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Introduction

The purpose of this guide is to provide the users of the Clinical Data
Update System (CDUS) Web application with concise instructions for
accessing and manipulating the version 3.0 (v3.0) enhancements to the
CDUS.

The guide walks the user through the process of accessing a data
record and adding new or updating existing data to include with the
Quarterly Clinical Data Update.

The Quarterly Clinical Data Update is a record that includes all the
data collected from each screen in the CDUS Web application. Once
complete, the record is sent to CTEP through the CDUS Web
application and loaded into the CTEP database (for more information,
see the CDUS Instructions and Guidelines v3.0 Release 2 available
from the CTEP Web site).

Additional Information

The following resources are available to you at the CDUS page of the
CTEP Web site:

CDUS Instructions and Guidelines v3.0 Release 2

Provides details regarding CDUS reporting requirements and detailed
descriptions of data elements. This document also includes
information about the following:

e CTEP Smart Loader Approval, Disapproval and Correction
Process (pages 55 — 59).

e Business Rules (pages 67 — 71). Business rules are used to
validate the entry of appropriate or accurate data prior to being
saved in the application.

CDUS v3.0 Web Application ¢ 03/31/2004 Introduction e 1
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Clinical Data Update System (CDUS) v3.0, Notice of Modifications,
Effective 10/1/03

Provides a comprehensive description of all enhancements included in
the CDUS v3.0. The information contained in this document is
particularly valuable to those users who have previous experience
working with the CDUS Web application.

CTEP Web Site

The CTEP Web site is located at http://ctep.cancer.gov/ and can be
accessed to obtain a wide variety of information.

o The CDUS page of the CTEP Web site is located at
http://ctep.cancer.gov/reporting/cdus.html and provides a link
to the CDUS application, to the documents listed above, and to
other documents regarding earlier versions of the CDUS.

NCI CTEP Help Desk

Contact the NCI CTEP Help Desk at ncictephelp@ctep.nci.nih.gov for
questions regarding the technical use of the CDUS v3.0 Web
application or for training information.

Note: The CDUS Web application should be accessed via the Internet
using Microsoft Internet Explorer version 5.0 or higher. Use of other
browsers or older versions of Microsoft Internet Explorer may cause
errors within the application and/or difficulty in its use.

This quick reference guide assumes that you have a working
knowledge of Microsoft Windows® and Microsoft Internet Explorer™
browser.
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Getting Started

This section of the guide provides instruction and information about
the general use of the system and its common elements.

Logging On

Follow the instructions below to log on to the CDUS application.

1.
2.
3.

Double-click the Internet Explorer (IE) icon on your desktop.
Click Favorites or select the Favorites menu.
Select CDUS Web v3.0 from your Favorites list.

Note: If the CDUS is not available from Favorites, access the
CDUS CTEP page and double click on the application link. Once
the CDUS main screen displays, add the application to your
Favorites list (see your IE manual or IE Help if you are unfamiliar
with the Favorites option in IE).

Enter your User Name and Password.
Click OK.

The Protocol Selection screen is displayed (see Figure 1). The
Protocol Number, Title, Current Trial Status, and Current
Trial Status Date are displayed for each protocol listed.

The Protocol Number is displayed as a link (see the Navigation
section on page 5 more information on links).

Click on the Protocol Number link for the protocol you wish to
access and continue the data entry process.

Note: Only the protocols of the organization for which you have
permission will be displayed. This is determined by your User
Name and Password. Contact the NCI CTEP Help Desk if there is
a discrepancy with the protocols listed from the Protocol Selection
screen.
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Clinical Data Update System

Please select the organizaion | 7 GANIZAHORICDUS Traming Universiey 2l
youwish to enter data for.
Protocols @
Organization(s) @]
Please select the protocol you wish to enter data for.
CDUS Training University
Protocol  Title Current  Current Trial
Number Trial Status Date
Status
TRG-0001 A Phase I Study of Osaliplatin i Combination with Paciitazel Actve 10/01/2099
TRG-0002 A PHASE I study of G3139 (NSC 683428) in combination with salvage Active 12/31/2001
chemotherapy for treatment of REFRACTORY and RELAPSED ACUTE
MYELOID LEUKEMIA (AML) and ACUTE LYMPHOBLASTIC
LEUEEMIA (ALL)

Recerds 1to 20f 2

Clitical Data Update System (CDUS) Version 3.0

For Questions/Help, Please e-mail. ncictephelp(@ctep.noi nih gov
Webmaster. Capital Technology I Services, Inc

Lel

R I

Figure 1: Protocol Selection Screen

Common CDUS Features

Once you have selected a protocol from the Protocol Selections screen,
you will find a variety of features that appear throughout the
application to assist you in accurately completing the Quarterly
Clinical Data Update. The following provides a description of each.

Formatting

Bold Data Elements: Data elements that appear in bold text are
mandatory and must be entered prior to clicking the Save button. An
error message will display when a mandatory data field is left blank.

Icons

[*] Protocol Number: The Protocol Number icon is located at the top of
each screen and provides access to view a protocol’s Organization,
Title, CTCAE Version, Status and Status Date information. Click on
the [#] to view this information.

The Help icon provides access to view additional instruction and
step-by-step processes to assist you while you work with the CDUS.
Click the icon to open the Help window.

E| The Calendar icon is provided as an option for every data
element that requires a date and ensures that the date entered is in the
correct format. Click the Calendar icon and double click on the day or
choose to type the date manually.

4| Click the Up Arrow icon to the right of a data field to a select a
value from a List of Values (LOV). Values from the LOV should
always be selected, when available, to populate the field.

CDUS v3.0 Web Application ¢ 03/31/2004 Getting Started o 4

Prepared by CTIS, Inc.



~| Click the Down Arrow icon to the right of a data field to select
values from a drop-down list.

Buttons

_Clear | The Clear button is available to clear the data from one or all
data fields prior to saving.

[Delete | The Delete button is used to delete a previously saved data
record. A message will display prompting you to confirm the delete
before the data is removed.

Mew | The New button is used to create a new data record. Click the
button and a new screen is displayed, from which you will begin data
entry.

[owev | The Query button is used to search the application for data
that matches specified query criteria.

_ReQuey | The ReQuery button provides a way to refresh the screen
and view a list of data records that were successfully saved.

52=|  The Save button is used to commit data to the application.
When the data fields are entered correctly and the button is clicked, the
message Success! is displayed. An error or warning message will
display when mandatory data is missing or when an invalid value is
entered (see Error or Warning Messages on page 5, for additional
information).

Navigation

The CDUS Web application uses links to assist you when navigating
from one screen to another. Links are presented in blue, underlined
text. The links listed on the CDUS menu (see The CDUS Menu
section on page 9 for more information) become activated and display
the underlined text when the cursor is placed over the screen name.

Error or Warning Messages

The CDUS application uses business rules to validate the entry of
appropriate or accurate data. Validations occur each time the Save
button is clicked, when the Submit Collections button is clicked, and
again, when the data is loaded to the database at CTEP. Data
validations at the screen and submission level may result in an Error
and/or Warning message. Data validations that occur during the data
load at CTEP may result in an Error Log Report (refer to the Error
Log Report section on page 37).

CDUS v3.0 Web Application ¢ 03/31/2004 Getting Started o 5
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The following describes the differences between an Error and Warning
message. Again, these messages appear at the time the data is being
saved in any of the CDUS screens or when the Quarterly Clinical Data
Update is submitted.

e An Error message is displayed when incomplete or inaccurate
data is entered in a mandatory data field (see Figure 2). This
data must be corrected to commit the data to the application.

Microsoft Internek E:H:plure:f x|

& Entry Drake: & value must be entered

Figure 2: CDUS Error Message

e A Warning message is displayed when incomplete or
inaccurate data is entered in a requested data field (see Figure
3). Although correction of the data is preferred, it is not
mandatory to complete the submission process.

Stuccess!
Row updated

WWeight(leg): value not in recommended range of 2kg and 120kg
Figure 3: CDUS Warning Message

Follow the instructions below to correct the erroneous data:

1. Click the OK button on the CDUS Error Message box or return to
the field specified in the Warning Message.

2. Complete, update, or modify the specified data element to correct
the error.

3. Click Save.

Note: Additional Error or Warning messages may appear if
multiple data elements are incomplete or inaccurate. Repeat steps 1
through 3 until all the erroneous data are corrected and no further
messages are displayed.

The Collections Screen

To access the Collections screen from the Protocol Selection screen,
click on the Protocol Number link for the protocol you wish to view.

CDUS v3.0 Web Application ¢ 03/31/2004 Getting Started o 6
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The Collections screen is displayed (see Figure 4) and provides a
summary of the Quarterly Clinical Data Updates created for present
and previous quarters.

R =

Collections

To enter data for a particular collection, please select the collection from the list below. To create anew collection or update an existing collection , select the

Add Collections button.
Collection Submission Date Cutoff Date Last Submission Date Current Trial Fhone i
Status (MM/DD/YYYY) (MM/DD/YYYY) (MM/DD/YYYY) Status Name E-mail

™ Submit? Active 073172002 (Q2)  06/15/2002 Active Tamara Whatley 301-402-3924  whatleyt@ma

Submitted  04/30/2002 (Q1)  03/31/2002 05/22/2002 Active Betty Boo 3015551555
Submitted  01/31/2002 (Q4)  12/31/2001 04/12/2002 Active Roshini Shank ~ 614-293-4562 shank-2@me:
Accepted  10/31/2001(Q3)  0%/30/2001 1272772001 Aictive Roshini Shank 6142934562 shatl-2@me:
Accepted  0F31/2001(Q2)  06/30/2001 0711172001 Active Lisa Didier 614,203 8656 didier-1@me«
Accepted  04/30/2001 (Q1)  03/31/2001 04/16/2001 Active lisa didier 614,293 8656 didier-1@me«
Accepted  01/31/2001(Q4)  12/31/2000 01/04/2001 Active lisa didier 614.293 8656 didier-1@me
Accepted  10/31/2000 (Q3)  0%/30/2000 1071072000 Active Lisa Didier 614,293 8656 didier-1@me¢
Accepted  031/2000 (Q2)  06/30/2000 07/03/2000 Aictive Lisa Didier 614,293 8656 didier-1@me«
Accepted  04/30/2000 (Q1)  03/31/2000 04/05/2000 Active liza dicier 614-293-8656  didier-1@me«
Accepted 013172000 (Q4)  12/31/1999 04/05/2000 Active Lisa Didier 614-293-8656  didier-1@me«

Records 1to 110f11

Note: Active is open for insert andfor update, Submitted and Approved are closed for insert but open for update through the Active collection. |55

Submit Collections i Add Collections I
k1] .LfJ

Figure 4: The Collections Screen

The following functions can be performed on the Collections screen:

To enter or update data for an existing Quarterly Clinical Data
Update, click on the Active link from the Collection Status
column.

Note: Only those Quarterly Clinical Data Update records that
appear with an Active or Rejected Collection Status may be
accessed for new data entry or data update. Records with a
status of Submitted, Processing, or Accepted are not available
for data entry or update.

To create a new Quarterly Clinical Data Update or view
previously submitted Quarterly Clinical Data Updates, click the
Add Collections button.

To submit a completed Quarterly Clinical Data Update, refer to
the Submitting the Quarterly Clinical Data Update section
on page 39.

To return to the Protocol Selection screen, click the
Organization(s) name listed in the left frame.

Adding a New Collection Record

A new Quarterly Clinical Data Update record must be created for each
quarterly data submission. Follow the instructions below to create a
new record.

1. Click the Add Collections button on the Collections screen.

The Collection data entry screen is displayed (see Figure 5).

CDUS v3.0 Web Application e 03/31/2004
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Please select the erganization Collections [#] Protocol Number: TRG-0001
youish io enter data for.
o | e T Collection
Organization(s) Date Status
CDUS Training University 073102002 |Active ﬁ;ﬂfﬁ%ﬁ‘ﬂ?@;e 0743142002
04/30/2002 1
; ‘Culuﬁ Date (MM/DDAYYYY):  [pEnseonz | El
01/31/2002
1043172001 ‘Accepted ‘Current Trial Status: Active _'J
07312001 [Accepted oDy P2 iz |
04/30/2001  |Accepted Last Name: ey
[01/31/2001 pted ; ;
i First Name: [Temara
10/31/2000 | ted i
07312000 [Accepted Subrmitter Middle Name: Jm
04/30/2000 | ted } Phane: [301-402-5924
Subrmitter Fax [ro1-4355105
Recards 110 10 of 11
‘Submmer E-mail [whateyi@mailnihgoy
MextSet | LastSat [Any additions or changes | & Tes
e since last report: N
New Save | Delste | Clear | New
Return to Collection Page Al data elements in bokd are mandatory
A e |

Figure 5: The Collection Data Entry Screen

2. Click the New button to create a new Quarterly Clinical Data
Update record.

Note: The Submission Date field is automatically populated with
the submission date of the current or subsequent quarter; no data
entry is required.

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

B TIP

The CutOff Date field is entered with the latest date for which
information is known for this record. The application will validate
that all date values entered throughout the remainder of the record
will be less than or equal to the Submission Date and less than or
equal to the CutOff Date identified in this present quarter’s
record. The present quarter’s CutOff Date must be greater than or
equal to the CutOff Date in the previous quarter’s record.

4. Click the Save button.

Click Return to Collection Page link located in the center frame to
return to the Collections screen.

The new record will display an Active link under the Collection
Status column. You must click on the Active link to access the CDUS
menu where other screens are available to enter and/or update data.

For detailed information regarding the data elements on the Collection
screen, refer to pages 10 — 12 in the CDUS Instructions and Guidelines
v3.0 Release 2.

CDUS v3.0 Web Application ¢ 03/31/2004 Getting Started o 8
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The CDUS Menu

The CDUS navigation menu resembles a folder directory and lists all
of the patient and protocol-specific data entry screens, reports, and
navigational links available within the application (see Figure 6).

1754 (07/31/2002)

-] Patient

&1 Publications

j Carrelative Studies
~[Z] Phase | End Points MTD
~[J] Phase | End Points DLT
) Trial Corments

-1 Repors

[0 ©TC Application

&) view Collection

j “iew Protocol Selection

j Heln

EY I 0
Figure 6: The CDUS Menu

Follow the instructions below to access the CDUS menu.

1. From the Collections screen, select a Quarterly Clinical Data
Update record by clicking on the Collection Status Active or
Rejected link.

The CDUS menu is displayed in the left frame (see Figure 7).

Note: When the Collection Status Active or Rejected link is
selected and a patient record exists in the CDUS, the Patient
Demographic Data screen is displayed by default (as shown in
Figure 7).

Clinical Data Update System
] Protocol Number: 1734 =l
1754 (0773172002 Patients
-1 Patient . .
; Patient Demographic Data
L1 Publieations Please select apatient to proveed srap
D Correlative Studies 5
1) Phase | End Points MTD Patient I Dirth Date Patient ID: 001RI-W
7] Phase| End Roints DLT (MMYYYY) - =
3 e comments RIW oaieis Birth Date MMYYYY):  [pen1 918 ]
w1 Reports Gender: Female =
3 oTo Application OO3REVE (1141527 J
H [ view Collection 005SE/A-T  ||03/1527 Ethnicity: MatHispanic or Lating j
H E view Protocol Selection ODSR/E-W 021934 Races: % White
[ Help ——
1276061 051955 I American Indian or Alaska MNative
1283451 |[101329 ™ Asian
1285832 1141831 I™ Black or Affican American
1387578 |[04/1933 I™ ative Hawaitan or Other Pacificslander
1291403 o225 [ Net Repeorted
1391503 [02/19% I Uaknown
Records 110 10 of 12 Couniry Hame En L
Zip Code 14585
mﬂﬂl Payment Method Medicare and Privale Insurance =
ReCuery
Entry Date (MM/DDAYYY): [1272/2001 | |
Query Registering Group ;I
i Registering Institution:  [University of Rochester =l
=
Save | Delete | Clear | New
. ol All data elements in bold are mandatory =l
Figure 7: The CDUS Menu Frame
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2. Click on the folder name to view the screen you wish to access.

3. Click on the # or =l sign preceding the folder to expand or collapse
a submenu of screens.

If no record exists in the selected screen, only the CDUS menu is
displayed in the left frame. The ReQuery and New buttons are
displayed in the center frame. You may click the New button to view
the data fields available on the selected screen.

If a record was previously entered in the selected screen, the record(s)
is listed in the center frame and the first record is displayed in the data
entry screen (the right frame) by default.

To return to the Collections or the Protocol Selection screens, click
the View Collection or the View Protocol Selection link from the
CDUS menu.

CDUS v3.0 Web Application ¢ 03/31/2004 Getting Started ¢ 10
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Patient Data

Patient Data Entry Screens

The CDUS Web application provides seven screens to enter patient-
specific data and organizes them as follows:

e Demographic Data
e Administrative Data
o Baseline Abnormalities
e Prior Therapies
e Treatment Courses
* Course Agents * Adverse Events
e Responses
o Late Adverse Events

Note: A new patient demographic record must be created or an
existing patient record must be selected from the center frame to
access any of the Patient data entry screens. Once a patient is selected,
all patient data screens will be specific to the selected patient.

Patient Demographics

The CDUS will provide access to the other patient data entry screens
only after the patient demographic record is created. Follow the
instructions below to create a new patient demographic record.

Note: Only one Patient Demographic record may be entered per
patient.

1. Click on the Patient folder from the CDUS menu.

Click the New button located in the center frame. A blank Patient
Demographics data record is displayed in the right frame (see
Figure 8).

CDUS v3.0 Web Application ¢ 03/31/2004 Patient Data o 11
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Patient Demographics =l

3171 (07/31/2003) Patients
-1 Patient
: Enter values for new Patient Demographic Data record
=3 5“ *‘A" 5(:"“”5 Please selecta patient io proveed
uthors
[ correlative Studies Patient ID  BiLth Date Patient ID: [
-[1) Phase | End Paints MTD (MM/YYYY) .
i~[) Phase | End Points LT [ (o3 0871955 Birth Date (MM/YYYY): Bl
[0 Trial comments Gender: =
(3 Reports
-[3 cTe Application Record 1 of 1 Ethnicity: =
[0 view caolection Races:
[ view Pratacal Selection PReQuery J I American Indian or Alaska Native
[ Help ™ Asian

Ouery ™ Black or Affican American
™ Native Hawaiian or Other PacificTslander
™ Mot Reported

New

™ Unknown
™ White
Country Name: =
Zip Code:
Payrnent hethod j
Entry Date (MM/DD/YYYY): E
Registering Group: =]
Registering Institution: =]
< | | Al data elements in bold are mendatory =l

Figure 8: The Patient Demographic Data Screen

2. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

5 TIPS

You must indicate the patient’s ethnicity (i.e., whether or not the
patient is Hispanic or Latino, or whether the patient’s ethnicity is
unknown) within the Ethnicity field.

You may select more than one race from the patient Races field.

If the patient refused to provide his or her race/ethnicity or the site
neglected to collect this data, select “Not Reported.” If the patient
is unsure of his or her race/ethnicity, select “Unknown.”

The Registering Institution LOV displays institutions
alphabetically by name and includes the CTEP ID, City, State, and
Zip code of each. Only the institution name can be used to conduct
a search.

Note: Enter the value ‘00000’ if the patient’s U.S. Zip code is
unknown.

Note: Enter the value ‘Unknown’ in the Payment Method field if
the patient’s primary method of payment is unknown.

Note: The Patient ID field cannot be modified once saved.
3. Click the Save button.

If all data elements are entered correctly, the message Success! Row
inserted will display in the top left of the screen. If a mandatory data

CDUS v3.0 Web Application ¢ 03/31/2004 Patient Data ¢ 12
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field was missed or data were inaccurately entered, an error or warning
message will display (see Error or Warning Messages on page 5, for
additional information).

For detailed information regarding the Patient Demographic data
elements, refer to pages 19 — 23 in the CDUS Instructions and
Guidelines v3.0 Release 2.

Accessing the Patient Data Entry Screens

Once the patient demographic record is saved, the Patient ID and
Birth Date are displayed in the center frame (see Figure 9). The
Patient ID entered in the Patient Demographic Data screen is
displayed as a link under the Patient ID column. You must click on
the Patient ID link to make modifications in Patient Demographic
Data screen or to access other patient data entry screens.

Patients [~

Please select a patient to proceed

e Birth Date

PatientID

90232 0511569
Records 1 of 1

Next Set | LastSetJ
Feluery !

Cluery I

INew

-]

Figure 9: The Patients Record (center frame)

When the Patient ID link is selected for a patient, the Patient folder

under the CDUS menu expands to display the screens available for

patient data entry (see Figure 10). The Patient ID and Birth Date are
also displayed within parentheses following the Patient folder.

CDUS v3.0 Web Application ¢ 03/31/2004 Patient Data ¢ 13
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TRG0001 (07/31:2002)

=8 @ Patient (30232, 0871 969)
i -] Administrative Data

; 0 Baseline Abnormalities
= Prior Therapies

{:I Treatment Courses
D Responses

D Late Adverse Events
- {:I Publications

----- D Correlative Studies

----- 3] Phase | End Points MTD
----- & Phase | End Points DLT

----- D Trial Comments

=3 Reports

[ Patient Details

----- B cTC Application

----- D Wiew Collection

----- [ view Protocol Selection b

Figure 10: The Patient Folder — Expanded

The center frame is not capable of displaying all the Patient ID links
associated with a protocol where a large number of patients are
enrolled. In this case, a search must be conducted to access the record
of a specific patient. A search can be performed by clicking the Next
Set and Last Set buttons from the center frame or by using the Patient
Demographic Data Query screen (see Figure 11).

Patient Demographic Data

Enter query criteria for Patient Demographic Data

EF'atient 1D: ;l
EEIirTh Diate (MMAYYY): || Eltﬂi ﬂ
Entry Dats (MM/DDAY VYY) I Bl El

mj Clear !M

All data efements in bold are mandatory

Figure 11: Patient Demographic Data Query Screen

To use the Patient Demographic Data Query screen, click the Query
button from the center frame, enter criteria specific to the patient in
any of the available fields, and click the Find button. Entry
instructions for these fields follow:

Enter a Patient ID to search for a patient by ID.

Enter a Birth Date Range to search for patients by birth dates.

Enter an Entry Date Range to search for patients by entry dates.

Note: The percentage symbol (%) can be used as a wildcard within the
Patient ID field only.
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Patient Administrative Data

Patient administrative data is mandatory for trials assigned to complete
CDUS reporting. Follow the instructions below to enter patient-
specific administrative data.

Note: Only one Patient Administrative record may be entered per
patient.

1. Click on the Patient ID link located in the center frame under the
Patient ID column for the patient record you wish to access.

2. Select the Administrative Data link from the CDUS menu. The
Patient Administrative Data screen is displayed for the selected
Patient ID in the left frame (see Figure 12).

p— s . - =1
TRG-0001 (97:31/2002) (#1 Protocol Nusber: TRO.0001 Patient Administrative Data
423 Patient (30232, 05/1868) Patient ID: 90232
[1] Adrinistppve Data Birih Date: 0311969
B Base\lnewnwmalmes Subgroup Code: [5Gt Al
[ Prior Therapies :
.7 Treatment Courses ‘SUEWWP Description [Patients with refractory solid tumors
[ Responses Disease Category: [Gastrointestinal neoplasms benign =]
[ Late Adverse Events = t
5] Publications ‘ Disease Sub Category: Upper gastrointestinal neoplasms benign | <]
[ Correlative Studies Disoase Namo: =
-[ Phase | End Points MTD Leukoplakia espphages| [ |
[ Phase | End Points DLT Has the Patient had any I =
[ Trial comments Baseline Abnormalities?: |
B (] Reports humber of Prior Chemo Regimens : 2
[ CTC Application
<[] view Collection Has the Patient been & No
[ viewr Protocol Selection declared ineligible?:  Yes
[ Hew © Unknowm
Is the Patient Evaluable for Response?: [~igs |
Baseline Performance Status Narmal Activity, asymptomatic _vj
Is the Patient currently  Ho
receiving treatment on study?: & Ves
© Unknowm
Off Treatrent Reason: I =
‘Last Treatrnent Date (MM/DD/Y Y YY) [ ]
Off Study Reason I =l
‘Oﬁ Study Date (MMDD/YY YY) I T
Save | Clear
q ...’..1 Al data efements in boid are mandatory ~|

Figure 12: The Patient Administrative Data Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

A\l
Gy

TIPS

The Baseline Abnormalities screen must be completed if ‘Yes’ is
entered in the Has the Patient had any Baseline Abnormalities?
field (see the Baseline Abnormalities section on page 16 for more
information).

The Off Treatment Reason field becomes mandatory if ‘No’ is
entered in the Is the Patient currently receiving treatment on
study? field. If the Off Treatment Reason is ‘Death on Study,’
then the Off Study Reason must be ‘Death’ for protocols activated
on or after 1/1/2002.
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The Last Treatment Date ficld becomes mandatory when the Off
Treatment Reason field is entered. This rule does not apply when
an Off Treatment Reason value of ‘Patient withdrawal before
beginning Active Treatment’ or ‘Disease Progression before
Active Treatment’ is entered.

Note: The term Active Treatment is considered any form of therapy
(including surgery, radiation, commercial chemotherapy agents or
investigational agents).

The Off Study Reason field becomes mandatory when the Off
Study Date field is entered. The Off Study Reason can only be
entered if the patient is not currently receiving treatment on study
for protocols activated on or after 1/1/2002.

4. Click the Save button.

For detailed information regarding the Patient Administrative data
elements, refer to pages 23 - 28 in the CDUS Instructions and
Guidelines v3.0 Release 2.

Baseline Abnormalities

The Baseline Abnormalities screen is mandatory if you indicated that
the patient had baseline abnormalities in the Patient Administrative
Data screen. Follow the instructions below to enter baseline
abnormalities for a selected patient.

Note: Multiple Baseline Abnormality records may be entered per
patient.

1. Select Baseline Abnormalities from the CDUS menu.

2. Click the New button. The Baseline Abnormalities screen is
displayed in the right frame (see Figure 13).
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Clinical Data Update System

3171 (07/31/2003) Baseline Abnormalities || ® Protocol Numher: 3171
+3 Patient (03, 08/1855)
: B ::?E'::f;’a“““‘a Category Adv Baseline Abnormalities
[ Prior Therapies ELOOD/BONE MARROW Hen .
3 Treatment Sourses || [CARDIAC ARREYTHMIA |Con Patient ID: 03
[ Responses bnt Birth Date:  08/1955
[0 Late Adverse Events hear
= 5”‘:“‘:”0”5 Sym Enter values for new Baseline Abnotmalities record
: uthors
() cCorelative Studies CARDIAC ARREIVTENMIA |Con
-[3 Phase | End Paints MTD abnc Category: =
~[3) Phase | End Points DLT heat || 4 erse Event: B
[ Trial comments abng
(1 Repots CARDIAC GENERAL Car| || [BelectAR =
[ cTc Application Spe
P Other Adverse Event
[ view Collection v
-3 wiew Protocal Selestion GASTROINTESTINAL [Fistl (Specify)
-3 Hep GASTROINTESTINAL  |Gas| || ST =]
(Spe
GASTRODNTESTITAL Gas Sawe | Clear
(S
SEXTTALREPRODTCTIVE Trfer All data elements in bokd are mandatory
FUNCTION
Recards 1 108 of 6
ReQuery
Nesw ]
il | [l 1 [

Figure 13: The Baseline Abnormalities Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV by clicking the Up Arrow button.

Ss’f‘

TIPS

For studies assigned to CTCAE v3.0, a Select AE field is
displayed. If you select a Supra-ordinate Term -- indicated by an
asterisk (*) -- from the Adverse Event field, you must then choose
a Select AE from the Select AE field’s List of Values.

If you select ‘Other Specify’ for the Adverse Event field, you
must provide the specific Adverse Event in the Other Adverse
Event (Specify) field.

4. Click the Save button.

Al
i
i

The Category, Adverse Event, and Grade of the Baseline
Abnormalities record are displayed in the center frame (see Figure
14). If needed, you may click the Category link to access and
update the record.

CDUS v3.0 Web Application ¢ 03/31/2004 Patient Data o 17
Prepared by CTIS, Inc.



Baseline Abnormalities

iAdverse
Event |
CARDIOVASCULAR |Hyp ertension| 1 '
(GEMEE AT

Category Grade

Record 1 of 1

FeCuery i

[ewy

Kl | 2
Figure 14: The Baseline Abnormalities Record (center frame)

5. To enter multiple baseline abnormality records, Click the New
button and repeat steps 2 through 4 for each record.

For detailed information regarding the Baseline Abnormalities data
elements, refer to page 28 in the CDUS Instructions and Guidelines
v3.0 Release 2.

Prior Therapies

Prior therapies are mandatory for trials assigned to complete CDUS
reporting. Follow the instructions below to enter all prior cancer
therapies the patient has received prior to entering the protocol.

Note: Multiple Prior Therapies records may be entered per patient. Up
to five therapies can be entered at one time.

1. Select the Prior Therapies link from the CDUS menu.

2. Click the New button. The Prior Therapies screen is displayed
(see Figure 15).

TRG00D1 (07/31/2002)
23 Patient (a0232, 05/1 969)
[ Administrative Data
[ Baseline Abnormaliies
[ Prior Therapies
-] Treaiment Courses
[ Responses

[ Protocol Number: TRG-0001

Prior Therapies

Patient ID: 90232
Birth Date: 05/1969

~[ Late Adverse Events
(1 Publications

[ corelative Studies Therapy Insert? |
-[] Phase | End Paints MTD [ =l Clear
[ Phase |End Paints DLT
[ Trial comments [ H Clear
1 Reports
- Cl
[3) ©TC Application ’ B il
[ view Collection | =l Clear
[ view Pratacol Selection
13 Helo [ =l Clear
Save
Al data efements in bold are mandatory
. 5

Figure 15: The Prior Therapies Screen

3. Click the Down Arrow button and select a Prior Therapy value
from the drop down list.

4. Click the Save button. The entered therapies are displayed.
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5. To remove any Prior Therapy value from the saved list, click the
Delete checkbox and click the Save button.

6. To enter additional prior therapies, click the New button and repeat
steps 2 through 5 above.

For detailed information regarding Prior Therapies data elements, refer
to pages 26 - 28 in the CDUS Instructions and Guidelines v3.0 Release
2.

Treatment Courses

Treatment course data is mandatory for trials assigned to complete
CDUS reporting. Follow the instructions below to enter protocol
treatment course data.

Note: Multiple Treatment Course records may be entered per patient.

1. Select the Treatment Courses link from the CDUS menu.

2. Click the New button. The Treatment Courses screen is displayed
(see Figure 16).

Protocol Number: TRG-000L =
TRG0001 (07/31/2002) Treatment Courses
43 Patient (30232, 0571969)
E .:umn"vmtratwe Data Please selecta Treatment Course o proceed Treatment Courses
[ Baseline
: E‘ Prior Therapies Course Cmtlrse Start T Patient ID: 90232
(1 Treatment Courses ™ ate Assignment Rirth Date:
i gnm te: 05/1969
[ Responses (MM/DD/YYYY) ate:
“-[0 Late Adverse Events
1T L 0602002 TR Enter values for new Treatment Courses record
<[] Corelative Studies
[0 Phase | End Paints MTD Recard 1 of 1 |Course ID: I
[3 Phase | End Paints DLT k :
~[3 Tl comments PiaCuery e e [ E
a2 Reports -
0 oTC Apiation TV [Testment Assignment I &
teating Institution
[ view Collestion T 3 st
[ view Protocal Selection 5
[ Help =
[weight (ka) [
|He\ght [crm) !
[Adverse Event Experienced?: | =l
Save | Clear
All data elements in bold are mandatory
ld | 3| K1 | =

Figure 16: The Treatment Courses Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

B TIP

If you enter ‘Yes’ in the Adverse Event Experienced field, you
must provide specific Adverse Event data in the Adverse Events
screen (see Adverse Events on page 22).

4. Click the Save button.

The Course ID, Course Start Date, and Treatment Assignment
of the Treatment Course record are displayed in the center frame
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(see Figure 17). If needed, you may click the Course ID link to
access and update the record.

Treatment Courses
Please select a Treaiment Course to proceed
éCourse éCDurse i éTreatment
D EDate EAssignment
|2 5064’234’2002 |TA.A
1 05/09/2002 TAR
Recards 1102 af 2
ReQuery i
REN
d o

Figure 17: The Treatment Courses Record (center frame)

To complete the Treatment Courses process, you must enter
information in the Course Agents screen and in the Adverse
Events screen if ‘Yes’ was entered in the Adverse Event
Experienced? field of the Treatment Courses screen. Follow the
instructions below to complete the data entry process for these
screens.

Course Agents

At the beginning of the new collection period, you will need to enter a
new Course Agents record to reflect the agents that the patient
received in the selected treatment course.

Note: Multiple Course Agent records may be entered per patient.

1. Click the Course ID link in the center frame. The Course Agents
and Adverse Events links are displayed on the CDUS menu (see
Figure 18).
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TRG-0001 {07/31/2002)

B3 Patient (30233, 05/1963)

[3) adrinistrative Data

~[0] Baseline Abnormalities

D Prior Therapies

= Treatment Courses (2, 06/23/2002)

D Course Agents

D Adverse Events

; [ responses

D Late Adverse Events

&1 Publications

D Correlative Studies

~[Z] Phase | End Paints MTD

~[X] Phase | End Paints DLT
D Trial Comments

-1 Reports

D CTC Application

D Wiew Collection

[0 view Protocol Selection

D Help
| | i

Figure 18: The Course Agents and Adverse Events Links

2. Click the Course Agents link from the CDUS menu.

Click the New button located in the center frame. The Course
Agents screen is displayed (see Figure 19). The Course ID and
Treatment Assignment fields in the right frame are automatically
populated.

TRG.0001 [07/3172002) Course Agents [#] Protocol Number: TRG-000!
-3 Patient (30232, 05/1968)
[0 Administrative Data Na Records returnsd

+-[ Baseline Abnormalities Course Agents

-1 Prior Therapies T
: v . _
143 Treatment Courses (2, DBiZ3i2002) ————————J Patient ID: 90232
[ course Agents Birth Date: 05/196%
MNew
[ adverse Events

--[] Responses
[ Late Adverse Events
o (3 Publications

Eater values for new Course Agents record

<[ Conelative Studies (Course ID: 2
[ Pnase | End Points WTD TTE_Z"’"E"‘ TAL-OXATLIPLATIN 35 mg/m2 IV over 2 hours qw on day
[ Phase | End Paints DLT Assignment: |1 g, 4 weeks, every & weeks. TAXOL (OLD N3C) 45

-] Trial Comments mg/m2 IV over 1 hour STAT after the oxaliplatin infusion qw

7 % Reports on day 1 for 4 weeks, every & weeks.
CTC Application "
<[] wiew Collection Agent Name: | ||
[ view Protacol Selection Dose I =
A Help Changed?
Total Dose: | Unit Code: | =1
All data elements in bold are mandatory
R i

Figure 19: The Course Agents Screen

4. Enter the Agent Name field and enter the information for the agent
the patient received on the selected Treatment Course.

5. Click the Save button.

The Course Agent is displayed as a link in the center frame (see

Figure 20). If needed, you may click the Course Agent link to
access and update the record.
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Course Agents

Course Agent
|CHATTPLATTN
TAXOL

Records 1to 2 of 2

Feluery I
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Figure 20: The Course Agents Record (center frame)

6. To enter additional agent records, click the New button and follow
steps 3 through 5 above.

7. Click the Treatment Courses link on the CDUS menu to return to
the Treatment Courses screen or click on the Adverse Events link
on the CDUS menu to complete the Adverse Event data entry.

Adverse Events

You may need to enter a new Adverse Events record if the patient
experienced adverse events on the selected treatment course.

The Adverse Events screen is displayed only when ‘Yes’ is entered in
the Adverse Event Experienced? field of the Treatment Courses
screen.

Note: Multiple Adverse Event records may be entered per patient.
However, an Adverse Event record can be submitted with only one
grade for a patient’s treatment course.

1. Click the Course ID link from the center frame. The Course Agents
and Adverse Events links are displayed on the CDUS menu as (see
Figure 18).

2. Click the Adverse Events link from the CDUS menu. The Adverse
Events screen is displayed

3. Click the New button located in the center frame. The Adverse
Events screen is displayed (see Figure 21). The Course ID and
Treatment Assignment fields are automatically populated.
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Clinical Data Update System

211 ] Protocol Mumber: 3171 ||
3171 (07/31/2003) Adverse Events
=3 Patient (03, Daf1 955)
.B simnotuivoDan | | gy reo Adverse Events
aseline
3 Frior Therapies CARDIAC Cardiac - Patient ID: 03
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Contract Other Adverse
Event
CARDIAC Conducti (Specify):
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Figure 21: The Adverse Events Screen

4. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV or the drop down list by clicking
either the Up Arrow or Down Arrow buttons.

5 TIPS

For studies assigned to CTCAE v3.0, a Select AE field is
displayed. If you select a Supra-ordinate Term -- indicated by an

asterisk (*) -- from the Adverse Event field, you must then choose
a Select AE from the Select AE field’s List of Values.

If you select ‘Other Specify’ for the Adverse Event field, you
must provide the specific Adverse Event in the Other Adverse
Event (Specify) field.

5. Click the Save button.

6. The Category, Adverse Event, and Grade of the Adverse Event
record are displayed as a link in the center frame (see Figure 22). If
needed, you may click the Category link to access and update the
record.
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Adverse Events

gAdverse
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Figure 22: The Adverse Event Record (center frame)

7. To enter additional Adverse Event records, click the New button
and follow steps 3 through 5 above, and enter data for each event.

8. Click the Treatment Courses link on the CDUS menu to return to
the Treatment Courses screen.

For detailed information regarding the Treatment Courses, Course
Agents, and Adverse Events data elements, refer to pages 28 - 34 in
the CDUS Instructions and Guidelines v3.0 Release 2.

Responses

The Responses Screen provides the capability to enter the first
observed best response and/or disease progression during the reporting
period or modify existing response status information.

Response data is mandatory when ‘Yes’ is entered in the Is the
Patient Evaluable for Response? field from the Administrative
Data screen. Follow the instructions below to enter response data for
the selected patient.

Notes: A Treatment Course record must be created prior to entering
response information.

Multiple Response records may be entered per patient. Up to five
responses can be entered at one time.

1. Select the Responses link from the CDUS menu.

2. Click the New button. The Responses screen is displayed (see
Figure 23).
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Figure 23: The Responses Screen

Click the Down Arrow button and select a Response Category
value from the drop down list. Enter the Observed Date.

TIPS
Only enter the patient’s earliest observed best response.

Progression should be reported even if it is experienced after a
better response.

The values entered in the Response Category field should not
decline except to the value ‘Progression.’

Other Response Category values will not be accepted if
‘Progression’ is entered as the initial value.

When ‘Other’ is entered as the Response Category value, the
General Response Comments field will be mandatory in the Trial
Comments (see page 34) screen.

Click the Clear button if you wish to remove a Response
Category value from the list.

Click the Save button. The entered responses are displayed.

To remove any Response value from the saved list, click the
Delete checkbox and click the Save button.

To enter additional response records, click the New button and
follow steps 2 through 5 above.

For detailed information regarding Response data elements, refer to
pages 35 - 36 in the CDUS Instructions and Guidelines v3.0 Release 2.

Late Adverse Events

Complete the Late Adverse Events screen when an Adverse Event is
observed after a patient has completed treatment. Follow the
instructions below to enter Late Adverse Events.

Note: Multiple Late Adverse Event records may be entered per patient.

1.

Select the Late Adverse Events link from the CDUS menu.
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2. Click the New button from the center frame. The Late Adverse
Events screen is displayed (see Figure 24).

Clinical Data Update System

3171 (07/31/2003) Late Adverse Events [ Protocol Number: 3171
-3 Patient (03, 08/1955)
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Figure 24: The Late Adverse Events Screen

3. Complete all of the mandatory (bold text) data fields and the
requested data fields, if relevant information is available.

Select values from the LOV by clicking the Up Arrow button.
5 TIPS

For studies assigned to CTCAE v3.0, a Select AE field is
displayed. If you select a Supra-ordinate Term -- indicated by an
asterisk (*) -- from the Adverse Event field, you must then choose
a Select AE from the Select AE field’s List of Values.

If you select ‘Other Specify’ for the Adverse Event field, you
must provide the specific Adverse Event in the Other Adverse
Event (Specify) field.

4. Click the Save button.

5. The Category, Adverse Event, and Grade of the Late Adverse
Event record are displayed as a link in the center frame (see Figure
25). If needed, you may click the Category link to access and
update the record.
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Figure 25: The Late Adverse Event Record (center frame)

6. To enter additional Late Adverse Event records, click the New
button and follow steps 2 through 4 above.

For detailed information regarding Late Adverse Event data elements,

refer to pages 34 and 35 in the CDUS Instructions and Guidelines v3.0
Release 2.
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Protocol Data

Protocol Data Entry Screens

The CDUS Web application provides five screens to enter protocol-
specific data and organizes them as follows:

o Publications

o Correlative Studies

e Phase I End Points MTD
e Phase I End Points DLT

e Trial Comments

Publications

A publication citation must be provided when data for the study or any
associated correlative study is published. Follow the instructions
below to enter Publications data.

Note: Multiple Publications records may be entered per protocol.
1. Select the Publications link from the CDUS menu.

2. Click the New button from the center frame. The Publications
screen is displayed (see Figure 26).

TRG-0001 (07/31/2002)
/23 Patient (40232, 051 869)
[ Administrative Data

Publications [ Protocol Numher: TRG-0001

Publications

[ Baseline Abnormalities

No Records returned

[A Prior Therapies
1 Treatment Courses _R—ﬂufry_]
[ Responses
[ Late agverse Events MNew
1 Publications
~[ corelative Studies
[ Phase | End Paints MTD
[ Phase |End Paints DLT
[ Trial comments
1 Reports
3 ©TC Application
[ view Gollection
[ view Protacol Selection

- Help

| | |

Enter values for new Publications record

Medline r.._._mm
uiD:

e |

Journal: ||

Molume

¥ —
(vgva\rr\f)

pusiier |

Pages: ||

Save | Clear

All data elements in bold are mandatory

Figure 26: The Publications Screen
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3. [If the publication has an assigned Medline Unique Identifier
(UID), you need only enter the Medline UID field. If no Medline
UID is available, then all other data fields must be entered to
complete the Publications record.

4. Click the Save button.

The Medline UID or article Title of the Publications record is
displayed as a link in the center frame (see Figure 27). If needed,
you may click the Medline UID or Title link to access and update
the record.

Publications

Medline  Title

AGR23534

i
Combination with
Paclitazel

Records 1t0 2 of 2

Feluery l

R[=17

Figure 27: The Publications Record (center frame)

6. To enter additional Publications records, click the New button and
follow steps 2 through 4 above.

To complete the Publications process, you must enter information in
the Authors screen. Follow the instructions below to complete the
data entry process for this screen.

Authors

All authors associated with the article should be entered for each
Publication record.

Notes: Multiple Author records may be entered per Publication. Up to
five author names may be entered at one time.

Author information is not necessary if the Medline UID was entered.

1. On the CDUS menu, click on the # preceding the Publications
folder to expand and view the subfolder.

2. Select the Authors link from the CDUS menu.
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3. Click the Medline UID or the article Title link in the center frame
to select the Publication record you wish to add authors to.

4. Click the New button from the center frame. The Authors data
entry screen is displayed (see Figure 28).

TRG0001 (07/31/2002) Publications Protocol Numher: TRG-000L
i g Patient Authors
D ione Medline |Title
[ Corelative Studies um Medline UTD:
[ Phase | End Paints MTD | |AG223334 Title: Oxaliplatin in Combination with Paclitaxel
~[] Phase1End Faints DLT Cwaliolatn
E‘ Trial Gornmerits Comt |Last Name First Name Middle Nare TInsert?
Reparts
[ ©TC Application with I [ Cles |
[0 view collection Pacltaxel ] [ T
[0 view Pratocol Selection | ._m_]
[ Help Records 1 102 of 2 I H Clear
_Fetuey | I l cree |
I T Clear
Save
All data elements in bold are mandatory
H ey 2 1 | =

Figure 28: The Authors Screen

5. Enter the Author’s last, first, and middle name(s) in the same order
as they appear in the selected publication.

6. Click the Clear button if you wish to remove an Author’s name
from the list.

7. Click the Save button. The Rows inserted successfully message is
displayed.

8. To view the entered Authors, click on the Medline UID or the
article Title link in the center frame. The Author records are
displayed (see Figure 29).

TRG-0001 {07/31/2002) Publications [#] Protocol Number: TRG-0001
(3 Patient
e r 5 e Auth
0 Authors Medline  Title I uthors
[ correlative Studies \UID )
~[ Phase I End Points MTD | [AG223324 Medline UID:
[0 Phase 1End Points DLT - Title: Ozaliplatin in Combinatien with Pachtazel
Ozaliplatin in
[ Trial Comments
Croml
&1 Report : [
1 Reports with Tast Name First Name Middle Marne Delete?
[ cTC Application Paciel
~[] view collection _ [Eachioxel | [Birmon [Eeve [ r
[ view Protocal selection = = =
- Help Recards 1102 of 2 [owinn [Eiizabeth . |
[viler [Paticia ([ | =
ReCuen; 1
Records 1103
Save | Clear | Mew| ReQuery
Alf data efements in bold are mandatory
) | 4l R | 2

Figure 29: The Authors Record
9. To remove any Author name from the saved list, click the Delete
checkbox and click the Save button.

10. To enter additional Author names, click the New button and repeat
steps 4 through 8 above.

For detailed information regarding Publications data elements, refer to
pages 18 - 19 in the CDUS Instructions and Guidelines v3.0 Release 2.
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Correlative Studies

Correlative study data must be provided for each correlative study
every quarter when correlative studies are associated with the protocol.
Follow the instructions below to enter correlative study data.

Notes: A separate Correlative Study record is automatically created for
each correlative study associated with the protocol.

Only one Correlative Study record is available per correlative study.

1. Select the Correlative Studies link from the CDUS menu. The
Correlative Studies screen is displayed (see Figure 30).

TRG-0001 [07/31/2002) Correlative Studies [#] Protocol Nurier: TRG-0001
-3 Patient (30232, 051 869) o rows updated
[ Administrative Data Stady | Correlative Studies
[ Baseline Abnormalities Title
[ Prior Therapies Code
{1 Treatment Courses P-111 |Pharmacokinetics of Study Code: P232
B Responses oxaliplatin [Title: inhibiton of DA rephicaton after oxaliplatin
-] Late Adverse Events Ty
y P-112 |Pharmacokinetics of Patients Collected
-3 Fublicat == 0
B ptctors pacliazel Mumber:
[ conelative Studies P-231 DNA adducts after ;atienﬁ_“"a'vmﬂ (O
[3 Phase | End Paints MTD oxaliplatin umber: L
- Samples Collected I
[ Phase | End Paints DLT D232 inhibiton of DITA NumEE[_ i
[ Trial Comments T repticaton after -
1 Reports ) Samples Analyzed
aliplatin N 0
A ot o Number:
[ view collection Findings =
[3 view Protacol Selection Records 110 4 of 4
-1 Help =
FeCluery
Save | Clear
All data elements in bold are mandatory
BT :J

Figure 30: The Correlative Studies Screen

2. Click on the Study Code link in the center frame for the
Correlative Study record you wish to access.

3. Complete all of the mandatory (bold text) data fields and the
requested data field, if relevant information is available.

4. Click the Save button.

For detailed information regarding Correlative Studies data elements,
refer to page 16 in the CDUS Instructions and Guidelines v3.0 Release
2.

Phase | End Points MTD and Phase | End Points
DLT

Phase I end points include the recommended Phase 2 dose or
maximum tolerated dose (MTD) and dose limiting toxicity (DLT)
information. This information is mandatory for Phase I studies
assigned to complete CDUS reporting.

The Phase I End Points MTD and DLT are identified by the subgroup
and treatment assignment for which the DLT occurred and the MTD
determined. This data combination creates a unique data key, which
assists CTEP in further understanding the agent’s abilities. The MTD
and DLT information is expected towards the completion of the trial.
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Follow the instructions below to enter Phase I End Points data.

Phase | End Points MTD

Note: Multiple Phase I End Points MTD records may be entered per
protocol.

1. Select the Phase I End Points MTD link from the CDUS menu.

2. Click the New button. The Phase I End Points MTD screen is
displayed (see Figure 31).

TRG0001 (07/31/2002) Phase I End Points MTD [#] Protocol Number: TRE-0001
] Patient
&0 Publications Na Records retumed Phase I End Points MTD
~[ Correlative Studies
B e o ReGuery Eter values for new Phase 1 End Points MTD record
[ Trial Comments
1 Reports Mew Subgroup Code: =
[ cTc Application
-7 view Coliection Treatment Assignment: ‘:j
D View Pratocal Selection
A Help Sove | | Ciear

Al data elements in bold are mandatory

.| |
Figure 31: The Phase I End Points MTD Screen

3. Complete all of the mandatory (bold text) data fields by clicking
the Up Arrow button and entering values from the LOV.

4. Click the Save button.

5. The Subgroup Code and Treatment Assignment of the Phase I
End Points MTD record are displayed as a link in the center frame
(see Figure 32). If needed, you may click the Subgroup Code link

Phase I End Points MTD

ESubgruup éTreatment |
Code Assignment

561  [TAB

Record 1 of 1

FeCuery i

=y

Figure 32: The Phase I End Points MTD Record (center frame)

6. To enter additional Phase I End Points MTD records, click the
New button and follow steps 2 through 4 above.
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Phase | End Points DLT

Note: Multiple Phase I End Points DLT records may be entered per
protocol.

1. Select the Phase I End Points DLT link from the CDUS menu.

2. Click the New button. The Phase I End Points DLT screen is
displayed (see Figure 33).

Clinical Data Update System
3171 07/3172003) FPhase 1 End Points DLT [ Protocol Number: 3171
£33 Patient (03, 08/1 955)
[ adminisyative Data Subgroup [Treatment Phase I End Points DLT
[ maseline Abnormalities Cod, Assi Adverse E
[ Prior Therapies ofe ssignment
1 Troatment boursss s h Py —— Enter values for new Phase 1 End Points DLT record
@) Responses i Other (3pe
[0 Lste Adverse Events Conduction| [Subgroup Code: I El
£ Publications | 1
[ autnors el] 1 heart block | [Treatment Assignment: [ [ ]
[0 corelative Studies I Parkinson—"| |[Adverse Event: T
[2] Phase | End Points MTD ciundrome =
[ Phase | End Points DLT o =]
[0 Trial comments Conduction | |Select AE: |
3 Reponts abnormality =
2 cTC Application SG1 -1 heart block‘ Sthor Advores Svert |
[ view Collection Parkinson- (Specify)
[ view Protocol Selection mdroms pecty
=1 Help
Deathnot a
Save | Clear
561 -2 CTCAE ter —I—I
faiure Ail data elements in bold are mandatory
Wessel injur
2G1 1
— Carotid
Records 1105 of 5
ReCueny
B
4| | i ki | ol

Figure 33: The Phase I End Points DLT Screen

3. Complete all of the mandatory (bold text) data fields by clicking
the Up Arrow button and entering values from the LOV.

5 TIPS
For studies assigned to CTCAE v3.0, a Select AE field is
displayed. If you select a Supra-ordinate Term -- indicated by an

asterisk (*) -- from the Adverse Event field, you must then choose
a Select AE from the Select AE field’s List of Values.

If you select ‘Other Specify’ for the Adverse Event field, you
must provide the specific Adverse Event in the Other Adverse
Event (Specify) field.

4. Click the Save button.

5. The Subgroup Code, Treatment Assignment, and Adverse
Event of the Phase I End Points DLT record are displayed as a link
in the center frame (see Figure 34). If needed, you may click the
Subgroup Code link to access and update the record.
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Phase 1 End Points DLT

Adverse Events

Subgroup Treatment

Mo dalfunctional
arrhythmialdysrhythmia

Record 1 of 1

FeQuery I

Mew

4 1]
Figure 34: The Phase I End Points DLT Record (center frame)

6. To enter additional Phase I End Points DLT records, click the New
button and follow steps 2 through 4 above.

Trial Comments

The Trial Comments screen is used to provide a general data
summary by subgroup and treatment assignment. This screen is
optional. Follow the instructions below to enter Trial Comments data.

1. Click the Trial Comments link from the CDUS menu.

2. Click the New button. The Trial Comments screen is displayed

TRG0001 (07/31/2002) Trial Comments [#] Protocel Number: TRG-000L
1 patient
B Publications Mo Records returned Trial Comments
[ coretative Stugies
Phase | End Points MTD
E Phase | End Foints DLT FeQuery Enter values for new Trial Comments record
[ Trial comments
1 Reports New Subgroup Code: il =
[0 ©TC Application -
1 view Callection Treatment Assignment: | =
[ wiew Pratacol Selection General Respanse ]
[ Help Camments:
|
General Adverse Events |
Comments:
|
Save | Clear
All data elements in bold are mandatory
i |

Figure 35: The Trial Comments Screen

3. Complete all of the mandatory (bold text) data fields by clicking
the Up Arrow button and entering values from the LOV.
Complete the requested data fields, if relevant information is
available.

B TIP

When ‘Other’ is entered as the Response Category value in the
Responses screen (see page 24), the General Response Comments
field will be mandatory in the Trial Comments screen.
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4. Click the Save button.

5. The Subgroup Code and Treatment Assignment of the Trial
Comments record are displayed as a link in the center frame (see
Figure 36). If needed, you may click the Subgroup Code link to
access and update the record.

Trial Comments
éSubgrnup éTreatment
Code ‘Assignment
561 TAB
Record 1 of 1
Felueny I
e

Figure 36: The Trial Comments Record (center frame)

6. To enter additional Trial Comments records, click the New button
and follow steps 2 through 4 above.

For detailed information regarding Trial Comments data elements,
refer to page 18 in the CDUS Instructions and Guidelines v3.0 Release
2.
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Submissions and Reports

Patient Details Report

The Patient Details Report provides the current data for each patient
enrolled on the protocol and entered in the Quarterly Clinical Data
Update. Because the report is cumulative, it includes all new patient
records entered for the quarter and any modifications made to existing
patient data. The report does not show original or previous data once
the data is modified. Follow the instructions below to generate the
Patient Details Report.

1. On the CDUS menu, click on the # preceding the Reports folder to
expand and view the subfolders.

2. Select the Patient Details link from the CDUS menu. The Patient
Details Report generation screen is displayed (see Figure 37).

T98.0068 (10/31/2002)
-1 Patient
@ CJ Pusications Patient Details Report
[ correlative Studies
-] Phase | End Paints MTD
-] Phase | End Paints DLT
[ Trial comments
14 Repants
¢ [O Patient Details Subrission Date T —
[ oTe Application AT
-[1] wiew Callection
i+[1] wiew Protocal Selection Source Patient ID
[ Help -
ooz
003
004
005 =
Pun Report Clear
T — |

Figure 37: The Patient Details Report Generation Screen

3. Enter the quarterly submission due date that the Quarterly Clinical
Data Update was submitted or will be submitted in the Submission
Date field.
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4. Select a source patient in the Source Patient ID list. To select
more than one patient, select a patient, and then hold down the
CTRL key while you click other patients that you want to select.
To select all patients, click ‘ALL.’

5. Click the Run Report button.

The Patient Details Report is displayed as an Adobe Acrobat
PDF file (see Figure 38).

Clinical Data Update System
Patient Details Report as of 07/31/2003

Pagelof3
Protocol Number : 3171 Run By: SPARRA (09/16/2003)
Title : A Phase I Study of PS-341 (NSC 681239), Carboplatin and Etoposide in Patients with Advanced Solid Tumors Refractory to Standard Therapy
Patient ID: 03 BirthDate: 08/1955 Eatry Date : 01/072002
Gender: Female Ethnieity:  Not Reported Country: Usa
Registering Group: - Zip Code 1 22043
Registering Institution : OK061 - Cancer Care Associates, $t. Anthony Payment Method:  Other

SG1- All Patients

AIDS-relat

cer stage IT

Has the patient been declared ineligible ?: Yes Ts the patient evaluable for Response?:  Yes

Ts the patient currently receivng treatmenton study?:  No Off TreatmentReason : Disease Progression before Active Treatment
Last TreatmentDate: 080272003 Off Study Reason & Date : Patient refused follow-up - 08/27/2003
Number of Prior Chemo Regimens : Baseline Abnormality Flag : Yes

Performance Status :

Races
Not Reported

Patient Responses
Category ObservedDate
Other 01/07/2002

Adverse Bvents Grade AEOther Specify
BLOOD/BONEMARROW Hemoglobin 2
CARDIAC ARRHYTHMIA Conduction 4

abnormalityfatrioventricular heart
block: Sick Sinus Syndrome
CARDIAC ARRHYTHMIA Conduction 3

CARDIAC GENERAL i 2 Heart
GASTROINTESTINAL Fistula, GI: Biliary tree 2
GASTROINTESTINAL al - Other (Specify, ) 1 Pain
GASTROINTESTINAL al - Other (Specify, _) 1 Discorfort
SEXUALREPRODUCTIVE FUNCTION Infertility eterility 3

Note: Because the report is cumulative, it includes all new patient records entered for the quarter and any modifications made fo existing patient data. The report does not show original or previous data once the
data is modified.

Figure 38: The Patient Details Report

The report uses the assigned Patient ID to organize the report data and
displays the patient records in alphanumeric order.

Error Log Report

The Error Log Report displays all errors generated for the latest
submission. For each error, the report shows the Error ID, the screen
name and on which the error occurred, the field name, and the unique
identifier field and value. The Error Log Report can be generated
only via a rejected collection. Follow the instructions below to
generate the Error Log Report.

1. On the Collections screen, click on the Rejected link to view the
CDUS menu for the rejected collection (see Figure 39).
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Clinical Data Update System AR

Please select the
organization you wish
to enter data for.

Organization(s)

Children's Oncalogy Gro
Johns Hopkins University

Records 1to 2of 2

4l | »|

[*] Protocol Numher: ADVLI013

Collections

To enter data for a particular collection, please select the collection from the list below. To create a new collection or update an existing
collection , select the Add Collections button

Collection Submission Date Cutoff Date Last Submission Current Submitter Submitter
Status MM/DD/YYYY) (MM/DD/YYYY) Date Trial Name Phone
(MMDD/YYYY)  Status
I Submit? Bejecred 0403012003 (Q1) 033112003 04/02/2003 Active DoeJon 3019483033
/ Submited  01/31/2003 (Q4)  12/31/2002 04/02/2003 Active DonJoe 301948303

Submitted  10/31/2002 (Q3) 0%30/2002 03/26/2003 Active DonJee 3019483033
Submitted  07/31/2002 (Q2)  06/30/2002 03/26/2003 Active DonJoe 3019483033
Submitted  04/30/2002 (Q1) 03/31/2002 03/26/2003 Active DonJee 3019483033

Records 1to 5of 5

ote: Active is open for insert andfor update; Submitted and Approved are closed for insert but open for update fhrough the Active
collection.

Submit Collections I

Add Collections

o

ol |

Figure 39: Collections Screen with “Rejected” Link

On the CDUS menu, click on the # preceding the Reports folder to

expand and view the subfolders.

Click on the Error Logs link (see Figure 40).

Note: The Error Logs link appears only if the selected collection

was rejected.

NIETON
- . L kg - i3
Clinical Data Update System STk =
——
ADVLOD13 {04/30/2003) Patients ¥ Protocol Nusber: ADVLIOL3 m
{1 Patient
7 L1 Puslications Please select apatient to proceed Patient Demographic Data
[ corelative Studies -
[ Phase | End Paints MTD Patient Tp  Birth Date
[ Phase | End Points DLT Patient ID: 001
[ mrial comments 001 1011975 Birth Date ,—
-3 Reparts — ‘ (MMAYYYY): 101575 &
Patient Datail
B poem e Record 1 of 1 Gener: e
[ cTC Appiication Ethnicity: HizpanicorLaing 7]
[ wview Callection Reduery I
Races: ¥ American Indian or Alaska MNative
D Wiew Protocol Selection
[ Hew Query I Asian
I Black or African American
Nz I™ Native Hawaiian or Other PacificTslander
™ Unknown
™ White
Country Narne: I_I i
Zip Code: [
Payment Method: || =l
Entry Date ,—
(MM/DDAYYY): ez | |
4] | | — =

Figure 40: The Error Log Report Generation Screen

The Error Log Report is displayed in a separate window (see

Figure 41).
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. Matienal Institutes of Health
Cancer Therapy Evaluation Program : s

‘?’ Errar Log Report For Submigsan Date: 04/30/2003 biethesda, Maryland 20802

Document Number: ADWLOO13 Run By: SBORAIYAN (04/02/2003)

Title: A Phase [ Study of Ytirium-Ibritumomab Thixetan (30T Zevalin, Yitrum (90)-Anti-CDZ20, N3C # 710085) Preceded by
Rituximab in Children With RecurrentiRefractory CD20 Positive Lymphoma

[=] Error Category: REJECTION
|Errur D |S|:reen Name ‘Fielrl Name |Unique Identifier Field ‘Unique Identifier Values

[=] Error Category: CUMULATIVE

[Error ID [Screen Name [Field Name [Unique Identifier Field [Unique Tdentifier Values
[ 001,1, Allergic rhinins
Dooo1 \Adverse Events 223? ID, Course I, Adverse Bvert, (including sneezing, nasal
stuffiness, postnasal drip),2 ]

1= Erevor Category: CAUTION

[Error ID [Screen Name [Field Name [Unique Identifier Field [Unique Tdentifier Values
[con01  [Patient Demographic Data [Zip Code [Patient D [oo1)
[con01  [Patient Demographic Data [Payment Method [Patient D [oo1)
[con01  [Patient Demographic Data [Country Mame [Patient D [oo1)
[conoz  [Patient Administrative Data [Baseline Performance Status [Patient D [oo1)

Figure 41: The Error Log Report

On the Error Log Report, click on the # preceding the Error
Category headings to expand and view the errors and their
description. The report displays the errors by category (Rejection,
Cumulative, and Caution) and error ID. Each error category is
sorted by screen name.

For more detailed information regarding CDUS Error Notices and
Error Log Reports, refer to pages 55-64 in the CDUS Instructions
and Guidelines v3.0 Release 2.

Submitting the Quarterly Clinical Data Update

Once all the data are entered for the Quarterly Clinical Data Update, it
is submitted to the Cancer Therapy Evaluation Program (CTEP).
Follow the instructions below to submit the Quarterly Clinical Data
Update.

1.

4.

Update and/or enter new data in all Patient and Protocol screens.
Review the data for accuracy.

Select the protocol to access the Collections screen.

Check the Submit? checkbox located in the first column of the
table.

Click the Submit Collections button.

The Quarterly Clinical Data Update is now submitted to CTEP. If an
Error Message is displayed, correct the error by following the
instructions provided in the Error or Warning Messages section on
page S.
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