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|-Review Module 1

Basics and Running Existing Reports
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Module 1 Outline

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

B Demo
m Exercise



Introduction

|-Review stands for ‘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

Requires installation on your PC using the NAL
NCICB provides installation instructions  NAL Explorer

CCR I-Review Reports Instructions -
http://ccrintra.cancer.qov/clin ops/C3D/iReview instr.asp

Vendor's PDF Manual
http://ncicbsupport.nci.nih.gov/sw/content/C3D/ireview8.pdf

CBT Training Manual
http://octrials-train.nci.nih.gov/CBTsubmenul.html
Contact NCICB for problems/requests
301-451-4384 or ncicb@pop.nci.nih.gov



http://ccrintra.cancer.gov/clin_ops/C3D/iReview_instr.asp
http://ncicbsupport.nci.nih.gov/sw/content/C3D/ireview8.pdf
http://octrials-train.nci.nih.gov/CBTsubmenu1.html
http://octrials-train.nci.nih.gov/CBTsubmenu1.html
http://octrials-train.nci.nih.gov/CBTsubmenu1.html
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I-Review Login

m Double click on the desktop
|I-Review Icon

m Use the same login and
password as your C3D

accou nt Integrated Review Server LOGON ﬁ
m Database and SAS Server: o
CblOd b5 (prOd UCtIOn) i:'atal:uase Pazzword @% Cancel
cbiodb2:octrn (training) |
Database Server Integrated Rewview
||:I:|i|:||:|b2:u:n:trn ﬂ wergion 9.0.9
SAS Server Copyright © 1334-2003

||:I:|i|:||:|b2:u:n:trn j Integrated Clinical Systems, ne.
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|I-Review Interface

i} Integrated Review - [Patient Selection Criteria [chiodh5]]

@Eile Edit Wiew Format Browse Window Help -5 X
O=HE 4 B ¥ & E B B o = 7K
DCM Muestion Groups: Questions: Funchions: Operators:
Studies
L] BATES -
[Z3 KOHW
[Z3 LIeUTTI
23 SwalN B
SR TH hd
Patient Subzets All [db) -
Output Specifications Al [db) -
< £ ¥ £ >
— — alue:
deateBrowsers| ADD expression bo criteria Dizplay Stats | |:L Ii Item Compare
Select Criteria [Text] Select Criteria [S0L) -
1 | |
Ermenle Order output specificatic
* Type " Des
Execute ObjectxJ Rewiew Output J Scheduled ‘ @ Patient Sels...
Far Help, press F1 LM




Accessible Studies

File Edit Yiew Faormat Browse Window Help

D& M b8 Y FER SR ARB @ 7N
Studies — B? Patient Selection Criteria [chiodb5]
(] BATES DCM ACuestion Groups: (uestions: Functions:
L3 KOHN .
0 uBuTTI ~Studies you have
LD SWAIN
= (L THERADERFRDY access to
[l CCR_CTMS_312_B$CURRENT
_
Patient Subsets | Public (db] |
pdate Browsers | | ADD expression to criteria Dizpla
Select Critena [T ext]
1 |
Output Specifications |l () -
|

Note: Studies you have access to are listed in a folder |5er
Principal Investigator. “Current” in name of the study indicates
live data.



Saved Reports

JJI_IHH|§?IQ|JDE|§I’=‘||‘!£|IEF E 2 B 1O # g e | W R

B? patient Selection Criteria [chiodb5]
DEM /Question Groups: Questions:

- ADVERSE EVENTS -]
“BASE MED HIST J

“BASE SYMP

“CARDIAC

“ CHIMERISH

- COMMENTS

- CONCOM MEDS/MEAS

¥ COURSE ASSESS

[+ COURSE INIT |

Studies
[ BATES

i e
=l [:l THER&DEXPROJ
=1 CCR_CTh 2 BYCURRENT

Patient Subzets IPuinc [db] vl

Update Browsers | | ADD expression to criteria I

Select Criteria [T ext]

Dutput Specifications All [db) -

[ Adverse Event \
3 AppsSupport

3 cous

([ CDUS Archive

(£ CDUS Data Set

[

(£ CTMS Aschive Records
([ CTMS_PE - DO NOT USE
L3 Comments

[ Course Assessment

[C3 Courses

([ Demoaraphics

(£ Demography

(L3 Ewxtent of Disease

[ IRE_Feports

[ Labs

(L3 My Reports _/

-7 Objects . B

L T i . C s

| v

|

[ Exclude patients meeting criteria? [ Append to criteria? Criteria de:

Saved Reports

Y

I Medar maibrob sraeifie shic



Output Specifications

m This section lists saved reports organized |oupuspeciisaions

| Public: {db]

In folders (which I-Review calls e

1 + Eaf
categories). T
m Saved reports can be Private or Public.

m Use the drop-down to choose which
reports to show:

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

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

All (db) — same as Private and Public
combined.

Private [db)
Frivate
Whorkgroup

| zerGroup [dhb)

Eral

Public [db]

&l [db)
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To Execute an Existing Report

1. Select the study you want ($CURRENT has the live production
data);

2. Use the Output Specification drop-down to select Private (db)
Public (db) or All (db) — only if needed,;

3. Click on + sign left of the Output Specification folder to show the
reports in it;

4. Double click on the name of a saved report to execute it;

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



Execute a Saved Report

i Integrated Review

File Edit Wiew Format Browse ‘Window Help

FH( SR 2R |¥ @8

Studies

E? Patient Selection Criteria [chiodb5]

Execule Objects | Review Ouput | Scheduled |

Epatient Sele...l Repart Bro... Adverse Ev..

1 BATES DCMAQuestion Groups: Questions: Functions: Operators:
-2 KOHM - ADVERSE EVENTS 4
-2 LEBUTTI - BASE MED HIST
[ SwiAIN - BASE §
[:| THEHADEXPHDJ ™Y E? Adverse Evenis
------ HIME]
DM &
Patient Subsets | Public (db] | “CONCH A B C D E F G =
< CoL T
“COUR 2 Study Patient Visit # Sub Vizsit DCM Subset Hepeat# Course # Dayir
3 |CCR_CTMS_312_B 1 24 0 2 1
Updst= Bl 4 |CCR_CTMS_312_B 1 24 0 1 2 [ ltem Compare |
5 |CCR_CTMS_312_ B 1 24 0 2 2 <]
~ 1 [J| 5 CCRCTMS 3128 1 24 0 1 1 ]
B 7 |CCR_CTMS_312_B 1 24 0 3 1
8 |CCR_CTMS_312_B 1 24 0 1 5
Output S pecifications m 2 9 |CCR_CTMS_312_8 1 24 0 1 3
10 |CCR_CTMS_312 B 1 24 0 1 4
-] Admiristrative |~ 11 |CCR_CTMS_312_B 1 24 0 1 6
=3 Adverse Event < 12 |CCR_CTMS_312 B 1 24 0 2 3
AE Summary - Counts by CTC Temn: = Ty
Es Grae 35 V1 [~ Ewcludl| 13 |CCR_CTMS_312_B 1 24 0 2 4
AFs Grade 35 42 14 |CCR_CTMS_312 B 2 24 0 1 5
< 4 CCR_CTMS_312_B 2 24 0 1 14
Al AEs Formatted) CCR_CTMS_312_B 2 24 0 1 1
Baseline Symptoms 41 CCR_CTMS_312_B 2 24 0 2 2
Baseline Symptoms 2 & CCR_CTMS_312_B 2 24 0 2 3
Dpen AEs CCR_CTMS_312_B 2 24 0 1 2
-0 AppsSupport CCR_CTMS_312_B 2 24 0 2 1
S g Egﬂg Srchive CCR_CTMS_312_ B 2 24 0 2 4
+ [ CDUS DataSet CCR_CTMS_312_B 2 24 0 2 5
(] CTMS CCR_CTMS_312_B 2 24 0 2 6
#-[Z0 CTMS Archive Recaords CCR_CTHMS_312_ B 2 24 1} 1 3
[#-[C] CTMS_PE - DO NOT USE CCR_CTMS_312_B 2 24 0 1 6
[J---g Commatits . CCR_CTMS_312_B 3 24 0 1 3
4| - | LlJ J R rTMS 312 R 2 74 n 1 1
Execute B Report oo jujja
® Type " Des P [E I ]

For Help, press FL

L m |
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How to Export Reports

Once a report has completed executing:
Select the report output tab;

Click on File menu option;

Select the Export menu item;

Save dialog window will appear;

Select location (desktop, my documents..);
Enter a file name;

Click Save button;

N o 0o bk WD E



How to Export Reports

i Integrated Review

J Eiletaﬁ‘ﬁewﬁ 2 se window Help ‘
JQ&BW I%ﬁ| |@§§@V
= & Cpen... Chrl+0
1 M save. . Chrl+s : : - : — —
Save QL. E? Patient Selection Criteria [chiodb5] =] B3
DCH AQuestion Groups: Questions: Functions: Operators:
Rermove. ..
DWERSE EVEMTS ;I
—— ] 3 . Bigg ED HIST
& prit... ChrP o B! Adverse Events
[ print Preview -URRENT
Page Setup... - (db) -
Change Password 5 =
purse # Davir
et 2 Item Compare
Save in: @’ Desktop | 4= |
z N
.My Documents [ Biweekly reports ||
J My Computer IC3IBMS
Output Specifications IAII [dh) vl ‘&M'ﬁ" Metwork Places [)Expense reports
D)2 IC)Hackensack
(-1 Admiristrative - i
B [:I Adverse Ewent h.ﬁ.lllsun EIEC | |
AE Summary - Countz by CTC Term- BF’-ZD 2171 EI-REWEW
AE: Grade 351
AEs Grade 3542 -1
: < | > 1
&l AF 5 (Formatted) 1
Basel!ne Symptoms 41 | | File name: I'&'" .":".ESI Save I
B azeline Symptoms -2 —-— 7
Open &E 3 6
-2 AppsSupport Save az type: IE:-:.:EI Files [*.xlz) vI Cancel 1
-1 COUS |ﬂ
1
#-[23 COUS Archive
] CDUS Data Set 22 |CCR_CTMS_312.B 2 21 0 2 5 1
-2 CTMS 23 |[CCR_CTMS_312_B 2 24 0 2 6
[ CTMS dchive Records 24 [CCR_CTMS5_32_B 2 24 0 1 3
-] CTMS_PE - DO NOT LSE 25 CCR_CTMS5_312_B 2 24 0 1 6
-] Comments - 26 |CCR_CTMS_312_B 3 24 0 1 3
<o 7 ‘ ‘ | 3 97 MR FTMS 37 R 2 74 n 1 1 hd
K | v
Order output specificatic
E 1 "
Erecute @ Tos " Des B! Report oo s |
Execute Objeclsl Revievn Output I Scheduled I EF‘atient Sele...l Report Bro... Adverse E&;




I
How to Open/Modify the Exported
Report Output

m  Double click on exported report output (spreadsheet on
desktop, My Documents, etc.)
File will open in Excel

m  To make any changes to the spreadsheet you must
first unprotect it following these steps:
Click on Tools Menu option
Select Protection
Select Unprotect Sheet
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How to Open/Modify the Saved Report Output

(2] Fle Edk View Insert

Data  ‘Window Help

Protection » |

| &)y Unprotect Sheet... 4-}

ARN=R" NENENN= RN

¥

S e e ) =

¥

-5 =Bz u |[E]

i

fis
A '/' B D [ E | F [ G [ [ J K

1 1 Prior [MM-DD-YYYY] [MM-DD-YYY
2 | Study Patient 2 hb ¥isit DCM Subset HRepeat# Course # Day in Course Course Date of Onzet  Date Hesolve
3 (CCR_CTMS_312_B 1 == 0 2 1 Y 03-03-2003 03-02-2003
4 |CCR_CTWS_312_B 1 24 o 1 2 H 07-21-2003 -

5 (CCR_CTMS_312_B 1 24 0 2 2 M 02-02-2004 02-03-2004
g (CCR_CTMS_312_ B 1 24 0 1 1 Y 05-05-2004 05-10-2004
7 |CCR_CTMS_312_B 1 24 0 3 1 H 06-06-2004 06-07-2004
g (CCR_CTMS_312_B 1 24 0 1 5 Y 03-06-2005 -

q (CCR_CTMS_312_B 1 24 0 1 3 Y 05-05-2005 -

10 |CCR_CTMS5_312_B 1 24 0 1 4 H 05-05-2005 -

11 |CCR_CTWMS_312_B 1 24 0 1 [ Y 05-05-2005 -

12 |[CCR_CTMS5_312_B 1 24 0 2 3 M 09-03-2005 -

13 |[CCR_CTMS5_312_B 1 24 0 2 4 H 10-06-2005 -

14 |CCR_CTWMS_312_B 2 24 o 1 5 -1 -446 Y 12-12-2001 01-02-2001
15 |[CCR_CTM5_312_B 2 24 0 1 4 -1 58| H 01-04-2003 -

16 |[CCR_CTMS5_312_B 2 24 0 1 1 1 552 N 09-04-2004 -

17 |CCR_CTWMS_312_B 2 24 o 2 2 1 563 N 09-15-2004 09-20-2004
18 |[CCR_CTMS5_312_B 2 24 0 2 3 1 573 N 09-25-2004 10-10-2004
19 |[CCR_CTMS5_312 B 2 24 0 1 2 1 574 N 09-26-2004 09-30-2004
op |[CCR_CTMS5_312_B 2 24 0 2 1 1 620 N 11-11-2004 12-12-2004
21 |CCR_CTWMS_312_B 2 24 0 2 4 1 675 N 01-05-2005 -

27 |[CCR_CTMS_312_B 2 24 0 2 5 1 676 N 01-06-2005 -

23 |[CCR_CTMS_312_B 2 24 0 2 6 H 05-05-2005 -

24 |[CCR_CTWMS_312_B 2 24 o 1 3 H 11-12-2005 -

a5 |[CCR CTMS 312 B 2 24 1] 1 [ M 06--3030 -
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CCR I-Review Manual

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

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

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. I-Review shows a prompt
iIndicating 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.
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CCR I-Review Manual

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

= |E| General Instructions

(0% Introduction i

E Help for |-Review
@ Installing I-Review

@ Logging into -Review

Discrepancy: Discrepancy Type vs Review Status

Description

This report ksts the count of discrepancies categorized by type and review status. The
columns displayed depend on the type of discrepancy review status in the selected study.

B Discrepancy Type vs Reivew Status

Z Eile Edit View Document Comments Tools Advanced Oracle Clinical RDC Window Help -0 X
= - oy E=oh . ¥ . T f
*EEHIE S A0 D E R L A © % @‘D i
T 5 B opons-  x [QAReports | =

£
?z;

m

L.E-f @ User Interface 'a_‘f - - s : : = = =]
v [ Running Canned Reports z; %%Twﬁ_hpmm'%‘wwra

E E Parameterized Canned Reports i = 1 £ =}§

R @ Failure of Canned Reports i ; ] 1 EE
. @ User and Study Access Level EE 4 ] ! ' 21 "EE

% [ Modifying Canned Reports & Resaving - ) S
;_ 7= Extracting Data to MS Excel E i - 13 :EE

w [ Types of Reports I % : : z EE

I'T'; [ Administrative Reports : % -z ] ] - -;;EE

E = IEI QA REpDI‘tS i E i Total 2?2.% £l . 411 -m.néjr:asgr

L=2 EHIY Discrepancy: Discrepancy Type vs Reu : [+

E |D Description Access

% [ Access User Level: Pubic

. @ Columns

Z: @ Discrepancy: Manually Closed Discrep SIS L

5 #{[ Discrepancy: Unreviewed Discrepancie Columns

E EHY Discrepancy: Unreviewed Discrepancie ik Description

- #H[ Discrepancies: Univariate Discrepancy Shudy ycond B e K wiisch Bicess beng Guesied

#{[ Discrepancies: Discrepancies History M %sgwmw :\,,.E:‘T:pﬂ?t mfi"fmmfﬂﬁfm M
< m | (2] #| 8s0x1n00n (<] i [>]

g @ & 4 d [ 20 [p bl | © © | FERCEE
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Module 1 Demo and Exercises

m DEMO

m EXxercise
Log-in
Run All AEs saved report (unformatted)



|I-Review Module 2

Modifying Existing Reports



Module 2 Outline

C3D Terminology
Setting Recommended Preferences
Oracle/lI-Review Relationship

|-Review and C3D Correlation

F1 function
Open and Modify Saved AE report
Actual/Decoded, Print change, Sort order
Save Report
Demo
Exercises
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C3D Oracle Clinical Terminology

m DCI — Data Collection Instrument (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.

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

Preferences El . . . . .
B? Patient Selection Criteria [chiodb5]

|f enabled. a patient's data wil be included in a = =
D B EE el e DCM A Question Groups: Cluestions:
If enabled, full autamatic joins, including patient, T p -

e e e + - Administrative a| | _Define Mew ltem_ 4
criteria. | disabled, only patient level joins are — g
i + A0VERSE EVENTS Accezsible TS

[ Display Panel Names If enabled, Panel Lists vill display the PaneName Actual Event

Defau It rather than the Panel Description. + .{".I:II:ISS ul:ll:ll:lrt S B Dd_'rl S_I,ISI:EI‘H
[~ Display tem N IF enabled, Item Lists willdisplay the ItemM - T
el et e el > BASE MED HIST Clinical Study

[ Shit Panels Alphabetically IF enabled, Panel Lists wil be sorted di Clirical Study [d
alphabeticall, otherwiss in order cieated ; CPE M

¥ Gt ltems Alphabetically IF enabled, lter Lists will be sorted alphabeticaly., hon-repeating data UL
otherwise they're in order created BASE SYMP Diata Lock F|ag

[~ Patient subsst footer a3 text If enabled. patient selection criteria displayed in Dl:l Id
print Footers will be text, othernise it will be SOL +- CARDIAL Ak 0 %

N Ale
Include &l Questions? IF enabled, Item Lists will include all Guestions,

B A s ot:;?w;e, Ilsfrl‘; lr::n;gé IIQ[;I:.D;:SS dujgll:ua'qlse + EDLIS - { }'

related questions fi.e., ITEM, ITEM_FLL]
o ] - Update Browsers | | ADD exprezzion to criteria
Select Critena [Text]
1 I

Preferences El

B? Patient Selection Criteria [chiodb5]
DCM /uestion Groups:

UTERTOINS I Fesit  1f erabled, 2 patient's data wil be included in 2
Erowsers results even if zome panels of data are
mizzing for that patient.

[uestionz:

i If enabled, full automatic joins, includ tigt, .
[_JCee FLILC N n SelectCieria vi;?;n;‘ ?;_suerg;:t?:?o;uism;?: J.ZI;? \T‘.”sgeﬁin‘iﬁ - ADVERSE EVEMNTS a | | _Define Mew ltem_ ”
_cnlarla. lizabled. only patient level joins are P .
included - BASE MED HIST Clirical Study
[~ Display Parel Names If enahled, Paned Lists will display the: PanelName L Th D I:M N ame
tather than the Panel Description ating data DCh Subzet Name
Display ltem N I enabled, Item Lists will dizplay the ltemb i i i
spemanes tater than e lem Desetpion,
L B azeline Medical History DCH Subszet Murnber
Recommended | s o e o + BASE 5YMP Document Number
alphabeticaly, olhemwize in order created N H Site
[~ Sort Items Alphabetically It enabled, Item Lists wil be sorted alphabetically, CARDIAL .
othenwise they're in order created + I:H | M E H | S M | n'&"EShgatDr
[~ Patient subset footer as text It enabled, patient select teria displayed Patient
T o COMMENTS - v
[ Include All Questions? It enabled, Item Lists will include all Questions, +
ese s St i, s Himmed o suppress duploate CONCOM MEDS/MEAS v |2 >

related questions [Le.. ITEM. ITEM_FUL)

oK Cancel

Update Browsers | | ADD exprezzion to critenia

Select Crnitena [T ext]

1 |
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Setting ‘Preferences’

m Editing preferences changes the order the
DCM/Question Groups and Questions are
listed

m [o change preferences:
Click on Edit Menu Option
Select Preferences (A dialog box will appear)

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



C3D and I-Review Correlation

Patient 1 Page 10 {Phy= Scrn for Screening) Page 1 of 1.

wizit Date [07-Jun-2004 Blark [ Cnmmeml Ejﬁile Edit View Format Browse ‘Window Help
Scrpe*[ COhd

Non-Repeating

/.
DC/Question Groups: Uestions: Functions
Studies /ﬂ, -
N R t +- ADVERSE EVENTS 4 ﬁ_D_eflr;es[»lilnv\lItem_ A
on-Repeatin (1] BATES = BASE MED HIST hical Study
PHYSICAL EXam -SCREEMING p g (2 KOHN nonviepeating data BEM L“SELZt Name
Group 2 LBuTTI Basein Hedical History RN RSV PRt
[ SwibIN +- BASE SYMP D_ocumentNumhel
[Date of Examination 02_FEB-2002 =-( THERADEXPRO/ +- CARDIAC ae .
5] CCA_CTMS_312_BSCURRENT - CHIMERISM _ 'P”a"tie;:'tgamf
Body =ystem -~ Finding Rezults Cnmmenl - COMMENTS hecessble TS
X Patient Subsets Public: [dh) - #- CONCOM MEDSM Login TS
|"“E’E’T‘*”T /{/ I + COURSE ASSESS ESPtEhNgTS
; — - #- COURSE INIT ane
MECH, |N_
| Questlons — - ELIG CHECK Eg‘;’ﬁﬂfgﬂag
RESPIRATORY N | - ENROLLMENT DCM Date
# EXT OF DISEASE DM Time
CARDIOVASCULAR |N_ ! - FOLLOW LP Repeat - ‘
- Artual Event Q
|G.&STRDINTESTIN.E.L |N_ | i 'LrlFBEiTL'LD“ EP Sub v uestions
MUSCULOSKELETAL |A_ BacK PAN HIAR 1| 4 2 ‘
[utput Specifications Al (] v - —
DERMA TOL OGS |A_ MULTIPLE AREAS OF KE \ ADD expressionYp citeria b0

| #1-(1] Adirishative 4 \ e e -

Repeating Group

Repeating Group
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C3D: F1 Function

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

m  Useful in finding out the question’s default
prompt as it appears in |-Review

m To use F1 function:

Using the cursor, click on a specific data point on
eCRF in C3D

Press F1 on keyboard to display, in pop-up window,
the data point’s question default prompt



F1 Function

| Patient 3 Page 3 (MRN for Screening) Page 1 of 1, Repeat 1 of 2.

Yizit Date |22-Sep-2l]l]4 Blank [ Comment |

el Deseription of Question "PT_ID" fram Group "PATIENT_ID"
DEM Question Group Information
PATIEMT IDEMTIFICATIM
LR 2 TIENT IO

Help Text
Inztitution Patient Medical Record Mumber

FCIETI

ABCDEFG Sd5ETE9 DCM Question Information

(al=[sR = COE 1D: 2003301 YERSION. 3.0

Detault PFrompt R R R e

Discrete Value Group Information

Mame

Stion

4

eeeeeeeeeee




DCM/Question Groups:

Huestions;

.H.H.

-

~INFECTION EP j LabId
LAB_ALL DC 14
LaB_LL DLl ld
- Received DCM 1d

~(JFF TREATMT STOY J Fecaived OOl 14
~PATIENT_ID Fatient Position |d

& Patiert | dentiication Clinical Study Id
 PHARMALCOEK Institution
 PHYSICAL EXAM
 PRIOR RAD SUPE j < I |

Question’s
Default Prompt

Select Critena [Text]

OK

FPATIEMT_ID

PT_ID
LBC1223
CDE_(Dx 2003301 YERSION: 3.0

PR

[

|tem Compare |

Dizplay Stats | Digplay Yales |

o

Select Cntena [SAL)

Patient Medical Record Mumber




Open and Modify Reports

Right click, then choose open

Output S pecifications F =T

o |

+-_] Administrative

=[] Adverse Event
AE Summary - Counts
AE sz Grade 3-5

Al AE S
B azeline
B azeline
Open &
+-[1] AppsSuppm
=< D CoUs Remaove
+ | (1 EDUS Archi Properties
4
Schedule
Execute
* Type

[

Lt zpecificatic
(" Den

1

BATES -

KOHM '
LIEUTTI

SrAlN L
THERADEXPRO -

ubsets Al [db) -

Execute mjem‘ Rewiem Ouput ‘ Sicheduled ‘

pecifications Al [db) -
Administrative -

Adverse Event

AE Surnmary - Counts by CTC Term-
AEs Grade 3-5W1

AEs Grade 3-5W2

Al AE z [Formatted)
Baszeline Symptoms 1
Bazeling Symptoms A2
Open AEs

ppeSuppart

ous

COUS Archive

COUS Data Set -
| | 2
Order output zpecificatic
* Tupe ™ Den

o =

5]
@
5]
@

+
+
+
+
4

Execute

E? Report Browser,

Report definition
iIn Report Browser

DCM/Question Groups:

Guestions:

Functions:

Formatted Detail D ata Listing
Formatted Surmrnary Listing
Patient Vizit Data Report

+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+

4

Heading

|&dverse Events
Layout;
[ Show Details?

[l =]
A
Col.Head 1
Col.Head 2 |Study
Sort Order 1
Row results | Print chg
Warn -Low
Warn -High
Panic-Low
Panic-High
o

ADVERSE EVENTE =
BASE MED HIST
BASE SYMP
CARDIAC
CHIMERISM
COMMENTS
CONCOM MEDSAM__|
COURSE ASSESS
COURSE INIT

ELIG CHECK,
ENROLLMENT

EXT OF DISEASE
FOLLOW P
INFECTION EP
LAB_ALL

LAB_LL

OFF TREATHT 5T1 =

| [

ADD Item | Add Al ltems

Filter Dutput | LCreate Repor |

Reset Subtotal |
with change

B

Patient Wisit #

[ Suppress duplicate rows?
C D E

Sub Vigit | DCM Subset
2 3

=
v AutoSize Columns?
F G H -

Repeat # Courze # Dayin Cours

Execute Objects | Review Ouit | Scheduled |

@F‘atient Sele... Repart Bro...
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Modifying Saved Reports

m A saved report can be modified to suit your
requirements
m The following changes can be made:
Remove columns
Rename column headings
Change sort order
Set Print Change
m The modified report can also be saved for later
use.



Remove Columns

Eile Edit Wiew Format Browse \Wwindow Help

Y & E B

Bl & = T K

Dal

mmary Lizting
2 imnatted Detail Data Listing
matted Summany Listing

O =
&
Studi ‘
@ ~
] 3 Insert
@
&
= D I
3 Patignt ! -
¥ Juin Qrder
-2 Custom Join
Edit Defined Ttem
Edit Range Yariable
Edit Imparted SOL
Clutput 4 -
Preferences
=[5 - -
-2 Adverse Event
AE Summary - Counts by CTC Term:
AF z Grade 3541
AEs Grade 3542
"
Al AE s [Formatted)
Easeling Symptams A1
Baszeling Symptoms /2 f
Open &F
+- [0 AppsSupport
+-[L] cous
+- (1 COUS Archive
+-[Z1 COUS Data Set
+- [0 CTMS
420 CTMS archive Records
+-[01 CTMS_PE -DOMNOT USE
+-[Z1 Comments -
< | 2
Evecule Order output specificati
- * Type " Dexn

Fatient Visit Data Report

Heading

|&dverse Events
Layaut:
[~ Show Details?

Col.Head 1
Col.Head 2 |Study
Sort Order
Row results
Warn -Low
Warn -High
Panic-Low
Panic-High
Include? prompt

Print cha

DCM/Question Groups:

+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+
+

-

Fatient | Vigit #

1

2

ADVERSE EVENTS
BASE MED HIST
BASE SYMP
CARDIAC
CHIMERISM
COMMENTS
COMCOM MEDS/MEAS
COURSE AS5E55
COURSE INIT

ELIG CHECK,
EMROLLMENT

ExT OF DISEASE
FOLLOW P
INFECTION EP
L&B_ALL

L&B_LL

OFF TREATMT 5TDY
PATIENT_ID
PHARMALCOK
PHYSICAL EXah
PRIOR R&D SUPP
PRIDR SURG SUPP

Reset Subtaty
with chang

40 CH Subset

Re

|

Execute Objects | Review Ouput | Scheduled |

@Patient Sele... Report Bro... Adverse Ev.




Remove Columns

To remove a column:

1. Click on the header (capital letter, “D") of
the column you want to remove

2. Select Edit from the menu option
3. Select the menu item Cut %



Rearrange Report Column Order
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Rearrange Report Column Order

To move a column:

1. Click on the header (capital letter, “D”) of
the column you want to move

2. Use the directional arrow buttons to place
the highlighted column in the columnar
position(s) you would like.
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Edit Column Heading
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Edit Column Heading

You can edit the column headings in 2

locations, the column heading 1 and column
heading 2.

To edit a column heading:

1. Double-click on the column heading text to edit
2. Edit the text

3. Press Enter or Tab (note that the cursor will
not go to the next heading! Repeat steps 1-3 to
edit the next heading.)



Changing Sort Order Before
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Edit Report Sort Order

m A sort order controls how the report output rows
are organized.

m The sort order 1 will be the item in which the
primary sort will take place, sub-sorted by sort
order 2, and so on.

m To make changes to the sort order:
Place cursor on the default sort order values

Delete, replace, edit or add sort order values

Optional descending sort is specified by a trailing ‘D’
after the sort order number
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Print Change After

+ LAB_LL = q RVl oo| 9 9
+ OFF TREATMT STDY Y | @ B [ = | TN
- PATIEMT_ID
+ PHARMACTE, —_—
+ PHYSICAL Exbb % ‘?@
+ PRIOR BaD SUPP — A B C D
+ PRIOR SURG SURP v h
| < | EHN 2 Study Patient. Visit # Sub Visit
Heading _— 3 CCR_CTMS_312_B 24 0
|f3“ﬂ‘~'~3f$_E Events Pesat Subtatal — 4 CCR_CTMS_312_B 24 0
Lray;L: s EE e s 5 CCR_CTMS 312 B 24 0
ow Detals: - . 5 b £ F 6 |CCR_CTMS 312 B 24 0
= 7 CCR_CTMS_312 B 24 0
Col Head 1 _ _ _
%nl.:-lgacll:IZ Study Patisnt | Visit # gub'\-"isit DCM Subset | |Repeat$# |Co 8 |CCR_CTMS 312 B 24 0
ort Order &
Flow results @ 9 CCR_CTMS_312 B 24 0
Wan -Low 10 CCR_CTMS_312 B 24 0
e E— 11 CCR_CTMS_312 B 24 0
Pani:;—High 12 CCR_CTMS_312_B 24 0
Include? prompt 13 [CCR_CTMS5_312_B 24 0
14 |[CCR CTMS 312 B 2 24 0




Print Change

Suppresses the display of the content of
a cell for which the value I1s same as that
of the cell above

Only works with columns which are being
sorted

To use:
Click on the cell below the sort order number

A B

Select Print change from pick list gteds

Sort Order
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Handling a Panel Items Not Found
In Saved Reports
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Handling a Panel Items Not Found
In Saved Reports

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

m When you try to execute or open such saved report, a warning
message indicates which report items are not found. These items
are automatically removed.

m Click ‘Yes’ to proceed and load the rest of the report’s items (and
execute the report if you double-clicked on the report’'s name) or
click ‘No’ to abort and not load/execute the report.

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

m Review Filters and Patient Selection Criteria as well since items are
also present there and could affect the result of the report.
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Saving a Modified Saved Report

m After making changes to the saved report, you are able
to save it as a new report or update it (if owned by you).

m Click on the File menu option

m Click on the Save As menu item to save the current
report definition as a new report.

m Or click on the Save menu item to update a report

previously saved by you. I-Review remembers the
report’s information.

m You cannot update or delete a report that was not
created by you.



Saving a Modified Saved Report

Save Report

D'E'ﬁ'lltlm Arccess lELIbGEt l‘.fersm1 l

Dezcription: Esisting Objects:
> |

Cateqaory [k ajor. Minar. Sub];

2 > | DEFAULT |
Status:
| DEFAULT =l

Summary |nformation:

D Murnber:




Saving a Modified Saved Report
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Saving Cont'd

Under the ‘Definition’ tab:
1. Enter the report’s Description (that is the report name shown in the Output
Specification section);

2. Enter the Category or select an existing one from the drop-down list (that is
the folder name shown in the Output Specifications section);

3. Summary Information — Briefly describe the purpose of the report;

Under the ‘Access’ tab:

4. Select the Object Storage Location — Reports can be saved either as
Private (only you have access) or Public (shared with anyone who can
access the study);

5. Select the Object Level — Reports can be saved under Project (accessible in
all of the Pl's studies) or under Study (a specific study);

6. Click on the Save button.
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Module 2 Demo and Exercises

m DEMO

m Exercise
Set Preferences
Open Saved Report

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

Save report



|I-Review 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
m Exercise
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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 Output 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 Detall Data Listing is the most used report type.




Creating a Detall Data Listing Report
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Creating a Detall Data Listing Report
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Creating a Detall Data Listing Report

1. Click the Report Browser icon on the toolbar, or from the Browse menu option
select Reports.

2. Click onE]] to maximize Report Browser window.

3. Click on “Detail Data Listing” in the Type listbox

4. Double click on a DCM in the “DCM/Question Groups” listbox to reveal the
available Question Groups

5. Click on a Question Group to review the available Questions

Scroll down Questions listbox until the desired Questions are listed,;
“Actual Value” should be highlighted under function unless the question
m is for a date, then choose correct date format
m  has apick listin C3D, the “Decoded Value” is automatically selected
. Click on the Add Item button to add Question to the report
9. Repeat steps 4 through 8 to add Questions from other CRFs
10. Click on “Create Report” to run the report and view the output



Actual vs. Decoded value
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Actual vs.. Decoded Value

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
guestions which have picklists.

m |-Review selects the decoded value by
default.



Selecting a Date Format
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Selecting a Date Format

m Oracle dates (mm-dd-yyyy (04-22-2006) and
dd-mm-yyyy (22-04-2006))

Allows for date calculations in Excel
Do not use this format when sorting dates

m Actual value (yyyymmdd) (20060422)
Use this when date sort is needed

m Oracle Date (dd-mon-yy)(22-APR-06)
Do not use if partial dates exist for the question —
|-Review crashes — Known bug!
Note: Same format shown in C3D RDC
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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.

Enroliment, Course initiation, AE, Course Assessment, Off-Treatment
m |-Review ‘knows’ how to put together data from different CRFs
By patient position and sometimes by course start date as well.

m  Watch out when combining questions from two or more repeating
groups which do not have a common guestion!

Results in a Cartesian Product

m  Watch out for reports on current patients (pts still on treatment) with
no end date of course!

IReview defaults to “August 15 3001” date. Meaning patient is current
with no course end date. Since the actual date is derived as day -1 of
start date of next cycle.
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Module 3 Demo and Exercises

m DEMO

m Exercise

Create an ad hoc Report with Enrollment and
AE Questions



|-Review Module 4

Filters and Patient Selection Criteria
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Module 4

m |-Review Terminology

m Patient Selection Criteria
m Filters

m Demo

m Exercise
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I-Review Terminology

m Patient Selection Criteria — Specification of how
to subset the patient population based on their
data. Ex: Female Patients — Gender = ‘F’

m Patient Subsets — Saved Patient Selection
Criteria! Re-usable across reports.

m Filter — Part of a report used to include or
excludes data (rows or records). Ex: AE Grade>=3



" A
Patient Selection Criteria

m Allows one to specify a subset of a protocol’s patient population
based on any CRF’s questions.

For example: by gender, by Arm, by registering Institution, etc.

m |t can be saved as part of a report or by itself for re-use in any
existing saved report.

m Patient Subsets are stand alone saved Patient Selection Criteria.
Re-usable across reports
Listed between studies and output specification sections

Note:

m |f you do not use a patient selection criteria, your reports will include
data from the entire protocol’s patient population.



Create a Patient Selection Criteria
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Create a Patient Selection Criteria

With the Patient Selection Criteria tab selected:
1. Click on Enrollment under DCM/Question Groups
2. Click on non-repeating data

3. Choose Question to determine patient selection (eg. Patient
Initials, Patient Gender, etc.)
m  “actual value” or “decoded value” should be highlighted

. Choose Operator
5. Click on “display values” button
= Window shows up listing values for the selected question
6. Highlight choice and click on “ADD expression”
m  To choose multiple hold down ctrl and click on other values

7. Click on “Update Browser” button to activate Patient Selection
Criteria



Save a Patient Selection Criteria
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Save a Patient Selection Criteria
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Save a Patient Selection Criteria

m After making changes to the Patient Selection Criteria,
you are able to save it as a new Patient Subset or
update it (if owned by you).

m Click on the File menu option

m Click on the Save As menu item to save the current
Criteria as a new Patient Subset.

m Or click on the Save menu item to update a Patient

Subset previously saved by you. I-Review remembers
the criteria’s information.

m You cannot update or delete a Patient Subset that was
not created by you.



Save a Patient Selection Criteria

Under the ‘Definition’ tab:

1. Enter the Patient Selection Criteria Description (that is the Patient Criteria name
shown in the Patient Subset section);

2. Enter the Category or select an existing one from the drop-down list (that is the folder
name shown in the Patient Subset section);

3.  Summary Information — Briefly describe the purpose of the Patient Selection Criteria;

Under the ‘Access’ tab:

4. Select the Object Storage Location — Patient Subsets can be saved either as Private
(only you have access) or Public (shared with anyone who can access the study);

5. Select the Object Level — Patient Subsets can be saved under Project (accessible in
all of the PI's studies) or under Study (a specific study);

6. Click on the Save button.
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Filter Output

m Filter output is used to select CRFs’ desired
portions of data they contain. (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.



" A
Create and Save a Filter
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Create and Save a Filter

m To create a filter:

Under Report Browser tab Click on Filter output button
Filter output tab will open

Select DCM, DCM Question Group
Select a Question

Select Function

Select an Operator

Click on display values button

Double click on a value in popup window or type in a value next
to the button

7. Click Save filter button to enable filter

=

o gk wbd



Patient Selection vs. Filter

m Patient Selection Criteria = Patient
positions selected

E.g.. Arm A patients = Patients 1, 7, 22 will be
listed in output

m Filter Output = Observation level subset

E.g.. Resolved AEs = Only AEs with resolved
date and outcome will be listed in output
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Module 4 Demo and Exercises

m Demo

m Exercise

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

m Create a filter for AEs >= grade 3

m Create Patient selection criteria for “male”

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



Questions???




