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JReview Modules

Basics and Running Existing Reports
Modifying Existing Reports

Creating ad hoc Reports

Filters and Patient Selection Criteria
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JReview Module 1

Basics and Running Existing Reports



Module 1 Outline

m [ntroduction

m Basics/Navigation
Login
Review of the Interface (or user screens) and Reports
Run existing reports
Export reports to excel and open it

m Demo



Introduction

JReview is the new version of I-Review ("Integrated Review")

Companion reporting tool in C3D family

Intuitive and user-friendly

Allows design of clinical data reports and to perform simple analyses
Only allows access to your C3D protocols and Sites

Java based application

Requires the Java Runtime Environment version1.8.0 later installed.
CCR JReview Reports Instructions/Manual
https://ccrod.cancer.gov/confluence/download/attachments/161841157/I
Review%20Reports v3.0 manual.pdf?version=1&modificationDate=15
11108367993&api=v?2

Vendor’'s Manual
https://ccrod.cancer.gov/confluence/download/attachments/161841157/JReview%20
User%20Manual%209.2.6.pdf?version=1&modificationDate=1511108376043&api=v?2

Contact NCICB for problems/requests
240-276-5541 (Toll free: 888-478-4423) or NCIAppSupport@nih.gov



https://ccrod.cancer.gov/confluence/download/attachments/161841157/IReview%20Reports_v3.0_manual.pdf?version=1&modificationDate=1511108367993&api=v2
https://ccrod.cancer.gov/confluence/download/attachments/161841157/JReview%20User%20Manual%209.2.6.pdf?version=1&modificationDate=1511108376043&api=v2
mailto:NCIAppSupport@nih.gov
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JReview Login

Go to the Login page:

https://octrials-rpt.nci.nih.qov/

| 1. Click on the JReview button;
_J Re\/l eW 1 2 Click on the Open button;

3. Enter your C3D:

n

Welcome to the JReview Client Launch Page (Development 1. User Nam €,

Environment) 2. Password,;

Click below to expand/collapse sections... 3. ncidb-p253.nci.nih.go:ocprod
JReview Application: for the Database Server (leave

SAS Server empty);
Click on the OK button.

1 — JReview =g

1
\ W EBSTART.
N

Do you want to open or save jreview_ssLjnlp (3.07 KB) from nciws-p811-v.nci.nih.gov? / Open [ Save | ¥ Cancel

2 -

Database UserID:

v gm—— J Re\/l ew bﬁ@ﬁ

Database Password: [ Save Password

Database Server: Version 12.0.1-1057
) S HTTPS mode
ncidb-p253.nd.nih. gov:ocprod - .
Copyright (c) 1594-2017
3 SAS Server: Integrated Clinical Systems, Inc.

.| Cocy o)



https://octrials-rpt.nci.nih.gov/
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JReview Login

m The following message appears if an invalid C3D account and/or password is used:

& Database error from function Database:Logon

ORA-01017: invalid username/password;

logon denied

m If your C3D password is about to expire, the warning message below displays when you
are logging into JReview saying. If it is the last day, remember to change the password in
C3D, otherwise your account will get locked overnight.

==

& Database error from function Database:Logon
ORA-28002: the password will

expire within 30 days

m Three failed logins attempts will your C3D account just like in C3D RDC. You will have to
contact the C3D Help Desk to have your account unlocked.



JReview Interface
S B s meE )

Eile Edit Yiew Format Browse Window Advanced Help

' O | JReview | @ |[ Reestablish |
Patient Selection Critenia = @

DCM/Question Groups Questions Functions Operator

Fa

Studies

|| AGARWAL -
| ALEWINE B
|| ALEXANDER
| ALTEMUS

b ANNUMZIATA
A

A

A

A

4 9

| APOLO

Patient Subsets

CR)

| Update Browsers || ADD expression | | Display Stats ”Display Values

AndfOr Selection Criteria (Text) Selection Criteria (SQL)

Ude patenis mesung Criteria: N Critena: MTEria descripaon.:
[ 7] Exclude patients mesting criteria? [ | Append to criteria? Criteria descripti

AV
Output Spedifications
F—

Tree view | Table view

Order by: (@ Type Description

Execute object: RE'.'iE'.'.'Output|S-:hedl.||ed Jobs
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Accessible Studies

| JR JReview 12.0

Eile Edit ¥iew Format Browse Window Adw:

AHE s

Studies f
| KHAMMAPAOLOMI e
| KHLEIF )
----- Bl 502_C_0194SCURRENT
Bl 502_C_0194$5NAPSHOT
Bl 502_C_01948TEST
| KOCHEMDERFER
| KOHM —
| KONG 2L

m

> Studies you have access to

i

= Studies that you have access to are listed in a folder with
the Principal Investigator’'s name. "$Current" in name of
the study indicates live data.




Saved Reports

| JR JReview 12,0

File Edit View Format Browse Window Adv

IH&S Y PEERRR

. .% = The Output Specification area lists

J KHLEIF

Ly — ! the reports, saved by you and other

Ll 502_C_019455NAPSHOT =

8 s e users, that are available for the

) KOHN -

A selected study.

.ml - [ . _
| = The reports are organized in folders.

av
Output Specifications

Blblic ™ v [€2]

&, DEFALLT
| Administrative
| Adverse Events

 Cores _ Saved Reports

. FDAAA
, IRE_Reports

Labs
Order by: @) Type () Description

Execute object: | Review Clutputl Scheduled Jobs




Output Specifications

ETE o m Reports can be saved as Private or Public.
| 'F‘:’i'm | A Private report is only accessible by the user that
TFEED ;::II_IL‘:EI:USEF.GWUD created it. - _
O || m Use the Output Specification drop-down
-23:“353;1@ _ to choose which reports to show:

Private — shows only reports created by you
and available to you in the study;

Public — shows reports available to anyone
with access to the study (even reports saved
by other users;

All — same as Private and Public combined.
Favorites — Reports marked as Favorites.




"
Execute a Saved Report

.
JR JReview 12,0

%

-§ll CCR_CTMS_312_BSTEST

B CCR_CTMS_312_CSCURRENT

-l CCR_CTMS_312_CETEST

1 S CCR_ROS_2011_V1$CURRENT
-§ll CCR_ROS_2011_V1SSNAPSHOT

-l CCR_ROS_2011_V1&TEST

-5l PDMS_CCRSCURRENT

.
Patient Subsets
I
3 All Patients
2 -~
.l output Specifications

:Public

-[@

Tree view | Table view

¥ Template Reports -

Adverse Events - TEMPLATE REPORT

Adverse Events - Unresolved - TEMPLATE
Baseline Medical History -v1 - TEMPLATE |
Baseline Symptoms - V5 - TEMPLATE REP(
Elood Transfusion -V3 - TEMPLATE REPOF
Chimerism -3 - TEMPLATE REPORT
Concomitant Measures -W2 - TEMPLATE R
Copy of Demoagraphics -V3_AM

Course Summary - V4 - TEMPLATE REPOF
[#1 Course Summarv plus RECIST-V4 - TEMP ™

[Tl] | 3

Order by: i@ Type

() Description

Execute object: | Review Output I Scheduled Jobs

[ H B HEFHEO

&

sy

E Adverse Events - TEMPLATE REPORT - All Patients =R

@ % [9 & Show Filter | ReﬁeshH
]

File Edit View Format Browse Window Advanced Help

= =14 FRE2REEEO | IReview | @ |[ Reestabiish |
Studies :lélpatient Selection Criteria - All Patients = | =
-} CCR_CTMS_312_BSSNAPSHOT - - Operator

Day in

Study Site | Patient Section |Row | Course # | Course
1 |CoR_ROS_ 2011 W1 WCI| 1010001 [AE1 1 1 376 [a
2 |CCR_POS_Z011_Y1 [MCI| 1010001 |AE1 |2
3 |[CCR_ROS 7011 Y1 [NCI| 1010002 |AE1 1 1 z
4 |CCR_POS Z011_Y1 [MCI| 1010002 |AE1 |2
§ |CCR_ROS Z011 Y1 [NCI| 1010003 |AE1 1
& |CCR_POS 2011_%1 |MCI| 1010004 | AE1 R -1
7 [CCR_PpOS 7011 vl [NCI| 1010004 (AE1 |2 |1 z ﬁ [7
§ |CCR_POS 2011 %1 [NCI| 1010004 (AE1 |3 |1 2 y Values Item Compare
9 |[CCR_POS 7011 vl [NCI| 1010004 (AE1 |4 |1 77
10 |CCR_ROS_2011 W1 |MCI| 1010004 [AE1 |5 |1 251
11 [CCR_ROS_Z011 W1 [MCI| 1010004 [AE1 |6 |1 155
12 |CCR_ROS_2011 W1 |MCI| 1010004 [AE1 |7 |1 273
13 [CCR_ROS_2011 W1 [MCI| 1010004 [AE2 [1 |1 274
14 [CCR_ROS_z011 W1 |WNCI| 1010005 [AE1 1
15 [CCR_ROS_Z011_ W1 [WNCI| 1010006 |AE1 R -3z saription:
16 |CCR_ROS_z011 W1 [MCI| 1010006 [AE1 |z |-1 29 =

] | ]

Report Output




To Execute an Existing Report

1. Click on folder with the PI's name and click on the desired study
(use $CURRENT for live production data);

2. Optionally, change the Output Specification drop-down to Private
or Public;

3. Double-click on folder to open and list the reports in it;
4. Double-click on the name of a saved report to execute it.

The report executes for a few seconds and the output will be
presented in a separate tab labeled with the report title.

Note: Lab reports on studies with a lot of lab data can take a few
minutes to execute.
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How to Export Reports

"
JR Review120 __{ 9
mlgdn:/‘u"lew Format  Browse Window Advanced Help
cri+N BB OF R HE ! O 1 | TReview
- Sl :rlil Patient Selection Criteria - All Patients
Save Ctrl+5 10T - .
E Adverse Events - TEMPLATE REPORT -
Save As... Ctri+A - ® < B4 Cd show Filter“ F‘.Efresh“
Save SQL... | Day in
m i Skudy Site | Patient Section [Row | Course # | Cours
Remove HOT E 1 |CCR_ROS_ 2011 %1 (MCI| 1010001 |AEL 1 1 76 |-
bl 2 |CCR_ROS_ 2011 W1 (NCI| 1010001 |AEL 2
Export... L - 5 [CCR_ROS 2011 W1 |MNCI| 1010002 [AE1 |1 |1 Z
. 4|3 |CCR_ROS_Z011 W1 |MCT| 1010002 |AEL 2
Print Ctri-P 3 S |CCR_ROS 2011 Y1 |NCI| 1010003 [AEI |1
Change Password ] 6 |CCR_ROS_2011_ %1 [NCI| 1010004 |AEL 1 -1 -1
Exit Al X 7 |CCR_ROS_2011 W1 (NCI| 1010004 |AEL 2 1 2
I |_-8 CCR_ROS_2011 '-.-'1 MZI | 1010004 |AEL 3 1 2

Once a report has completed
executing:

1. Click on the Report Output
window;

2. Click on File menu item:;

3. Select the Export menu
option;



"
How to Export Reports

/4

JR Where should we save the Adverse Events - TEMPLATE REP‘DRT%? I& 4 Save dlalog WIndOW WI”
Save in: . Temp v: 1?" bl IEI' appear;
- ! logs 5. Select alocation (desktop,
reconi tene my documents..) to save
19 the report;
Dﬁp 6. Enter a file name with
extension (use .xls for
§ spreadsheets, .txt for text
My Daocuments fl IeS) ;
A 7. Click Save button.
Computer 6 \ 7 \
@ File name: report. xls|
Network Files of type: :{.txt, hitmil, xls) -
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CCR JReview Manual

- Adobe Acrobat Professional - [CCR IReview Reports_V1.0.pdf] Q@E

'£ Eile Edit \iew Document Comments Tools Advanced Oracle Clinical RDC Window Help -0 X

e HRGEG S AN

O] | &[] [ ef & |- & 0B

.

“ Y B o 5
-

E (4 Introduction » e e U [+
E =% General Instructions Description
va [ Help for -Review ] This report lists the count of discrepancies categorized by type and review status. The

o @ Installing l-Review columns displayed depend on the type of discrepancy review status in the selected study. —
3 [ Logging into -Review B e

@ @Userlnterface 'a_“ < — - . — = —
r [ Running Canned Reports z; o — gﬁﬁﬁﬁ"ﬁ_ﬁ'ﬂ"""'M'E‘g""wwwr%_

; E Parameterized Canned Reports E : = 1 o =:=§

3 [ Failure of Canned Reports i : : 1. EE
] % User and Study Access Level EE £ 3 ! ! ”1 "'EE

é‘% ™ Modifying Canned Reports & Resaving - . -
e [ Extracting Data to MS Excel _ % i : : E ::ég

8 [ Types of Reports = T em

= . ) - s

E % Administrative Reports E j 1 1 ; -a%zr;E

£| | =18 QA Reports B e s e e 111

e EHRY Discrepancy: Discrepancy Type vs Reu ! [+[]

E |D Description Access

% [ Access R

. % Columns

Z/ @ Discrepancy: Manually Closed Discrep e

5 [ Discrepancy: Unreviewed Discrepancie Columns

E B Discrepancy: Unreviewed Discrepancie ik Descripion

s EHEY Discrepancies: Univariate Discrepancy Study Protocol Number for which Access is being Gueried

#{[4 Discrepancies: Discrepancies History M '?:;m :\,,.E:‘T:pﬂ?t T“Tfmmfﬂ?jfm M
< | i | [»] @ 850x1100in (<] | i [>]

& 8 =

| I d [ 2107138 Ml | © © |
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CCR JReview Manual

o Link to JReview Manual:

https://ccrod.cancer.gov/confluence/download/attachments/161841157/IReview%20Rep
orts v3.0 manual.pdf?version=1&modificationDate=1511108367993&api=v?2

m  General Instructions on how to execute saved reports,
export output, customize saved reports, create your own
reports, set filters and save report.

m  Catalog of template reports that can be used as is or as a
starting point for your own custom reports.

m  Since studies have their peculiarities and sometimes
deviate from the CCR Standard eCRFs, some of the saved
template reports might contain items that are not applicable
to a study. JReview shows a prompt indicating which items
are not compatible and remove them from the report. It the
item exists in the study, it most likely has a different name,
but it still can be added to the report. Module 2 covers
modifying reports.



https://ccrod.cancer.gov/confluence/download/attachments/161841157/IReview%20Reports_v3.0_manual.pdf?version=1&modificationDate=1511108367993&api=v2
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Module 1 Demo

m DEMO
Log-in
Run a Saved Report
Export output to Excel spreadsheet



JReview Module 2

Modifying Existing Reports



Module 2 Outline

m C3D Terminology
m Setting Recommended Preferences
m Oracle/JReview Relationship
JReview and C3D Correlation
F1 function
Open and Modify Saved AE report
Actual/Decoded, Print change, Sort order
Save Report
Demo



C3D Oracle Clinical Terminology

m DCI — Data Collection Instrument (i.e. a CRF!)

m DCM — Data Collection Module (Section or "Tab" of a
CRF.)

m Question — a single element of a CRF in which datum
("Response”) in entered.

m Non-repeating Question Group — A group of Questions
that occurs once — ex: Course Initiation CRF.

m Repeating Question Group - A group of Questions that
occurs more than once — ex: Adverse Events CRF.



Changing Preferences

Default

UUse OLITER JOINS in Results

[7] Use FULL JOIN in Select Criteria

[ Display Panel Names

[ Display Item Names

Sort Panels Alphabetically

Recommended

s o

If enabled, a patient's data will be induded in
a Browsers results even if some panels of
data are missing for that patient.

If enabled, full automatic joins, induding
patient, visit and observation joins are used
in selection criteria, If disabled, only patient
If enabled, Panel Lists will display the
PanelMame rather than the Panel Description.

If enabled, Item Lists will display the
ItemMame rather than the Item Description.

If enabled, Panel Lists will be sorted
alphabetically, otherwise in order created.

If enabled, Item Lists will be sorted
alphabetically, otherwise they're in order
created.

Use QUTER JCINS in Results

[7] Use FULL JOIN in Select Criteria

[ Display Panel Names

|| Display Item MNames

Sort Panels Alphabetically

If enabled, a patient's data will be included in
a Browsers results even if some panels of
data are missing for that patient.

If enabled, full automatic joins, induding
patient, visit and observation joins are used
in selection criteria. If disabled, only patient
If enabled, Panel Lists will display the

PanelMame rather than the Panel Description.

If enabled, Item Lists will display the
ItemMame rather than the Item Description.

If enabled, Panel Lists will be sorted
alphabetically, otherwise in order created.

If enabled, Item Lists will be sorted
alphabetically, otherwise they're in order
created.

v

\ 4

DCMfQuestion Groups
ADVERSE EVEMTS -

[=] BASE MED HIST .

on-repeating data

----- Baseline Medical Histor
BASE SYMP
CARDIAC

CHIMERISM e
' m b

Questions

_Define New Item_
_Define Mew Range_
Accessible TS

Actual Event

CPE Mame

Clinical Study

Clinical Study Id

4 L

AE

DCM/Question Groups

ADVERSE EVEMTS s
[=] BASE MED HIST —
- Baseline Medical Histor
BASE SYMP

CARDIAC

CHIMERISM e

ﬁuestiuns

_Define New Item_
_Define Mew Range_
Climical Study

DCM Mame

DCM Subset Mame
DCM Subset Mumber
Document Mumber

4 I 2

4 UL

0




Setting "Preferences”

m Edit JReview Preferences to change the order
the DCM/Question Groups and Questions are
listed.

m To change preferences:
Click on Edit menu item;
Select Preferences menu option;

Click on check boxes to enable or disable
preferences - See recommendations on previous
slide.



C3D and JReview Correlation

Patient 1010001 Page 4 (Medhist for Screening) Page 1 of 1, Repeat &6 of 18.

Vigit Date [19-Apr-2010

Blank ™ C‘.umrnent|
Bmeh || COM
—

) < 

—

Questions

Edit  View

L EBE

Farmat  Browse

Window  Advanced Help

B = B b E

Lel

m

. 4
Questions

_Define New Item_
_Define New Range_
Clinical Study
DCM MName
DCM Subset Mame
DCM Subset Mumber
Document Mumber
Site
Investigator
Patient
Accessible TS
Login TS
LstChg Ts
CPE Mame
Entered By

« Tl

D C M S 4 |=| Patient Selection Criteria - All Patients
..... DCM/Question Groups
""" ADVERSE EVENTS
BASELINE MEDICAL HISTORY ] 1€TEST =] BASE MED HIST
Non-Repeating Group Eo - non-repeating data
Date of Examinatio ol-JAN-2010 F B ) [Efl THERADEXSCURRENT BASE SYMP
----- [Ell THERADEXSROLLSMAP / CARDIAC
Patient Subsets CHIMERISM
Body System Wedigal History If Abnormal F COMMENTS
— v & T CONCOM MEDS/MEAS
R Sl patients CONSULT SPECIAL
NECK ’N_ . COURSE ASSESS
| Questions + counee i
|RESP|R-"'~TU RY ’N_ I DIAGNOSTIC ECG
CARDIOVASCULAR N I ELIG CHECK
| - | Repeating Group el e
|GASTRUINTESTINAL ’N_ | || p m b
MUSCULOSKELETAL A [Back pairl /
DERMATOLOGIC N
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C3D: F1 & Field Help Function

m Displays Oracle Clinical question name and default
prompt for selected data point.

m Useful in finding out the question’s Default Prompt as it
appears in JReview.

Click on a specific data point on eCRF in C3D:
a) On RDC Onsite studies, press the mouse’s right button and select the "Field
Help" option;
b) On non RDC Onsite studies, press the keyboard F1 key.
A pop-up window appears and shows the data point’s question

name and default prompt .




F1 and Field Help Function

RDC Onsite —— -
DCM Question Group Information
BASELINE MEDICAL HISTORY e T SRR
. Help Text / 2
Date of Exam|nat|0n|:|
y 4
- DCM Question Information
Finding
Body System Results Medical History If Abnormal Question Name Finding Results Mandatory?
H/E/E/N/T LT Occurence SN Auto Skip? [
Delsts fo SAS Name A2213A )
NECK |: Investigator Comment [ Indicator? 7]
RESPIRATORY Add D = - I,
[ iserepancy [ Default Prompt Finding Results S INEIEETTT O
CARDIOVASCULAR [ Show Audt History Length 1
Show Full Text N
GASTROINTESTINAL |: Field Help — 1 Decimal Places 0
Lower Bound
MUSCULOSEELETAL

Non RDC Onsite

Page 4 (Medhist for Screening) Page 1 of 1, Repeat 1 of 18. g
Visit Date [18-Apr-2010 Blank[~ Comment nA

Bmeh l- Bl 1ED_HISTORY

dato
dicato
BASELINE MEDICAL HISTORY ; - . . Autokin
Questio M 1 ORM_ABNORM_IND 0 ence 0 - 0
Date of Examination |D14ﬁ\N—201D A - 27134 e 1
aln Te o & es i
0 Bound
Body System Finding Rezultz Medical History If Abnormal -
z BL Finding Results pper Bound
HIE/EMIT Im |... < 1 ;
e CHAR
NECK N Discrete Value Group Informatio =
|RESPIRATORY M NORM_ABMORNM_NE
CARDIOVASCULAR N_. e Sl E valuation for Baseline Medical History
GASTROINTESTINAL N
= OK
MUSCULOSKELETAL A Back pain




dit  Wiew Format Browse Window Advanced Help

JReview

@ |[ Resstabish |5

E-..—-—w—-—.-—-.. 3
- DCM/Question Groups Questions Functions Operator
[ CCR ROS 2011 VISSNAPSHOT EADVERSEEVENTS  »  Qualfying Vakue + achelvae R
[ CCR_ROS_2011_V1§TEST = BASE MED HIST Qualifying Question decoded value <

“-non-repeating data Lab baseline value <

= Jaseline Medical History Lab Range Subset Mumber endpaint value =
BASE SYMP Lab Assignment Type Code <=
[l THERADEXSROLLSMAP - CARDIAC Lab Id e
Patient Subsets CHIMERISM DCM Id contains:

. COMMENTS DCI Id doesn't contain:

-N'l v CONCOM MEDS/MEAS Received DCM Id beginz with:
COMSULT SPECIAL Received DCI Id ends with:
COURSE ASSESS Patient Position Id is missing(MULL)
COURSE INIT Clinical Study Id is not missing(not NULL)

DIAGMOSTIC ECG Body System_FUL
ELIG CHECK Finding Results_FLUL
EMROLLMENT -  Medical His |

[

Question’s Default Prompt

W_IND" from up "MED_HISTORY ‘ Oracle Clinical Data Collection Help ]

DCM Question Group Information

Name MED_HISTORY

M Question Group Information

EEUCIN ED HISTORY

Help Text
DCM Question Information
Mandatory? | T
- 2
Indicator? Question Name Finding Results. Mandatory?
Occurence SN Auto Skip?
DCM Question Information Autoskip? H| SAS Name AZ213A

Indicator?

Question Name  (ATITIFR T TI 1o) - - Sight Verification? M| . :eP'pTe; E_DE_—DEMBEMRSDNM Sight Verification?
au rom Inging Kesu
: ame  [ReRTETN Length Length 1
al Pla Decimal Places [
Lower Bound
er Bound Upper Bound
Data Type CHAR

Default Prompt Finding Resutts Upper Bound Data Format

Data Type

Discrete Value Group Information

Discrete Value Group Information Date Format

Name NORM_ABNORK_NE

LCLEN ORI _ABNORM_NE -
Description NORMAL, ABNORMAL, NOT EXAMINED FOR BMH




Open and Modity Reports

LR Report definition in Report Browser

Copy to Study...

File Edit View Format Browse Window Advanced Help
L . - - -
= =1 #EFRERREEE! O I Tevew I Ztabih |
Studes : % Report Browser [Ohject:60502] «— e
-[El CCR_CTMS_312_B$SNAPSHOT o . R
Bl CCR_CTMS_312_BSTEST
@I CCR_CTMS_312_CSCURRENT Type ¥ Options W Use Sample PSC  Current Sample PSC: (Undefined
@ CCR_CTMS_312 CSTEST DCM/Question Groups Questions Detail Data Listing
o o
% CCR_ROS_2011 V1SCURRENT L ADVERSE EVENTS n
D Doe opas wescsacoied 5l 1 5
5T
. . Col. Head 1 -
Right click, then choose open  pue - e R TR
R Sort By 1 2 :
PEICENT SUDEES i . CARDIAC 4 Row Results - -
Al - _ CHIMERISM Warn-Low :
- -
Y Al Patients COMMENTS Warn-High
CONCOM MEDS/MEAS PanicLaw
COMSULT SPECIAL Panic-High
COURSE ASSESS Items STUDY IMWSITE F=-
s | COURSE INIT Panels AEAEAETD, |AEAEAETO, |!
Output Spedfications DIAGNOSTIC ECG Function acmiva... - lactual va... = | =
Public - ' ELIG CHECK < |y ¢
: : ENROLLMENT
Tree view | Table view EXT OF DIS IDEM AutoRefresh Refresh
. Template Reports o~ EXT OF DIS LESM |
-y [ ants  TEMPI ATE REPOH [ FOLLOW _UP - Study Site [Patient | Section ||
[ Open 4| [} | 1 |CCR_ROS_Z2011_V1 |MCI| 1010001 |AEL -
P 2 |CCR_PoOS_2011_ M1 |MCI| 1010001 |AEL
Open in Classic Mode General 3 |CCR_ROS_Z2011_Y1 |MCI| 1010002 |AEL
. Name Value 4 |CCR_ROS_2011 %1 |MCI| 1010002 | AEL 3
Open version... - S CcR ROS Z0i1 vimcrl 1010003 [AF1
o , Direct to Excel? <] O
Open version in Classic Mode... Enable Editing?
. Enable Review Notes? Output Filter
S Heading Adverse Events - TEMPLATE RE...
Remove from Favorites folder Mark Mew Data?
Suppress duplicater... [ |Se1ect One or more patients :|
Delet
= B Create Report
Execute o
S— Properties
Schedule




Open and Modify Reports

e

Qutput Spedifications
:Pul::lir_ -
Tree view | Table view

i Template Repn:nrts

..... I GF'EH
E Open in Classic Mode
..... E

_____ ¢ Open version...

..... d Add to Favorites folder
O & ¢ Remove from Favorites folder
Order &
Delete
Execute o

..... { Open version in Classic Mode...

Right click, then choose open

7

1. Choose Open in Classic Mode

to open the old interface to edit
the report design.

2. Op tlonaII%/ choose Open
0

Version to open a previously
saved version



Modifying Saved Reports

m A saved report can be modified to suit your
requirements.

m The following changes can be made:

Remove Columns

Rename Columns Headings

Set Sort Order

Set Print Change

Change Function (date format, actual/decoded value)

m The modified report can also be saved for later use.



Remove Columns

Rt i - -—
File | Edit ]Iﬁew Format Browse Window Advanced Help
j Undo Ctrl+Z b e I % = ¢ 0 I JReview
| cut el : I8} Report Browser [Object:42801]
""" Copy Ctri+C & Switch to: Classic Mode.
..... . . .
..... e el Type ¥ Options W Use Sample PSC  Current Sample PSC: |Undefined
..... Incert 1
DCM/Question Groups Questions Detail Data Listing
..... lain Order 3 [l ADVERSE EVENTS i
BASE MED HIST
""" Custom Join [+ BASE SYMP Col. Head 1
..... |; BONE MARROW ASP | _ Col, Head 2
""" JReview Settings 4 = BRAIN TUMOR. =
Preferences CARDIAC Row Results
e —— - CHIMERISM Warn-Low
AT COMMENTS War_n-ngh
Patient Subsets CONCOM MEDS/MEAS Pan!c{?w
al - [&2] CONSULT SPECIAL PanicHigh
- ; COURSE ASSESS
COURSE INIT Panel$ CINIT13,
DIAGNOSTIC ECG Function actual va... Bl
ELIG CHECK
EMNROLLMENT
EXT OF DIS IDEN AutoRefresh Refresh
oY EXT OF DIS LESM Oracle date {mm-dd-wywy) | Oracle date {mr
Il Output Spedifications FOLLOW _UP e # | Start Date of Course_FUL | Stop Date of Cro

1. Click on the Column Header 1 or 2 to select/highlight the column
2. Select the Edit menu item
3. Select the Cut menu option

Hint: Use the scissors % on the toolbar instead of steps 2 and 3 to
remove the selected column.



earrange Report Column Order

[# Report Browser [Object:42803] 1 = =
Type W Options W Use Sample PSC  Current Sample PSC: Urﬁeﬁned

DCM/Question Groups Questions Detail Data Listing I
ADVERSE EVEMTS : 1 R | 3 ‘ | 4 .
BASE MED HIST
BASE SYMP Col. Head 1 (MM-DD-YYYY) |[(MM-DD-YYYY)
BOME MARROW ASP Col. Head 2 Study Patient Date of Onset |Date Resolved
BRAIM TUMOR Sort By 2
CARDIAC = Row Results - - -
CHIMERISM Warn-Low
COMMENTS Warn-High
CONCOM MEDS,MEAS PanicLow
COMSULT SPECIAL Panic-+High
COURSE ASSESS Items STUDY PT REPEATSN OMSET_OT_... [RESOLY_DT...
COURSE INIT Panels BSYMSYMP T3, [BSYMSYMAZER (SR S BSYMSYMP T3, |BSYMSYMP T3,
DIAGNOSTIC ECG Function actual va... - [actual va. E=IEIRNERE - | Orade d... - [Oraded... -
ELIG CHECK €| 1 | b

1.Click and drag the cell with a number
above the column to move to the desired
location and release the mouse button.
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Edit Column Heading

|  DataHighlightng || Custom Join || AddI
Header
Adverse Events -V5

[] Show Details?

i] 1 2
Col. Head 1
Col, Head 2 Study Patient
Sort Order 1
Row results - | -

Warn Low
Warn -High

Panird nw

|  DataHighlightng || Custom Join R
Header
Adverse Events V5

[] Show Details?

[7] Suppress duplicater... Enabld

0 1 2 3
Col, Head 1

Col, Head 2 Study Patient Visit Mumnberl

Sort Order 1
Row results - - =
Warn Low
Warn -High
Panic- ow

1. Double-click on the Column Header 1 or 2
to enter edit mode

2. Type in the desired new text

Note: Press the Enter or Tab key or click on
another cell when done.



"
Setting Sort Order

Enter numbers in the Sort Order cells that correspond to the way the report output data is to be sorted.
In this example, the output is sorted first on the patient position ID and then on the patient initials
alphabetically.

Header [¥ Detail Data Listing - Subset of patients
Detail Data Listing © % B4 e showFilter|| Refresh||
: ]
7

[ Show Detais: [ =appxess dug Patient | Patient Initials

0 1 2 1010001 |CDG
Col. Head 1 1010002 [AS Report Output
Col. Head 2 1010003 |ROMC
Sort Order 1010004 |RIP
e Chosen Order | —igigoes o
Warn Low 1010006 | DT

In this example, the sort order numbers were reversed and now the output is sorted first on the patient initials
alphabetically and then by patient position ID.

[% Detail Data Listing - Subset of patients
& % [ e Show ther“ REFresh“
|

Header
Detail Data Listing

[T Show Detaik? (B Suppress i Fatient | Patient Initials
0 1010002 |AS
Col. Head 1 1010001 | Coig
1010006 | DaET
::::'tHDErj:rz Ch Ord 1010005 | DME Report Output
Row results osen raer 1010004 |RIP
Warn Low 1010003 |ROMC

Hints: Optional descending sort is specified by a trailing " D" after the sort order number.

Do not repeat numbers.



" S
Print Change Enabled

m  On columns that have a sort order number, it is possible to select the "Print Change" option from the drop-
down list as shown below.

m  Data will only display on the output when the value differs from the contents of the cell above.

Warning: Although it is a nice visual cue, sometimes this feature could misled the user into thinking a value is
missing simply because its display was suppressed since it was the same and the one above. The other issue is
that an empty cell is exported to the Excel spreadsheet making it hard to sort and filter in the data.

Header

Adverse Events -5

[ Show Details?

[] Suppress duplicate r...

0
Col, Head 1

Col, Head 2

Sort Order

Row results

4

Warn -Low

2 3 4

[# Adverse Events -V5 - Subset of patients
[©]% B4 & show Fiter|| Refresh||

. | Prior | (MM-DO-¥Y) [ (MM-DD-¥)
Sk Patient Course # |Day in Course | Course |Date of Onset | Date Resolved
Enable £ 12_C_0044| 1010003 [ 101 g f 0z-26-2012 | 03-04-2012
12_C_0043 101 22 M 03-15-2012 04-05-2012
12_C_0043 101 22 M 03-15-2012 04-05-2012
. Course # |Day in Course ~[12_C_0047 102 28 ¥ 04-19-2012 | 05-03-2012
i 12_C_0043 102 28 i 04-19-2012 05-03-2012
Frﬂltﬂm - I - - 12_C_0043 102 28 i 04-19-2012 05-03-2012
12_C_0043 1032 2 M 04-20-2012 04-23-2012
12_C_0043 1032 28 M 05-1g-2012 05-24-2012
12_C_0043 104 4 M 05-20-2012 05-27-2012
12_C_0043 104 28 M Oe-13-2012 03-08-2012
12_C_0043 105 28 M o7-11-2012 09-05-2012
12_C_0043 106 28 M 03-03-2012 09-05-2012
12_C_0043 M 12-05-2012 -
12_C_0043 1010004 § 101 2 M 03-1g-2012 04-05-2012
12_C_0043 101 3 M 03-17-2012 03-29-2012
12_C_ 0043 101 3 M 03-17-2012 04-05-2012




Print Change Disabled

m To disable the Print Change feature, select the empty option from the drop-down as shown

below.

m  The output will always show the contents of the cell and not suppress it.

| Data Highlighting

I

Custom Join

Add

Header

Adverse Events -V5

[] Show Details?

[] Suppress duplicate r... Enal

0
Col, Head 1

2

3

4

Col, Head 2

Study

Patient

Course #

Day in Course

Sort Order

Fow results

Warn -Low

Warn -High

Panir- mw

[¥ Adverse Events -V5 - Subset of patients
© % B4 o Show Filter|| Refresh |

] Prior | (MM-DO-¥¥Y) | (MM-DO-17
Skudsy (Patient Course # | Day in Course | Course |Date of Onset | Date Resolved
12 Z_0047 ) 1010003 |10 & M 02-25-2012 03-04-2012
12 Z_0047 ) 1010003 |10 22 M 03-15-2012 04-05-2012
12 Z_0047 ) 1010003 |10 22 M 03-15-2012 04-05-2012
12 Z_0047 | 1010003 Qo2 28 Y 04-19-2012 05-03-2012
12 Z_0047 | 1010003 Qo2 28 Y 04-19-2012 05-03-2012
12 Z_0047 | 1010003 Qo2 28 Y 04-19-2012 05-03-2012
12 Z_0047 | 1010003 Q03 2 M 04-20-2012 04-23-2012
12 Z_0047 | 1010003 Q03 28 M 05-16-2012 05-24-2012
12 Z_0047 | 1010003 Q04 4 M 05-20-2012 05-27-2012
12 Z_0047 | 1010003 Q04 28 M O5-13-2012 03-03-2012
12 Z_0047 | 1010003 Q05 28 M 07-11-2012 09-05-2012
12 Z_0047 | 1010003 Q06 28 M 03-03-2012 09-05-2012
12 Z_0047 ) 1010003 M 12-05-2012 -
12 Z_0047 ) 1010004 |L01 2 M 03-16-2012 04-05-2012
12 Z_0047 ) 1010004 |L01 3 M 03-17-2012 03-29-2012
12 Z_ 0047\ 1010004 A01 3 M 03-17-2012 04-05-2012
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Change Function

m Inthe “New Mode” Report Designer interface, it is possible to change a question’s function
and choose a different date format or toggle between actual/decoded value without the need
to remove the question and add it again.

Click on the Function Drop-down

I¥ Report Browser [Object:42803]

Switch to: Classic Mode
Type ¥ Options W Use Sample PSC  Current Sample PSC:
DCM/Questi...  Questions Detail Data Listing
ADVERSE -
BASE MEL[ | - 5
BASE 5YM Cal. Head 1 (MM-DD-YYYY) [EERe gy
BONE MAI Col. Head 2 peat # Date of Onset [BE=ELES TCTCAE Tarm e
BRAIN TU Sort By
CARDIAC| = Row Results - -
CHIMERIS Warn-Low
COMMEN] Warn-High
CONCOM Panic-Low
COMNSULT— Panic-High
COURSE 4 Items IPEATSN OMSET_DT_,.. Jl==le/Rignipggis
COURSE 1 Panels YMSYMP T3, [BSYMSYMP T3, EEVIGENGEN S
DIAGMOS Function izl va... ~ [Oraded... v| actual value
ELIG CHE! 4 | actual value
EMROLLM Oracle date
EXTOFD. AutoRefreh [ e ] baseline value
EXT OF O | Orade date {dd-mm-yyyy)| = l_liendpoint value
FOLLOW _ Study Patient Repeat # |[Calendar Year
INFECTIC 1 CCR_ROS_2011 W1 1010001 |1 Calendar Month
LAB_ALL 2| CCR_RPos_ 2011 Wl 1010002 11 Calendar Day
LAB_LL 3|CCR_POS 2011 W1 1010002 |2 haseline value -
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Handling a Panel Items Not Found
INn Saved Reports

m  Some saved reports may contain items (questions) that are not applicable to a study.

m  When you try to execute or open such saved report, a warning message (see below) indicates
which items are not found. These items are automatically removed.
Click "Yes" to proceed and load the rest of the report’s items.
Click "No" to abort and not load/execute the report.

m  Optionally, these items can be replaced with the appropriate ones for your study.

Note: Review Filters and Patient Selection Criteria as well since items are also present there and
could affect the result of the report.

T - ==

Panel Item Location Action Taken Mot Found
SDADSDAD [Drug (CTMS_AGENT_... |Column |Remaved Ttem

Output Specifications
“Public -
il Fhysical Exam
Il Frocedure/Concomitant Therapy
i oA
B8 SvlkReports
i@ 06-C-D0B3-BAY-SYLK

]

N5-C-0F U -Pan\fae e 5L
B Template Reports
. Baseline Medical History -V1 - TEMPI +

4| I} | 3

Would you like to continue?

Order output specifications by:
@ Type () Description

Ewecute object:
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Saving a Report

m After making changes to the saved report, you are able to save it as a new report
(necessary if you did not create the saved report) or update it (if you created it).

m Click on the File menu item and then choose the Save As menu option to save the current
report definition as a new report. Use the menu item Save to update the existing report.
m Click on the Definition tab and enter:
1. The report name in the Description box;
2. Select a folder from the Category drop-down list (or type in the name of a new folder);
3. Enter a brief description about the report in the Summary Information box.

]
@ Definition | Access | Version
Description Existing Objects:
1 > Report l\lame < «Click here to refresh! =
Categary (Major.Minor. Sub):
2 > Labs -
>
Status
DEFALLT -
Summary Information:
Description of the report.

Save Cancel
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Saving a Report

m Click on the Access tab and select:

Choose whether the report will be Private (only accessible by you) or Public (accessible to all user
with access to the study) from the Object Storage Location drop-down list;

Choose the Object Level radio button Study to make the report only be available in the currently
selected study; or choose Project to make the report available to all studies associated with the

current Pl selected;
Click on the Save button.

Save As. @
[é] Definition | ACcess | Version
. Object Storage Location Share with usergroups: Study Groups:
*IRADMIN -
Public |  AppSUpport CDUS_ S
y " Builder =
Clinical Lab All ¥2 Names
4 L Object Level oM
— _ X _ _ Labs
'-0- Etudy (@) Project () StudyGroup () Global MGR_REP i
H I nt- After Savi n g a n eW re po rt / [] Store Patient Selection Criteria? [] Store Required Patient Selection [] Add to Favorites folder
’ W
th at WaS based O n an existi n g 5 Project or Global Objects to override
<<Click here to refresh! =

report, it is advisable to open the
newly saved report if you will
continue modifying it.

[ Override selected Project/Global object?

6 > Save Cancel
>




Module 2 Demo

m DEMO

Set Preferences
Open Saved Report

Edit Column Order, Remove Questions,
Change Sort Order and Set Print Change

Save report



JReview Module 3

Creating ad hoc Reports



" A
Module 3 Outline

m Report Browser
m Creating New Reports

m Difference Between Actual and Decoded
Values

m Choosing Date Format
m Demo
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Report Browser

m Report Browser has two basic report types:

Detail Data Listing — Lists details of selected questions from one
of more CRFs.

Summary Data Listing — Allows for displaying counts, averages,
minimum and maximum values without the details.

m Qutput of these reports are shown in a grid layout and
can be exported to an Excel spreadsheet.

m Their "Formatted" counterparts show data in a layout
that can be exported to a PDF file.

m Detail Data Listing is the most used report type.
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Creating a Detail Data Listing Report

i’ i s
meieo2 { [

File  Edit View Format | Brows Arhdow K Help

1. Click on the Browse menu item;
2. Click on the Reports menu option.

__LI Lo E g J‘:;. Close Open Windows

Studies Selection Criteria

5l 506_C_D0B3SCURRENT Data 2

i @' S06_C_008385MNAPSHOT Patient Profile /

-l 506_C_00838TEST /

Hint: Optionally, click on the toolbar
icon to open the Report browser.

--[E 506_C_0211SCURRENT

Reports Ctrl+2 |I_

3. Click on the Type drop-down,

{ 1 Report Browser . . . .
I 3 then click on Detail Data Listing
Type 'lOptions L4 Use San
Detail Data Listing [s Detail Data Listing
Summary Listing I ED:' :eaj ;
ol. Hea
Formatted Detail Data Listing :mt BRY s
ow Resu
Formatted Summary Listing Warn-Low
Patient Visit Data Report Warn-High
O ST Panic-Low
COMMENTS Panic-High
CONCOM MEDS/MEAS (T—
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Creating a Detail Data Listing Report

[2 Report Browser -

Snitch to; Classic Mode Design Area
Type W Options W Use Sample PSC Currentliample PSC: |Undefined

DCM/Question Groups Questions Detail Data Listing I
ADVERSE EVENTS ~  Lab - Col. Head 1 [
BASE MED HIST | LabRange Subset Mumbe col. Head 2

BASE SYMP Lab Assignment Type Cor Sort By

BONE MARROW ASP Lab Id Row Results

BRAIN TUMOR DCM Id WarnLow

CARDIAC 5| borwd Warn-High

CHIMERISM Received DCM 5 | IFaniciow

COMMENTS Received DCI T Panic-High

COMCOM MEDS/MEAS Patient Position I E Ttems

COMSLLT SPECIA 4 Clinical Study Id Fanels

COURSE ASSESS Gender Function

COURSE INIT N PI Function

DIAGMNOSTIC ECG Date of Birth Rezet Subtotal Ttem

ELIG CHECK Date of Birth_FLUL

[=] EMROLLMENT Age at Entry

Age at Entry_FUL AutoRefresh Refresh

EXT OF DIS IDEM Patient Initials

EXT OF DIS LESM Patient Initials_FLL

FOLLOW _UP Date from which to Start

4. Expand the Enrollment DCM and click on the non-repeating
data Question Group;
5. Click and drag the desired Question to the design area.



Creating a Detall Data Listing Report

Detail Data Listing

i

3

Patient

Drate of Birth_FLL

Calendar Year

1 1010001

LIMERC N

Calendar Month

Z 1010002

20111111

Calendar Day

Col. Head 1
Col, Head 2 Patient Gender_FLIL
Sort By 1 3
Row Results - -
Warn-Low
Warn-High
Panic-Laow
Panic-High
Items PT PRSM_GEMDER_TXT_TP_FLL
Panels EMRL EMRL
Function actual va... - |actual value ~ ||decoded value -
PI Function * lactual value ~
Crace date
AutoRefresh Refresh
] Oracle date {dd-mm1

6. Optionally, click on the Function drop-down
and change the date format or actual/decoded
value.

Note:

Date Questions have a default Function of
Actual Value which displays in YYYYMMDD
Format.

Questions that have a Pick-list have a default
Function of Decoded Value which is the
description of the pick-list item. Choose Actual
Value to display the pick-list item code or
abbreviation

int:

Uncheck the AutoRefresh checkbox if the
report’s output preview is taking a long time to
complete.

Use the Refresh button to manually refresh
the report’s output preview.



Actual versus Decoded value

[£ Detail Data Listing - All Patients
5% [Bed e Show Filter“ F‘.Eﬁesh“

| Actual Yalue | Decoded Malue
Patient Patient Gender | Patient Gender
1010001 | M Male
1010002 | M Male
1010003 |F Female
1010004 | M Male
1010005 | M Male
1010006 | M Male
1010007 | M Male
1010002 | M Male
1010009 |F Female

m Actual Value: is the actual representation of
a data point entered in a C3D CRF and
stored in the database.

m Decoded Value: is the long description of
the actual value. It is available for questions
which have pick lists in C3D.

m JReview selects the decoded value by
default.
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Date Formats

Detail Data Listing

1 2 3 4 3
Col, Head 1 | Cracle date Crace date (mm-dd-yyyy) Crade date (dd-mm-yyyy) -
S ‘=—ient Date Informe... |Date Informe... |Date Informed Consent Sig... |[Date Informed Consent Sig... il
. . 2 3 4
Available Date Functions - - - - -
N arn-Low
Wamsigh =
Panic-LoWN
Panic-High N\
Items TR CONS_DT_FUL |[CONS_DT_FUL |CONS_DT_FUL CONS_DT_FLL
ENRON_ JEBEI ENE ENE ENE
Sample Output ficr actual va.. S factual value = |[Orade date = |Orade date {(mm-dd-yyyy) = |Orade date (dd-mm-yyyy) - bl
\ = =hiction - * |value * |value * [value - -
\W Refresh
Cracle date Cracle date (mm-dd-yyey Cracle dake
~. le d le date (rim-dd ) le d
Patienkt Date Infarmed Consent Signed_FIUL | Dake Informed Consent Signed_FUL | Date Informed Consent Signed_FLUL | Date Infarme
1 1010001 | 20140001 01-5EP-2014 09-01-2014 01-09-2014 |
2 1010002 -- -
] 1010003 | 20120505 05-MaY-2013 05-05-2013 05-05-2013
4 1010004 | 19990401 01-APR-19949 04-01-1999 01-04-1999
m  Actual value (yyyymmdd) (ex: 20060422)
1 Use this when date sort is needed.
m  Oracle Date (dd-mon-yy) (ex: 22-APR-06)
1 If used and partial dates exist for the question, then JRreview will show an error message.
1 Note: Same format shown in C3D RDC.
m  Oracle Dates (mm-dd-yyyy (ex: 04-22-2006) and dd-mm-yyyy (22-04-2006))

a
a

Allows for date calculations in Excel.
Note: Do not use this format when sorting dates.
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Important Reports Considerations

m  When using multiple CRFs in a report, select CRFs in the same
chronological order as they would have been filled out according to
the protocol schema.

For example: Enrollment, Course initiation, AE, Course Assessment,
Off-Treatment

m JReview "knows" how to put together data from different CRFs
By patient position and sometimes by course as well.

m  Watch out when combining questions from two or more repeating
groups
Results in a Cartesian Product!

m Note on reports with Course End Date for patients still on treatment:
C3D defaults the current (ongoing) course End Date to "August 15 3501" date.



Module 3 Demo

m DEMO

Create a Detall Data Listing with questions
from different CRFs and using
Actual/Decoded value and the various Date
Formats.

Save the report.




JReview Module 4

Filters and Patient Selection Criteria
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Module 4

m JReview Terminology

m Patient Selection Criteria
m Filters

m Demo



JReview Terminology

m Patient Selection Criteria — Specification of how to subset the patient

population based on their data.
Ex: (Female Patients) Gender = "F"

Can be saved as part of the report or independently (Patient Subset).
m Patient Subsets — Saved Patient Selection Criteria! Re-usable across
reports.
Listed between studies and output specification sections

m Filter — Criteria specified as part of a report and used to include or excludes

data (rows or records).
Ex: AE Grade >=3

Automatically saved with the report.

Note:

m If you do not use a patient selection criteria, or patient subset, your reports will include data
from all the patients for the Study Sites you have access to.



Create a Patient Selection Criteria

|£| Patient Selection Criteria 1 [tients 2 3 r 3 E
DCM/Question Groups Questions Functions Operator
E| EMROLLMENT »  Clinical Study Id »  actual value -

------ data = der_Fi <= |:|
[ EXT OF DISEASE —' Date of Birth_FUL - < K
[+ FOLLOW _UP Age at Entry_FUL =
LAB_ALL Patient Tnitials FLI i <=
FILAB LL 8 A - ' 4 >= 2
Value

[ Update Browsers ’ ADD expression ] ’ Display Stats ][ Display Values ] Item Compare

And fOr Selection Criteria (Text) Selection Criteria (SQL)

|non-repeating data.Patient Gender_... [T11.PT_GENDER_FUL =F'

et E e - - -

decoded value

Male

Code

Selection pop up window

S
’ ADD expression ]
7

Select the Patient Selection Criteria
window and then:

. Expand the DCM in the

DCM/Question Groups list and
select the non-repeating data
Question Group;

. Click on a Question to select it;
. Click on an Operator;
. Click on the Display Values button;

1 Window shows up listing values for the
selected question

. Click on the desired value to select

it;
01 To choose multiple values, hold down
ctrl key when selecting values

. Click on the ADD expression

button;

. Click on the OK button when done

1 Repeat steps 1-6 to add criterion using
other questions.

. Click on the Update Browser button

to activate Patient Selection Criteria
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Save a Patient Selection Criteria

| %f JReview 9.2

File | Edit Wiew Format EBrowse

New Ctri+N
Open Ctrl+0
| Save Ctrl+5
Save As.. Ctrl+4

o e e NS

@ | Definition | Access | version |
2 Share with usergroups:

Object Storage Location
*IRADMIN

Private ~ | AppSupport
' Builder
3 Clinical
Chject Level oM
Metrics_Mgr
@ Study () Project () StudyGroup (") Global QA -

Project or Global Objects to averride

< <Click here to refresh! =

[] Override selected Project/Global object?

-~

Study Groups:

< <Click here to refresh! ==

| | Cancel

Select the Patient Selection
Criteria window and then:

1. Select the File menu item and
then the Save menu option.

2. On the Access tab, select a
Project Storage Location drop-
down list:

a) Private — Only you will have access to
the saved Patient Selection Criteria.

b) Public — Everyone with access to the
selected study will have access to the
saved Patient Selection Criteria.

3. Then select the Object Level:

a) Study — Patient Selection Criteria will
only be available to the selected study

b) Project — Patient Selection Criteria will
be available to all the studies
associated with the PI (folder that
groups the studies.).
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Save a Patient Selection Criteria

@ Definition | Access | Version

Description

Population

Status
DEFAULT

Summary Information:

Category {(Major.Minor.5ub):

/ 1 Existing Objects:

<<Click here to refresh!>=

«— | 2 -

NG

e ] (e

[1 ™ - Then click on the Definition tab and:

. Enter the Name of the Patient

Selection Criteria being saved in
the Description area.

. Select a Category from the drop-

down list. Category is the folder
name where the criteria will be
saved. A new Category can be
created by typing in a new folder
name.

. Optionally, enter a brief description

of the Patient Selection Criteria in
the Summary Information area.

. Click on the Save button.

Note: You cannot update or delete a Patient Subset that was not created by you.
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Saving Patient Selection Criteria
with a Report

== =) = While Filters are _
automatically saved with

Definition | Access | Version |

Object Storage Location S;;a:;[:::w Usergroups: X CS;dj'zgrlolujsl: th e R epo rt’ a P a.tl e nt
. | rovsmer cous oz nsTE Selection Criteria is not.

| Builder E| cTMs_312-11R1
Object Level Ec)lr"11 . = = Wh en SaVI n g aRe po rt1
© Ehidy ) Project ") StudyGroup (*) Global ';;‘C':'R - i CheCk th e St O re Patl € nt
) Selection Criteria? option
Store Patient Selection Criteria? | [7] Store Required Patient Selection  [7] Add to Faverites folder on th e A ccess tab to save

Proctor Gl Objcts to override the Criteria as part of the

<<Click here to refresh! == re po rt .

m  Next time the Report is
opened or run, the Patient
Selection Criteria loads and
the report only runs for the
patients that satisfied the
criteria.

[7] override selected Project/Global object?

Cancel




Filter Output

m Filter Output Is a criteria used to select which
data from a CRF should be included in the
Report’s output (undesired rows are not included
In the report output)

m Filter Output Is always saved as a part of the
report.

m The Patient Selection Criteria and Filter Output
can be used together or individually to meet your
needs.




Create and Save a Filter

¥ Report Browser [Object:60502] = |- (i
; . ) , .
Sulteh to: Classic Mode 1. From the Report’s Designer
Type ¥ Options W Use Sample PSC  Current Sample PSC: |Undefined - . -
window, click on the Edit

DCM/Questi...  Questions Detail Data Listing .

[ ADVERSE »  Disease NS ) 5 s . i ; button located in the Output
BASE MEL Disease M 5 .

BASESYNM | DissaseMS Col. Head 1 - Filter area.

BONE MA Date of Cor Cal. Head 2 Study Site Patient Section Row Course #[ |

BRAINTL| S| Date of Cor Sort By 1 2 3 4 5

CARDIAC| | Grade of Hi Row Results o o o = S

CHIMERI{ | Grade of Hi Varn-Low =

COMMEN —  Date of Diag Warn-High

CONCOM Date of Diat Panic-Low

CONSULT  Date Inform Panic-High

COURSE, Date Info Items STUDY INVSITE FT QUALIFYIM,.. [REPEATSM COURS_I'—

COURSE | Treatment £ Panels AEAEAETO, |AEAEAETOD, |AEAEAETO, |AEAEAETO, |AEAEAETO, |AEAEAE"

DIAGMOS Treatment Function actual va... - |actual va... - |actualva... - |actual va... - |actual va... - jactual va ~

ELIG CHE Date of Infc Al P TT| r

[ EMROLLM Date of Infc

: Informed Ct AutoRefresh Refresh

EXT OF D Informed Cf | Dayin | Prior

EXT OF D NI CTMSR| = Skudsy Sike | Patienk Section |Row | Course # |Course | Course AE? |Date of Onset | Date

FOLLOW_ NT CTMS E 1| CCR_ROS_2011 W1 NCI| 1010002 | AEL 1 1 z M 10-02-2011 10-07%

INFECTIC NT Screeni— 2 [CCR_ROS 2011 WL |MCI | 1010002 | AEL 2 M 01-01-2001 -

LAB_ALL 3| CCR_ROS_Z0L1_YL |NCI| 1010016 |AEL |1 1112011 |-

... T NI Age-G T | T |ﬂ

« [m] » « [m] »

General

Name Value
Direct t...

Output Filter
x Edit... | 4—1

Heading |Adverse Events -T...
Mark M...

Suppre... 0O

Create Report
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Create and Save a Filter

BOME MARROW ASP
BRAIM TUMOR,

CARDIAC

CHIMERISM -

4 | 1 | »

Attribution to Research
Attribution to Research_FL

Attribution to IND -
4 |' m.| 2

Walu

[ ADD expression ” Display

Stats ][Display Values ]

JR Cutput Filter 1 2 3 4 EZ_
DCM/Question Groups Questions Functions Operator
[=] ADVERSE EVENTS »  CTC Toxicity Type Cgde_Fl »  actual value = -
|E| Adverse Event Desgription decoded value < b
BASE MED HIST —  Adverse Event Defcription baseline value <
BASE SYMP Grade endpoint value = =

contains:
doesn't contain:
begins with:

[Item Compare][ Define Parameter ][

Delete

Display Values

And/Or Result Filter (Text)

Result Filter (SQL)

decoded value
Death Related to Adverse Event

Mild Adverse Event

| Save Filter ” Cancel

Moderate Adverse Event

Create Report

[7] Subset using Select Criteria?

[ ADD expression

8

aprwONPE

Select a DCM/Question Group;
Select a Question;

Select a Function;

Select an Operator;

Click on Display Values button to
show the list of values stored in
the database for this study;

Click on the desired value to select
it;

o0 To choose multiple values,
hold down ctrl key when
selecting values

Click on the ADD expression
button;
Click on the OK button when done;

U Repeat steps 1-6 to add

criterion using other
guestions
Click on the Save Filter button to
enable the filter.
Note: The filter specified is then
displayed on the Output Filter
area.



" A
Patient Selection versus Filter

m Patient Selection Criteria = Patient positions
selected

Ex: Patients with Arm A in Course Initiation CRF.
Patients 1, 7 and 22, which have Arm A are
selected and report runs only for these Patients.

m Filter Output = Observation level subset

Ex: Patient with Serious AEs.

Only patients that have at least one Serious AE
are selected and report runs only for these
Patients.




Module 4 Demo and Exercises

m Demo

Using the previously created report with
enrolilment and AE questions create the
following:

m Create a filter for AEs >= grade 3

= Create Patient selection criteria for "Male"

m Generate report for "Male" patients with
AE>= grade 3



Questions???




	JReview Training
	JReview Modules
	JReview Module 1
	Module 1 Outline
	Introduction
	JReview Login	
	JReview Login	
	JReview Interface
	Accessible Studies
	Saved Reports
	Output Specifications
	Slide Number 12
	To Execute an Existing Report
	Slide Number 14
	Slide Number 15
	Slide Number 16
	Slide Number 17
	Module 1 Demo
	JReview Module 2
	Module 2 Outline
	C3D Oracle Clinical Terminology
	Changing Preferences
	Setting "Preferences"
	C3D and JReview Correlation
	C3D: F1 & Field Help Function	
	F1 and Field Help Function
	Slide Number 27
	Open and Modify Reports
	Open and Modify Reports
	Modifying Saved Reports
	Slide Number 31
	Rearrange Report Column Order
	Edit Column Heading
	Setting Sort Order
	Print Change Enabled
	Print Change Disabled
	Change Function
	Handling a Panel Items Not Found in Saved Reports
	Saving a Report
	Saving a Report
	Module 2 Demo
	JReview Module 3
	Module 3 Outline
	Report Browser
	Creating a Detail Data Listing Report
	Creating a Detail Data Listing Report
	Creating a Detail Data Listing Report
	Actual versus Decoded value
	Date Formats
	Important Reports Considerations
	Module 3 Demo
	JReview Module 4
	Module 4
	JReview Terminology
	Create a Patient Selection Criteria
	Save a Patient Selection Criteria
	Save a Patient Selection Criteria
	Saving Patient Selection Criteria with a Report
	Filter Output	
	Create and Save a Filter
	Create and Save a Filter
	Patient Selection versus Filter
	Module 4 Demo and Exercises
	Questions???

