W L Ll 7% |
Add Printer Adobe PDF HP Laserlet Microsoft PDFCreator |
4250 XPS Do... |
b
Status:  Ready [l Pinttafile | Preferences
Location:

Find Printer...

Change Printer Settings
(OR]

Mumber of copies: |1
() Pages: 1

Enter either a single page number or a single
page range. For example, 5-12

Study.CCR_ROS5_2041_W1, Site: NCI, Patient: 1040004, Cassbook BOOK_0-260CT2071- fMarW— Data management rale) |_:L_ Previous CRF | Mext CRF E:i
Highlight | None MEE R SE T EA X
|
i > i

‘2 Printing Preferences

 Advanced | Printing Shortcuts || Paper/Quality Effects | Finishing Services |

Document Cptions

(1Pt on both sides:

m

—
Il

Pages per sheet:

| 1 page per sheet

Page Orientation

Oriertation

) Portrait

() Landscape

[ Rotate by 180 degrees
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Verification & Approval

1 C3D Verification & Approval functionality offer
capabilities to track QA and Monitoring of eCRFs.

1 Verification I1s associated with the Research Nurse
User Role.

1 Approval is associated with the Monitor User Role.

ROC Icon Explanation

Entry ezpected  Marked Blank,  Created Ertry started  Entry complete  Pass 2 starbed Pass 2 complete  Babch Loaded

R < I i I s R =
Discrepancies Auckive i thet ["'_'|:-_-

Requires i“g‘] : lﬁ
Yarfication: S 4=+ Yerified AH

Re-veriication =] ="

z Requires E
roeeal: - Appronsed =
e Re-Approwal e |8
Lacking Locked | EEEE
Unplarmed -
" —
Lirictaninie d RF =
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Verification

Each eCRF can be verified by clicking on the
Toolbar Verify button

Verified eCRF Icon has a CheckmarkE
Editing a verified eCRF changes its icon to a
Re-Verify status &
Edited eCRF can be re-verified

eCRF Verification Change History is
maintained in the Verification pop-up
Window
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Verification

ORALCLE RDC Onsite: Data Entry

MEEEE=E DT &8

Highlight | Mone

Verify Toolbar Icon

‘€ RDC Onsite DE: 1010001, SCREENING, MEDICAL RECORD NUMBERS - Windows Internet Explorer

Study:CCR_ROS_2011_W1, Site: NCI, Patient: 1010001, Cazebook: BOOK_0_260CT2011- (Marcelo Fontinha - Data management role)

CCARCH VisitDate Mark CRF Blank ]

=%

Preferences Help

Previous CRF | Next CRF

Wisit SCREENING Patient 1010001

Verification History

Section blank? []

Verify CRF

4 ()

Verification History
Date Operation
15-NOV-2011 12:02:27  Werify

PATIENT IDENTIFICATION

Institution Fatient Medical Record Mumb

INCIDIC 35355393

Verification Comment

Help |

|:| Remember comment for zubzequent CRF Verification operations.

Comment
Verified

Changed By

Marcelo Fontinha

Verify / Undo
Verification Buttons

UndDVBriﬁcatiDn| Cancel |
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Approval

1 Each eCRF can be approved clicking on the

Toolbar Approve button [&

and providing

your C3D user name and password

1 Approved eCRF Icon has a Signature

1 Editing an approved eCRF changes its icon

to a Re-Approve status |.E

1 Edited eCRF can be re-ap

oroved

1 eCRF Approval Change History Is
maintained in the Approval pop-up Window
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Approval

=) OJES
ORACLE" RDC Onsite: Data Entry Preferences Help S8
=)
Highlight | None > BB = B BE T $d X
A

CENTER sor _ Visit SCREEMING

‘CANCER

RCSCARCYH Vst Date Mark CRF Blank [ ] ~ Comment |

Patient 1010001

Section blank? [

/.
Approve CRF /
/
PATIENT IDENTIFI
Date Operation Changed By Comment
Institution Patient Mg
FICIDTIC 593933355

Approval Comment

Help

|:| Remember comment for zubsequent CRF Approval operations. /

Approve

Cancel
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Log Out

1 Exit C3D before closing the Browser

1 C3D session times out, without warning, after
30 minutes of Inactivity

1 Unsaved data iIs lost If session times out or
network connection iIs lost
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Log Out

Onsite: Home [T] - Windows Internet Explo

ORACL & RDC Onsite

Logouwt Preferences Change Password Help

Casebooks | Review
Legged in az Ramesh Kanagaraja(Sie user, OCPROD); Last Refresh 26-0Oct-2011 15:28:29
Study and e | CCR_ROZ_2011_v1 =] |nci =] | Go
Study and Site Summary
Hews Patient Selection List
No Records Found
Patient Search
Activities
Review 1 Active Discrepancies -
Patients
Beview Investigater comments
My Study Information Select Patients and... I Cpen Patient Cazebooks LI Go
App Support Ticket Select Al | Select Hone
g BmE A
e Select L Patient Number | Last Modified ‘Casebook Click to LOg out
QCUG - Oracle Clin Users Group r )
51 CFR Part 11 & X1 Unassigned
eCRF Instructions Manual - Z X2 Unazzigned
Search on web - Z X3 Unasgigned
r ,E;, Ha Unassigned
O |5 X5 Unasgigned
- Z XE Unazzigned
r Z X7 Unasgigned
- Z XB Unazzigned
r Z X9 Unasgigned
- 7, X10 Unazzigned
Select Patients and... | Open Patient Cazebooks LI Go

Home Casebooks Review Reports Logout Preferences Change Password Help

About RDC 4.5.3 Copyright ® 2000, 2007, Oracle. All rights reserved. [B5)
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CRIS to C3D Lab Data Flow

Lab Mapping

WBC Count WBC _SERUM
Basophils BASO
Hemoglobin HEMOGLOBI N
WBC Morphology ???




What is LLI?

1 LLI is a utility to review and identify specific
Lab Test Results to be downloaded from the
CRIS/CDW into C3D

1 URL:

1 Username & Password are same as C3D
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http://octrials.nci.nih.gov/opa45/labloadinter.htm

LLI Search Screen

Lab Load Interface

Search [WorkCart Load Cart All Labs
Lab Load Inte OCTRN
Lab Panel Search

]
Search Criteria WO rkﬂOW
Stucty Pt Lak Panel 230 Test Mame Date Relstion DD MIOR ™YY
' = | L_____=l | /S
Titne Relation HH24 il
- |—| RMewy Search
Search Results SearCh Crlterla

Select Al | Unselect Al |

Study Pt Lak Panel | Sample DateTime | \
rFY

Miorve Pansl(s) to Load Cart |

Selected Panels

Move Panel(s) to Archive |

Action Buttons

Wiewy Al Labs for Panel and Date |

OO OO ar e cec ae aF e e c

1]

Exit

_Record: 11 .. | Listafwvalu...
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LLI Search Criteria

=earch Criteris

Study Pt Lak Panel 23D Test MName Date Relation DO MOM Y5y
|| = | ol | | ] | Search
Time Relation  HH24 M
- | | Mew Search

« Searching
— Can search by Study, Patient Number, Lab Panel, OC Lab Question,
Date and/or Time

« Each search field contains Pick List.

« Date and Time allows the ‘%’ wild card

« Date and Time provide the additional option of:
* “On or Before”, “On or After” and “LIKE” comparisons
« Partial dates can be entered as %NOV%
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LLI Search Screen Results

Search Results
Select &l | Unselect 2 |

Stuicly | Pt | Lak Pansl | Sample DateTime

[¥

Move Panells) to Load Cart |

Mowve Panells) to Archive |

[N e

“iewe All Labs for Panel and Date |

e Search Results

The result set lists Lab Panels that have at least one lab test available
for loading that meet the criteria entered into the search fields.

The sort order can be changed using the column headings.

Results can be selected/deselected for processing by using the
individual select check box or Select Buttons.

Entire panels of lab tests can then be moved to the Load Cart or
Marked for Archive.

Clicking “View All...” button or by double clicking the record presents
the Work Cart with specific Lab Test Results for that panel.
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LLI Work Cart

YWork Selection

VYUK oAl L

Study Pt Sample Datetime Lak Panel

Selection Results
Select &1l | Unselect Al |

| 3D Test Mame | Re=ult | it | Range | Status Load Flags
L[|

T Review
T missing
T Loaded
T hdarked
T Others

[»

e Work Cart

Shows Entire Panel, including previously loaded and missing Lab Tests
The list can be filtered using the “Load Flag” radio buttons.
Sort by Lab Test Panel Order (R), Test Name, Results, etc.

Results can be selected/deselected for processing by using the
individual select check box or Select Buttons.

Once selected, the lab tests can be moved to the Load Cart or Archived
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Questions?
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