BizInt Smart Charts

Drug Development Suite
VERSION
Mini Guide
Creating Trial Reports

LOOK INSIDE

to see how you can...

New in Version 4

* Support for EU Clinical Trials (EudraCT) and the WHO
International Clinical Trials Registry Platform (ICTRP). Import your search results

° Support for biomedical literature: Embase, Medline, and View associated records
Biosis on several platforms — Ovid, STN (classic & new) and Combine chart
ProQuest Dialog; plus Medline on PubMed. oHpIHnays

Update charts
BizInt Smart Charts Drug Development Suite helps you

create, customize and distribute tabular reports from the Customize your chart
leading commercial and public clinical trials databases. You Print reports

can also create tabular reports from biomedical databases. | )
Distribute reports via HTML,

Commercial trial databases: Citeline TrialTrove, Adis Clinical Word, Acrobat, and Excel

Trials Insight, Cortellis Clinical Trials.
Public trials databases: ClinicalTrials.gov, EudraCT, WHO ICTRP

The Generate Common Trial IDs tool automatically analyzes
trial study IDs to help you identify related trials.

Export to VantagePoint-
Smart Charts Edition (VP-SCE)

Send report to Reference Rows

You can distribute reports in several formats—including
HTML, Word, PDF and Excel—with links back to records on the
publisher platforms.

» For more info: www.bizint.com/tips

Bizint Solutions, Inc. | 1.714.289.1000 | www.bizint.com
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Spend a few minutes with this Mini Guide to understand the key features of Bizint Smart Charts
Drug Development Suite.

You can use the sample import files CTgov_hydroxyzine.zip and ICTRP-hydroxyzine.xml located in the
training folder to follow the steps in this Mini Guide.

Creating your report

The first step to creating your Bizlnt Smart Charts report is to import the results of

your clinical trials search. Support
About Support

You can import search results and transcripts from many different sources into
Creating Reparts fram

BizInt Smart Charts Drug Development Suite. Information about the currently Databases and Hosts e
supported databases and platforms can be found at “Creating Reports from e bl GG
Databases and Hosts” on the Support section of our website. Please review this etallation and 1
information before exporting search results. Issuss
* Use File | Import (not File | Open) to import files into Bizint Smart Charts. Or, you P v
can drag and drop your file into the Bizlnt Smart Charts window.
* For ClinicalTrials.gov: do not unzip the .zip file £l
and import files individually -- import the .zip file  teckin: | . teining - - BmerE
to import all the documents. Bl crov_hycroxyzine.zip
£ ICTRP-hydroxyzine, xml
Importing your search results
If BizInt Smart Charts is not automatically invoked
when you export your search results, select File |
Import from the menu bar.
Filz name: |CTgo\u'7hydrcwz|ne.z|p Open

From the Import window, find and select the . —
transcript file that you want to use to create a chart, oo e o ot | Y
Use File | Import—not File | Open—to import search

results. Or, you can drag and drop your file into the BizInt Smart
Charts window.

Records in the imported file (by database|:

A panel will appear showing the number of records in the 15 tsbords Cinicallels Gy
transcript. If you import a transcript containing records from

multiple databases you will see the number of records in each

supported database. Records from unsupported databases will not ~ Freate new chart?

be included in the chart. When you create a chart from multiple b e
databases it is treated as a combined chart (see page 4).
Applying a chart template T

Surmary of Key Data
Trial Overvigw and Outcome Summary

After clicking OK you will be asked to select a chart template.
Chart templates define the initial presentation of the report
including visible columns. You can change this later, apply a
different template, and even create your own templates (see
page 6).

[ | Coneel | Hep |




Saving and titling your

alTrials Gov: CTgov_hydroxyzine

=lofx]|

]

re 0 rt Trial Title Drugs Trial ldentifier ‘Sponsor(s) Brief Summary
p [ |[Does Fydroxyzine Decrease | Hydroxzine 0409 Park Nicollet The purpose of this study is fo | Terminated ‘April 2013 (Actual)
Anxiety in Underweight Patients | hydroxyzine HCL NCTO01372670 Institute determine the effectiveness of

Diagnosed With an Eating
Disorder

Use File | Save to save your
report as a .chc file. ¢
Note: Export your report if

Enter new chart it

you want to view it in other et o

Tevocetirizine Plus Bed-Time _ Levocel

Edit Chart Title

Park Nicallet Eating
Disorder Insitute

hydroxyzine in the treatment of
meal-related anxiety in
adolescents and young adults
81025 years of age
diagnosed with an eating
disorder who are underweight.
‘The investigators wantto find
outif hydroxyzine given before
meals will improve
meal-related anety
compared to no hydroxyzine.

applications (see page 7). et Lo O e

Urticaria Versus Levocetirizine
‘Alone in High Doses.

The initial chart title is based
on the name of the file you
imported. You can change the
title by double-clicking on the

‘Allen Kapian is a prominent
American allergist with the
reputation of leader in the field
of chronic uriicaria. He
advocates treatment wih first
generation hydronyzine, which
he considers at leastas
effective as modem Second
generation H1-blockers in
suppressing the symptoms of
difficulto-treat
systermicsteroid-dependant
cases of chronic urticaria.
[CONT,

Completed

Wiarch 2013 (Actual)

title or using View [Title. ol

Viewing associated records

antihistamines that (Actual)
. o
o]

Viewing Records

18 : Does Hydroxyzine Decrease Anxiety in Underweight Patients Diagnosed With an Eating Disorder

Trial ldg
040913 Rydroxyzine for th

To view the record associated with a row,

1: Does Hydroxyzine Decrease Anxiety in Undenweight Patients Di

evention of Pruritus From

I Morphine in Trans abd
 and Psychomotor Fun

: Comparing the Efficacy of Pregabalin and Hydroxyzine on the Anxiety Score

nosed With an Eating Disorder

Hysterectomy Patients
ctioning During Simulated Diving

dOUble-C"Ck on the row nu mber button, 0,%?::, 6: Interaction Between Drug and Placebo EffectRandomized Placebo Controlled Trials May Not be Accurate in De~.

or select the row and View | Records. You spaznosed Wi an Ealing Dsorder

Park Nicollet Institute

can use the arrow bUttOnS or drOp-dOWn Soi‘?vk Nicollet Eating Disorder Institute

P;EN\COHE Institute
menu to move between records. Close overgnt "

Brief Summa

United States: Institutional Review Board

Hydroxyzine Effects on Meal-Related Anxiety in Underweight Adolescents and Young Adults
- APilot Study

the Record Viewer or select View | Chartto The purpose oftis study isto determinethe ffectveness of hydoxyzine in the teatment of meal

return to the Chart, will improve meal-related anxiety compared to no hydroxyzine

Detailed Description

related anxiety in adolescents and young adults 8 to 25 years of age diagnosed with an eating

disorder who are underweight. The investigators want to find out if hydraxyzine given before meals

This study is a practiced-based pilot study in follow-up to cliical observations made by our treatment
team that hydroxyzine attenuates meal-related anxiety and improves treatment adherence in patients

For most databaSeS yOU haVe the Option to with a diagnosis of Anorexia Nervosa (AN) (e xcluding the amenarrhea criterion) or Eating Disorder

Not Otherwise Specified (EDNOS) specifically with low BMI (&%e= 18). To our knowledge,
hydroxyzine has never been formally investigated in treating meal-related anxiety and improving

view the related record on the publisher outcomes in patients with AN or EDNOS specifically with low BV (4%s= 16).

Overall Status
Terminated

website by selecting Why Stopped
View | Record on Publisher Website. oty 2012

Completion Date
Apil 2013 (Actual)

Primary Completion Date
Apil 2013 (Actual)

P
Due to unforseen recruiting difficulties, the study was closed

BizInt Smart Charts Drug Development Suite Version 4 is compatible
with Windows 7, Windows 8, Windows Vista, and Windows XP.
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Combining charts

Use File | Combine to combine charts from different

databases and sources into a single chart.

In Step 1, choose the key chart from the list
of all open chart files. In Step 2, choose the
charts to combine with the key chart.

In Step 3, edit the new chart title and select
your combine option. Select “Finish” to create
your combined chart.

Each visible row in the original charts will
appear in the combined chart; hidden rows
will not be included. A Database column
indicates the source of each record. Data in
columns with similar content are placed into
one column.

You can create combined clinical trials charts

or combined biomedical literature charts, but you

cannot combine trials with biomedical data.

Identifying Related Records

Under the Tools menu, use Generate Common
Trial IDs to help you identify related records in
your report.

Create Combined Chart Wizard
Step 1 - Select the Key Chart

=2 Hydroweine ICTRP)
B Hydrowpzine ICT,gov]

This wizard helps you ereale a chart
combining data from ciferent charts
Use Fie | Update if you wish to update &
chart with new information.

Next >

In Step 1, pou select the “Key Chart”
The Key Chart is used to define the inital
presentation of the combined chat

Cancel

Ll

In Step 2. you select the remaining
chats that vou wish to combine with the:

Create Combined Chart Wizard

Step 2 - Select charts to be combined:

|::

Key chart

T Hydiewzine (T gov) Hest >
Chats to be combined
< Back
Cancel
Help

Add >

L]

Create Combined Chart Wizard

Step 3 - Select options for new combined chart:

Chart file
Fiish
Hydory  Enler new chart lille
WHOTE |
Hydraszine (0T gov, ICTAP)
e e

Select the operation you would like to perform:

Cancel
Help

 Combine charts from different databases.
Buid 2 repart from diferent saurces, aligning common felds.
" Add additional results from same search.
Create one repart from resuls saved in several fles.
" Meige results fiom different search strategies.
Use the Flom Status column to see diferences in resuls.
" Combine without removing duplicates.
Useful for gene sequence charts from muliple queries.

Tools Options  Window Help
Statistics...

This tool matches clinical trial IDs between records
and creates a “Common Trial ID” column. If an NCT ID
is present, that will be chosen as the Common Trial ID.

Use the View | Sort command on these

Generate Common Trial IDs

Create Subtable from Columns
Compare Columns

u o
columns and check the “Alternate row PR e
hadi h . k h ” Trai T Conmor 0| wee | T ener | v e | Comionce | _eiment [ <)

shading when primary sort ey changes | e WHOICTRP | NTR1ETS Reauiing &
box to group related records together in s 25
your report. 2| oroaastna S0 A
Use Bizlnt smart charts Reference ROWS [ gzzmz:m::.‘.ﬁ:gmm NCT02374567 CiinicalTrials. Gov ﬁ;ﬁ;—éo]t;ﬁﬂ Reauiting f::“':;;f:ﬁ 2000 (Anticpated)
to create a single row summarizing related

[ | Prarmacovigilance in NCT02374567 'WHO ICTRP NCT02374567 Recruiting 2000
records (See page 8_) Gerontopsychiatric Pationts CAP2014

(| Corparing me e NCTOTTS686 WHOTCTRE— NCTOTS086  Reeuhiog




GlinicalTrials Gov: Dasatinib CT GOV 0ct2009. Aug 2011

Updating charts rmmn

Use File | Update to update reports with
new information. In Step 1, you select
the “older” chart to be updated; in Step 2,
select the chart with new information.

v
Neumea)

T Ponabni (24534 Reeing

A Row Status column appears in the .
updated chart and updated cells are
highlighted in blue.

For more information, see “Combining
& Updating Reports” at:
www.bizint.com/Tips.

T e
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(rtopaied)

h4

Customizing your report

Display Rows

Hiding and Moving Rows

T LT, The eifects of moming versus svening dase of hdiowpzne 50 ma £+

2 |CTAF Double-blind, randomised, four-wap crossover study to assess the &
3 NCT  Phamacoviglance in Gerontopsychiatic Patients

4 ICTAP Phamacoviglance in Gerontopsychiatic Patisnts

5 HCT  Does Preventive Analgesia Improve the Outcome of DemerolVistar
& 1T Comparing the Efficacy of Fregabalin and Hyeowyaine on the Anvie
7 ICTAP Comparing the Efficacy of Fregabalin and Hyrowyaing on the Anvi
8 NCT  Estimabe the Effisiency of the Association of an Inieclion of Ketamir
ICTHF Interaction Between Drug and Placebo EffectRandomized Placeby

Interaction Between Diug and Placebo EffectRandomized Placets
Effects of Levacetiizine and Hydioyzine on Cognitive and Psycho
Does Hydionyeine Decreass Aniety in Underweight Patients Disgr
Enteral Yersus Inttavenous Sedation in Ciiicaly Il Highisk ICU Fa
Levoostiieing Plus BedTime Hydrosyeine in the Management of Ct
Pain and Ansiety Management of Traumalic Emergency in a Pre-he
Frise en charge phamacoloiaue de l4€lankiété et de la douleur of
Hydiosyzine for the Prevention of Pruitus From Spinal Morphine in
POWS: Palonosetion/0ndansetron Opioid Withdrawal Study

A Myelosblative Condiioning Fiegimen and T otal Body Iradiation F—!
Newrasagnitive Functioring Fallowing The PROMETAA® Treatmer

Camparali Effectsof fupataring 10 mg. Hyclosgzine 50 mg and |

[l

[f

To hide rows, use Edit | Hide Row or de-select the rows E

on the View | Rows panel. You can select a range of el
rows and use Ctrl-H as a shortcut to hide the rows. g
Hidden rows will not appear in exported or printed g
reports. ¥
14
Use Edit | Move Row to move rows within the chart or E I
17
rearrange rows using the View | Rows panel. C
= o0
PP A [l
Changing Columns ‘” -
23 1ows,

23 selected ‘

Bl e

Apply

Select Al

Mz Up:

Move Down

Cancel

Help

To select and rearrange columns, select View |
Columns. On the left side, you will see
all the columns in your chart. Add the

Available Columns

Display Columns i

Selected Columns

COlUmnS yOU WISh to d|5p|ay to the g :3;2;.“ = _>_] Bilrt E::nn'\:::ehiallb
"t " . HCT - Amms Bizint Database
Selected Columns” panel at right. Drag Bl Tl ldontitior
Countries Overall Status
the column name or use the Up/Down 4R Dals besonpion =
buttons to rearrange the order of the e thet = -
Full Text Link ICTHF Source
columns. Gender

T Healthy Volunteers?
Inclusion Criteria
Interventions
Location Details
Maximum Age
Minimum Age
Mum. Locations
Num. Recuiting
Original Title
Overall Dfficial
HCT  Dversight

Adding User Columns

To add your own column, select Edit | Add |
Column. A new untitled column appears
on the right side of the chart. Double-
click on the column title to change the

I Show emply columns [2 columns)

10 colurns selected (of 47 in char]

onty | Cancel

HE

Do

Help

title.
You can change properties of columns
using View | Column Properties.
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Creating and Applying Chart Templates

You can create your own chart template by creating a chart you

Apply Chart Template

Select a chart template:

like, then saving this template using File | Save as Template. To apply a
new chart template, select View | Apply Template. There are separate
templates for each database and for combined charts.

Sorting Rows

To sort the rows, select View | Sort. You can sort
on multiple columns, in ascending or descending
order. Use the check box to control row shading.

Editing and Highlighting Text

You can edit text in any cell, including subcells. To
apply a yellow highlight to cells or rows, use Text |
Highlight Cells or Text | Highlight Rows. Turn highlight-
ing on and off using View | Enable Highlights.

You cannot apply a style (e.g. bold, italics, color)
to individual words or phrases in the chart or
records.

Changing Text Truncation

You can change the text truncation behavior (indicated by
[CONT.]) using Options | Text Truncation in cells. Changes to these

options affect new charts, but not existing charts.

Creating Simple Statistics

Campetiive Inteligence Tracking Chart

Summay Chait
o | Cancel | Help

Columns: Son Dider
#dims e Common Trial 1D
Acronym pdd > Sot
Biief Summary —I ol
Completion Date:
oo _Corca |
Countries
Detsied Desciption Help

Gendar

Healihy Valunleers?

Inchysion Cileria

Last Changed Date

Marimum Age

Minimum Age

Num, Locations =l

Drugs
Eligiiity Criteria Descending
Enrolimert =G|
Exolusion Crlteria

Full Text Link

¥ Altemate row shading when primary sort ke changes

Text Truncation Options

Large text blacks in

cells wil be truncated after a specifisd

To create a count of unique values in a column, select

Tools | Statistics and select a column (must be visible.) Statistics will be

saved in a .csv file for further processing in Excel.

Printing reports

:gmﬁaezsv:ﬁgiogi?gggs 1o these settings will apply ta
Tiuncate laige paragiaphs Cancel
£ Shorter (40 words)
& Defaul (~80 words) Help
£ Longer (160 wordk)
Coostom(* [ words]
© Mever tuncate
Indlicate tuncafion with:  [ICONT.1
A B
1 |Qverall Status _lCount
2 |Recruiting 13
3 |Completed 5
4 |Terminated 2
5 |Authorised 2
6 |Active, not recruiting 1

You can change the print settings under File | Page Setup. Under
scaling, you can specify that the chart fits on a specified number of

Page Setup

pages in width.

Use File | Print to print the chart and records. You can print
the current record, all records, or a range of records.

Use File | Print Preview to preview the appearance of a
printed chart.

Orientation

" Porlrait o

Sealng

© Adustte: 100

% nomal size

CRie [T pegesiwide € Plain ows separated by nes
I Print lines betwsen columns
Paper Size: | Letter - Margins
Top: |80 Left |28
Meastements: % inch em
Bottom: | 25 Right: [ 25"

=]

Printing
[ Pt first eolumn on each page
Landscape
[ Print o number on chart
[ Page break when main sort value changes
Style: © tltemating shaded rows |10% =
(% Alternate shading based on sor

sl | Help |




Distributing reports

To distribute your report, use File | Export and choose the appropriate Export Format.

Detailed information on export formats is available at:
www.bizint.com/Tips — “Distributing Reports”

Recommended Export Formats

* HTML (chart and records, chart only): creates an HTML file which

can be viewed in a browser.

* Word (chart and records, chart only): creates an HTML file with the

chart (and optionally the records and images) which is opened
in Microsoft Word. This format is good for reports which will be

distributed by email. You can also export the records only as an

RTF file.

Choose Export Format

Choose a file farmat for export

HTML. chart and records

Waord - chart and records

Word - chart only

‘whord - RTF, records only

Acrobat - chart and records
Acrobat - chart only

Excel - optimized HTHL, chart only
Exicel - HTML, chart and records
Excel - HTML, chart only

Excel - 5V, chart only

Tah delirmited - chart anly

ML Smart [rata Exchange - chart only
WantagePoint - Smart Charts Edition

o]

Concel | Hep

* Acrobat (chart and records, chart only): creates an HTML file which
is opened in Adobe Acrobat and can be saved as a PDF. This format is ideal for reports

containing images and for printing.

* Excel - optimized HTML (chart only): creates an HTML file which preserves most
formatting while creating only one row in Excel for each BizInt Smart Charts row. You can

also export in .CSV format for analysis in Excel.

HTML Export Options

You can specify the appearance of your exported HTML using
the HTML Export Options panel.

Under “Style”, you can select a stylesheet. The “BizInt Modern
Scaled” stylesheet will attempt to scale your report to fit the
width of the browser window.

One option under “Chart”is to include a link to the full record on
the publisher website; “Link” will appear under the row number
in the exported HTML.

Under “Records”you can choose to include the records (which
will be linked to the record title) and images in the records.

HTML Export Options )

*fou can control the format of the generated HTML using the
optians below,
~ Fage

¥ Includs link (after title]

Tenst: iPlinted repart

Link: |Hydrosyzine_Repart pdf File.

Style: [Bizlrt Modem Scaled - table scaled to window 7|

i~ Char

™ Split chart inta smaller HTML tables
v Convert UALs to links

¥ Include highlights

I Display subtables az a sinale cell

¥ Include links to publisher website

~Records
¥ Include records *
™| Include images in recards:

[* Distribution or publication of database records is subject

to the terms of your agreements with the database prowider.)

o]

Cancel Help




VantagePoint - Smart Charts Edition (VP-SCE)

VantagePoint - Smart Charts Edition (VP-SCE) is a customized version of VantagePoint designed for
use with BizInt Smart Charts. It provides tools for data cleanup, filtering and visualization.

Use Export | VantagePoint - Smart Charts Edition to send visible columns to VP-SCE for further processing.
Cleaned up and filtered data can then be returned to BizInt Smart Charts Drug Development Suite

as new columns.

For more information, see: www.bizint.com/vpsce or www.bizint.com/Cookbook

BizInt Smart Charts Reference Rows™

BizInt Smart Charts Reference Rows offers the ability to create a “reference row”— a single
row combining information from different sources. Related source records representing the
same clinical trial — based on the same Common Trial ID — are presented in a single row.

Trial Title Database Patient Population
1 Study to Determine the Efficacy 1.4 NCT | tink Subjects with moderate-
and Safety of ELS-M11in Acute  ooc------------ severe migraine
1.2 TROVE | tink

Migraine headaches. Subjects, ages
18-85, with a history of
episodic migraine for 21
year, meeting ICHD-Il w/o
aura. 42 randomized
patients (mean age 44;
83% female) had a total of
130 headache events

1.1 NCT 1.2 TROVE

Primary Endpoints. Countries B ETEE

Primary Outcome Measures
Percentage of patients who
experience pain relief 2
hours following the first
application of ELS-M11 [
Time Frame: 2 hours | [
Designated as safety issue:
Mo ] Pain relief (as defined
by a one point decrease on a

United States Phase 1/2

4 point pain intensity scale)
in subjects experiencing a
maoderate to severe migraine
headache, 2 hours after the
initial application of
ELS-M11.

1.2 TROVE

1.1 NCT 1.1 NCT

BizInt Smart Charts Reference Rows is a separate utility included with Bizlnt Smart Charts
Drug Development Suite. Use File | Send to Reference Rows to open your report in BizInt Smart

Charts Reference Rows.

For more information on using Reference Rows, see the BizInt Smart Charts Reference Rows

Mini Guide or go to www.bizint.com/tips

Software for

L. Business Intelligence

BizInt Smart Charts

Bizint Solutions, Inc.
1.714.289.1000
www.bizint.com

QUESTIONS OR SUGGESTIONS?

Please contact us at:

B4 support@bizint.com

83 1.714.289.1000 (8 am - 5 pm Pacific Time)
@ www.bizint.com

We are always pleased to hear from you
and will do our best to address your issues.

8 © 2018 BizInt Solutions, Inc. 01/2018




