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Overview

Introduction

DSI Reporting software was designed exclusively for DSI (Data Sciences
International) by Integrated Nonclinical Development Solutions, Inc. It is an option
within Ponemah that allows a User to generate individual listings, summary group
tables and graphs using data generated from the Ponemah application. The DSI
Reporting program will use data from the Ponemah Study databases as the data
source. DSI Reporting uses the data reduction information generated from Study;
derived data is not used.

DSI Reporting optimizes reporting of data collected by Ponemah Study by replacing
the commonly used paper and excel-based data consolidation, graphing, analysis and
reporting. The User only needs to acquire data from Study for it to be shown in DSI
Reporting GUI (graphical user interface). The DSI Reporting option will not work
with the any ASCII generated data files from the Ponemah application.

Installation

The DSI Reporting option is installed as an option when Ponemah is installed. The
DSI Reporting option is a separately purchased option. If it was not purchased, it
will not be available.

Getting Started

Overview

DSI Reporting is an option within Ponemah that allows the user to generate report
quality tables and graphs from data acquired the through Study module. The DSI

DSI Reporting
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Generate Reports

Tables and Graphing

From the DSI Reporting interface the user will select the desired study from the
pull-down arrow next to Study in the upper left-hand corner of the interface. The
contents of Element Setting window shows available study elements (subjects,
doses, parameters and days) present in the selected study. Chosen elements for
inclusion in the tables and graphs are marked with a checked box. By default, all
elements are selected for inclusion in the report (e.g., no filtering is applied).
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CDSI Re porting

Stu dy TestTox A
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DSI Reporting user interface
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Study

The Study pull-down arrow will list the Ponemah studies available for reporting on
the current workstation The selected study displays in the Study window.

DS Reporting

STUd}f |HatI:ar|:Ii|:-2 j Element Seftings ] S

Faul A
Beport Tel B stCardio Report Eleme

Hall Farme: B atCardio -

HGraph O gPTﬁtzg Table/Graph Popula
Hindividug Studpl2a_a i

HSurnman| Temp - Gender(s)
f#Surmmary ToxTest e
#Tables L zero b
id 10k docs

Standard Test, Tables, Graphs, Listing docs %

Profile  |[Defaul v save

Study pull-down menu

A study report is a Word document which is the result of applying selected study
data to a desired report template. The name of the study report Word document can
be specified by the end-user.

A report element is one of many different reporting components that can be included
in a study report. A report element identifies the desired layout and format for study
data. A report element can be an individual animal listing, a summary table, or a
graph, in several pre-defined formats. Filtering criteria (e.g., selection of all or a
subset of genders, animals, dose groups, parameters, and days) can be applied to any
or all report elements.
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Just below the Study window is the Report Templates menu.

C~DSI Reporting

Study

R atCardin

Feport Templates:

Hall Farmats, docx
RGraph Only.docs

Hindirvidual
HSurmrmary
HSurmnmary

Liztings [Stle 1] Only.docx
Tablesz [Style 1] Only. docs
Tables [Style 3] Only. docs

HT ables Listings and Graphs. docs

id10k docs

Standard Test, Tables, Graphs, Listing.docs b

Profile |Default j Save
Co
R epart Elements: &

The Report Templates menu allows the user to select an existing report template or

to add a user

-defined report template. A report template is a Word DOCX template

comprised of one or more report elements. The report template may also include

static textual

content interspersed with placeholders for study metadata. When a

report is generated from a template, data from the selected study populate the report
elements and study metadata, and static text is incorporated verbatim.

A given report template may be used with any study (although the static textual
content present in a particular template may not make sense for all studies). Report
characteristics set via the report template include margins, page size (i.e., letter,
legal, A4), and ordered report elements.

Report templates stored on a Network directory appear in the Report Templates
window in “blue” text.

C DS Reporting

Study

|SPTest -l

Beport Templates:

O mFilim

Y alidation -
Y alidation -
W alidation -
Yalidation -
W alidation -
" alidation -
Y alidation -
MetT emp.docs v

Filtering. docs ~
Faormatting. docs

General Tox Supplement. docs

General Toxdocx

Graphing. docs

Safety Pharm Supplement. docs

Safety Pharm.docy

[M1afz it - Save

Summary
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To access Network Templates click on the Options menu item.

CDSI Reporting E”§|E|

Tools Help

STUdy SPTest A Element Settings l Shudy Settings]
Report Element: #P3_Individual_Listing_Style 1#1# ‘

Report Templates: . -
T ahle/Grank Pranlatinn Freview

Select the Network Template Path sub-menu item.
- g et

Teols | Options | Help

Metwork Termplate Path

Text Elernent Export Options
Marker (Symboel) Order b

Using the Browser Dialog window, select the network path where the Network
Template file is stored.

Current Mebwark Path: 'HPONEMAHIDSI-R',

) a

[C5) APPLICATION_TOOLS

I Brochures

| Bug Reports

I ClesalesTraining_022010

I3 Sleveland training Files (Dillon)
I) Contracts

I PR

I DLza6

D3R

¢ |

[

| %

[ Make New Faolder ] [ ok { [ Cancel

Multiple predefined report templates have been provided with DSIR; user-defined
report templates can also be created. To differentiate predefined templates from
user-define templates, a naming convention has been established such that
predefined report templates begin with “#”. A given report template can be applied
to a number of studies or a report template can be created specifically for one-time
use with a single study.

Profile

The study profile, or simply the profile, is the collection of element settings across
all report elements in a template for a given study. The default profile includes all
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selections across all report elements for a given study (e.g., no filtering is applied).
The user can create a new profile by making filtering selections for one or more
element settings for any or all of the report elements.

When the default profile is modified, the user will be prompted to rename the profile.
The user is encouraged to name the profile in such a way as to help identify what
filtering criteria were specified. Selections made to the default profile will be applied
across all report elements in the report template. Any changes made to a non-default
profile will only be applied to the selected report element. Non-default profiles can
be deleted by left clicking on the Profile label.

Each predefined report template provided with DSIR includes a Profile Listing report
element. This report element will produce a listing of every filtering selection made
for each report element in the template and will provide documentation of what data
are included in the generated report.

Report Elements

The Report Elements window displays the elements associated with the selected
Report Template. Element settings refer to the filtering selections applied to a given
report element. Default element settings for each report element include no filtering
selections; that is, all available study data are included. However, the end user can
change default element settings so the resulting report component (table, listing or
graph) reflects the subset of data selected. Element selections include filtering on
genders, subjects, dose groups, parameters, and/or study days.

For example, a user may only want to generate a report on a subset of parameters or
a subset of study days. Perhaps the user wishes to generate a summary table after
eliminating an animal identified as an outlier. Instead of graphing group means, a
user may want to generate a graph displaying data for a single animal over time. In
each of these cases, the user can apply filtering selections to one or more report
elements so that the generated report reflects the desires subset of data.

Summary
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C~DSI Reporting

Sty d}r" FatCardiog

Beport Templates:
Hall Farmats. docs

|

RGraph Only. docs

Hindividual Listings [Style 1] Onlp.docs
HSurmmary Tables [Style 1] Only. docs
HSurmmary Tables [Style 3] Only. docs
#T ables Listings and Graphs. docx

id1 0t docs

Standard Test, Tables, Graphs, Listing. docs hal

Profile |Defaul ~| Save
Col
R epaort Elements: &

RBF3_Individual Lizting Shle 1814
HP3 Summary Stole 1H1#

HP3 Surnrnary Stole 381 #

P32 Graphlf

Report Elements window

A preview example of the highlighted Report Element displays within the Element
Settings tab. Previews of graphical report elements are representations of the actual
data, whereas previews of individual listings and summary tables are not.
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CDSI Re porting [Z| Elfgl
Tools  Options  Help

STUdy SPTest hd Element Settings l Study Settings]
- #P3_Summary_Style 3if1#
Eeport Templates: Repor‘t Eleme_nt - 7 t}' -
s NoreT Table/Graph Population Freview
ormats Mon-Tox.dock - ;
S Caurier Mew ~| |3 | 7 landscape % portrait
ﬁél{lanor:gngtosclox.docx Gender(s) v Males | J | J
#Individual Listing Mon-Tox. docx i Fema\.es
Hlndividual Listing T ox.docx [ Combined Smemary Table Type 3
#Summary Style 1.docx - .nu...q:: nlﬂﬂ;ln _
HSurmmary Style 3.docx obe and Female Smhissts
#T ables, Listings, Graphs Mon-T ox.docs [ [ Gender as Column
i Default - Save Subject(s) v 4460
Profile sy | [V 4
Aesor Elamante Copy cer v 4462 ’
epart Elements: Clear &1 [ 4465
H#P3_Individual_Listing_Style_1H#1# " |¥ 44EE f—
# H1# v 4468
#PB:F'arameter_D ecodeftl#
#P3 Profile_Listingt! # Dose(s) ¥ 0mgikg
[v 0.3 mg/ka .
Olearsl | |V 1moka
¥ 3magdkg
Parameter(s) [W Mum_0D Py
v Sps_1 Table Settings
Clear Al v Dia_2
¥ bean_3 v
DR Function Avg -
Dian(s) v 1
Generation Dptions :; g
7 GLP W Include Date/Time Footer " 4
¥ Include Data Reduction Function Footer
. ™ Report By Study Day
Output File Mame
C:A\Documents and Setting Browse . . .
W Include "Cantral Period"" Time Period
Generate Report

DSI Reporting user interface showing preview of Summary Style 3

Gender(s)

The Gender(s) window shows which gender(s) were present in the selected study
and allow the user to select which gender (or both genders) to include in the report.
By default, the subject gender is displayed in the report title; however, the user may
elect to include gender information as a column in the table by checking the Gender
as Column box. The user may choose to display summary data by gender and/or by
combined genders. The order the genders appear in the window and in the generated
report can be changed by dragging and dropping the selected group label.

Subject(s)

The Subject(s) list shows the test subjects that are configured for the current Study
Profile.

Dose(s)

The Dose(s) list shows the dose levels that are configured for the current Study
Profile.

Summary Generate Reports ¢ 9



Parameter(s)

The Parameter(s) list shows the parameters that are configured for the current Study
Profile.

DR Function

The DR Function displays the data reduction functions that are available from the
current Study. Only one DR function can be selected for each report element.

Day(s)

The Day(s) list shows the treatment days that are configured for the current Study.
When the Report By Study Day box is checked a table of data elements sorted by
day is generated and summary statistics are generated separately by study day
(instead of pooled across all study days).

Include “Control Period” Time Period

The Control Period can be excluded from the tables and graphs by deselecting the
check box.

Font & Page Layout

Located near the top of the Preview panel are windows for Font style and font size
selections. The user selects either Courier New or Lucida Console font styles in font
sizes from 8 to 12. The user can also select the page layout (landscape or portrait).
These selections are applied separately for each report element, so that it is possible,
for example, for a report to contain portrait-oriented tables and landscape-oriented
graphs.

10 e Generate Reports
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CDSI Reporting

Report Elements Graphs

Previews of graphical report elements are actual representations of the data.

Stu dy RatCardio A

Report Templates:

#All Formats -

#all Formats Tox.docx

#Graphs. docx

#lndividual Listing Mon-Tox. docx
Hlndividual Listing T ox.docx
#Summary Style 1.docx
#Summary Style 3.docx

#T ables, Listings, Graphs Mon-T ox.docs b

Profile  |Default - Save
Copy

Fieport Elements:

#P3 Individual Listing_Style_1H1#
#P3_Summary_Style_TH1#
S

#P_Parameter_D ecodef1#
#P3 Profile_Listingf14#

Generation Dptions
7 GLP W Include Date/Time Footer

[ Include Data Redustion Function Faater

Output File Mame

C:A\Documents and Setting Browse
Generate Report

EEX

Tools  Options
Element Settings l Study Settings]
Report Element: #P3_Graph#1#
T able/Graph Population Preview
Courier Mew ~| |a | " landscape % portrait
Gender(s) v Males | J | J
Sys_0 - Male
z00.00
r 1z20.00
(=}
. 160,00
Subject(s) [+ Fatl =
¥ Rat2 " 140,00
Select All ¥ Rat3 0.0
Clear Al ¥ Fatd -
——— |I¥ Rath & T T . . . P,
¥ Falt T T g g R
E‘e—‘ioq
DDSE!(S) [v High [3 mg/Ka] Sequential Time Interwals
v Low (0.3 mg/Ka]
Clear &1 W Mid (1 matg] & High (2 nwe/Hg) — Low (0.3 no/Ko
v “eh [0 mg/kg) e
Mid (1 my/Hy) B Veh (0 ug/Ey)
Farameters) [¥ Sys_0 ~
v Dia_1 Graphs
Clear &1 v Mean_2
¥ HR_3 v Header ‘
. Footer ‘
DR Function Line -
Preview | Flaot 1 El: of 9 Plat To Document
[REW] v 1 .
W 7 ' Awiz Hange
:: 12; vV Auto Calculate v Axis

™ Report By Study Day

W Include "Cantral Period"" Time Period

Buffer % 10 Wizualization Options
Y haxirmurm v harkers [ Reference Line
¥ Winimurn " StdErorBars [ Std Dewv Bars

Help

DSI Reporting user interface with graph thumbnail of actual study data

If any of the selections in the Table/Graph Population sections are changed, a
message similar to the following message will appear to indicate that the default

profile has been altered:

Mew Profile

Elernent "#P3_Graph#1#" in Prafile "Default” has changed.
The "Default” profile cannot change, would waou like create a new profile?

Selecting yes will enable the user to save the filtering changes as a separate profile.
The Profile window will display the newly created Profile, but the original Profile

Summary
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can also be selected using the Profile pull-down arrow. Selecting No will discard the
changes to the profile.

If any of the selections in the Table/Graph Population sections are changed in a non-
default profile, a message similar to the following message will appear:

Overwrite Profile

Elerment "#P3_Summary_Style_1#14" in Prafile "Test" has changed.
Would wou like to overwrite it?

Selecting yes will enable the user to save the filtering changes and overwrite the
previous profile selections. Selecting No will discard the changes to the profile.

If the user elects to create an addition new profile selecting the Copy button located
just beneath the Profile Save button will bring up the pop up user interface:

C~Select Profile Copy HName E|@|E|

Mew Profile Copy Name
|

s | Cancel |

A

The user can then create a new Profile Name containing the desired filtering
changes.

A profile can also be saved explicitly by selecting the Save button next to the profile
window. It is always a good idea to click on each report element and review the
selections in the Table Graph Population panel to ensure that the generated report
reflects the desired population. If the Profile Listing report element is included in
the report, it will identify what selections were made for each of the report elements
in the report.

12 e Generate Reports
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CDSI Re porting

Study |HatEardio ﬂ Element Settings |
Fieport Templates: Report Ele
fall Formats. docs
#Graph Only. docx 3 [EESCEE
findividual Listingz [Style 1) Only. docx Gender(s)

S ummary Tables (Style 1] Only.docs —
#Summary Tablez [Style 3] Only.docx
#T ables Liztings and Graphs. docx

jd 10k docs

Repaort Template. docx

Profile [Defa A D s

| Select Al

Clear &1
HP3 Summary Style TH1H# R
H#P3 Summary Styple 3H1H#
H#P3_Graph1#
Dose(s)
Clear &1

To preview the change(s) to the graph as a result of selecting or de-selecting Graph
Population elements the user must click on the Preview button located below the

graph to refresh its contents.

Graphz

Header |

Footer |

m’ Flot I‘I—:| of 4 Flot To Document
Y Axiz Range

v Auto Calculate ' Axis

Bufter %2 10 Yizualization Options
' baEximum v bdarkers

¢ Miniruem v Std Error Bars

[ Reference Line
=

Element Settings Graph controls
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Clicking the up/down arrow next to plot will change the plot displayed in the
preview window. A separate graph appears for each gender/parameter combination.

araphs
Header |

Footer |

Preview | Flat 1 13’ of 9 Plat Ta Dacument

' Axiz Range

v Auto Calculate &' Axis
Buffer > 10 Yizualization 0 ptions

" bdaimum v hdarkers | Reference Line
' binirum W Std ErrorBars [

Graph Header

Click in the Header box to activate the Header Information pop up user interface:

f:‘* Header Information El EWXI

[ Apply To&l Graphs Save Cancel |

A

From this interface the user can insert up to three lines of graph header text. Check
the Apply To All Graphs box and then Save to apply the header text to all
parameters for this report element. It is also possible to create and save a separate
header for each graphed parameter.

Graph Footer

Click in the Footer box to activate the Footer Information pop up user interface:

14 e Generate Reports

DSI Reporting



fﬁ Footer Information

[ Apply To Al Graphs Save Cancel |

A

From this interface the user can insert one to five lines of graph footer text. Check
the Apply To All Graphs box and then Save to apply the same footer text to all
parameters for this report element. It is also possible to create and save a separate
footer for each graphed parameter.

Plot

The Plot window shows the plot number being displayed in the Preview screen.
Choosing the up and down arrows next to the Plot window changes the parameter
being viewed. A separate plot appears for each parameter/gender combination (or
parameter/gender/day combination if “Report by Study Day” is selected)

Plot To Document

Selecting the Plot To Document button will insert the previewed graph into the
Word document at the cursor. This feature is useful if a single graph needs to be
regenerated (with altered header/footer information, with custom axes, or other
alteration) without regenerating the graphs for all parameters.

Graphz
Header |

Footer |

Preview | Flot 1 EI: of 9

Y Axiz Range

Flot To Document

W Auto Calculate ™ Axis

Bufter < 10 Yizualization Options

" b Eirmurm v hdarkers [ Reference Line
" binimurm W Sid ErrorBars [

Y Axis Range

By default the Auto Calculate Y Axis box is checked. De-selecting the Auto
Calculate Y Axis box allows the user to set the Y Maximum value and Y
Minimum value for the Y Axis used for the current parameter. By default, the

Summary Generate Reports o 15



minimum and maximum mean values present for the selected parameter appear in
the y-min and y-max boxes, so the user can specify a common y-min and y-max
value for a parameter across males and females. The Buffer % window allows the
user to specify the amount of white space above and below the min/max y-values.
The value in the Buffer % window can be changed by manually typing in a value.
To see the effect of the new Buffer % value on the graph click on the Preview
button.
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Visualization Options

By default the Show Markers box is checked which places a symbol at the mean
value for each time point.

Graphs
Header |

Footer |

Preview | Flot 1 3: of 9 Plat Tao Document

" Az Range

W Auto Calculate ' Axis

Buffer 24
" bdaimum
" bAinirnum

[ ptions

[ Reference Line

rror Bars |

De-selecting the Show Markers box removes the graph point markers and just
displays the graph lines. Selecting the Standard Error Bars box includes standard
error bars into the graph and disables the Standard Deviation Bars. Selecting the
Standard Deviation Bars box includes standard deviation bars into the graph and
disables the Standard Error Bars. The Reference Line option displays a horizontal
baseline for each dose group. Each dose group will show a horizontal line which
represents the parameter value at baseline, using the color of the corresponding dose
group.

Summary
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Graphing Options

Detailed graphical views can be obtained by double left clicking on the graph in the
preview window. A separate independent graph page will appear. From the graph
page it possible to edit the view and style of the data without impacting the graphical
image that appears in the report.

C Systolic Blood Pressure {(mmHg) - Male E”@@
BSE-S ) % EER

Systolic Blood Pressure i(nmHg) - Male

200,00
150,00
180.00
170.00

160,00

120.00

110,00

100,00

S0.00
aﬁ &G &G &G &G &G &G &G &G &G &G &G &G
‘S\Ed“iae U, Ueg Upg ey Uy Uiy, Uipg Btge g gy bra, Urag
Sequential Time Interwvals

& 0 ngsky —4— 0.3 ng/ky 4 1 nglkyg B 3 ngsky

Sample independent graph page

Placing the cursor over a point on the graph will display the numeric source of the
particular point.
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Placing the cursor on one of the legend points will highlight that particular dose on

the graph page:
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Right click on the graph title or axis label to change the label text by selecting Edit
title or the label color by selecting Text Color or the font size and style by selecting
Font.
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S
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v}

Zecuential Time Ii- =
[a]  Edi title

—# High (3 ng/Hg —#— Low (0.3 mo/Fg) —& Mid . Text Calgr  » =R (0 me/Eg

I Font... -

Along the top of the graph page is a series of icons which enable the user to further
edit the graph page. The icon functionality can also be activated by left clicking on a
symbol within the graph.
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C Systolic Blood Pressure (mmHg) - Male

BRI R 7 ¥ EEa
Smpstol:
Z00. a0
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The first icon Copy To Clipboard contains functions to save the graph page As a
Bitmap or As a Metafile or As Text (data only).

C Systolic Blood Pressure (m

;‘_“_;a B - |

s  As aBitmap

Az a Metafile
o As Text (data only)

The Print function is the second icon. This routes the graph page to available
printers.

The graph Gallery is the fourth icon which enables the user to change the style of
graph from styles like smooth line plots, bar graphs, symbol plots, etc..
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Sample of smooth line plot

22 e Generate Reports

DSI Reporting



G Systolic Blood Pressure (mmHg) - Male
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Sample bar graph
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Systolic Blood Pressure (mmHg) - Male
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Sample symbol plot
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The 3D/2D icon changes the graph from a 2 dimensional graph to a 3 dimensional
graph or back to a 2 dimensional graph.

- Systolic Blood Pressure (mmHg) - Male
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Sample of a 3 dimensional graph
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Three dimensional graph views can be rotated by selecting the Rotate View icon.

C Systolic Blond Pressure (mmHg) - Male
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3 e E P EAEE

Systolic Blood Pressure (mumHg) - Male
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Sequential Time Intervals
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Sample rotated view of 3 dimensional graph

Three dimensional graphs rotation around the Y axis is controlled using the Rotate
Around Y Axis icon.

C~Sys_0 - Male
? e E- EE[e) o

Three dimensional graphs rotation around the X axis is controlled using the Rotate
Around X Axis icon.
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CSys_0 - Male

RN R EI Y Eij'

Axis dimension can be altered by selecting the Clustered (Z-Axis) icon.

CSys_0 - Male
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Sample three dimensional graph with Clustered (Z-Axis)
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The Point Labels icon displays the numeric values of the graphical point.

C Systolic Blood Pressure (mmHg) - Male
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Sample graph with Points Labels selected.
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The Data Grid displays the numeric values of the graphical point in a table located
below the graph legend.

- Systolic Blood Pressure (mmHg) - Male
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- High (3 ng/HEg 1z0.EE 15497 122 46 13z.80 131.0%9 191.33 130,23
—#+— Low (0.3 mgs/Ey) 1z3.60 14073 12297 125,13 126,958 132,33 1z4.78
= Mid {1 mey/Ey) 114.30 14Z_ 49 12608 129.0Z 138.0Z 140,74 139,18
- Veh (0 mg/Eg) 114.91 122 51 12310 128.14 130. 28 128. 20 125.47

Sample graph with Data Grid selected.
Mouse over cells in the data grid to highlight corresponding graph data points.

Summary Generate Reports o 29



Selecting the Legend Box icon hides the graph legend. Selecting the Legend Box
icon a second time displays the graph legend.

C Systolic Blood Pressure (mmHg) - Male

The Zoom icon enables the user to select a portion of the graph and display that
portion of the graph.

ABC
oy

H]&

To enable Zoom select the Zoom icon then mouse to the portion of the graph to be
detailed
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Sample graph with Zoom area selected.
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Display of selected Zoom area:
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Finer detail can be achieved by mousing over desired region again. To return graph
page to its original format re-select the zoom icon.
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Selecting an area within a zoomed graphical display can display further detailed
graph:

o Sys_0 - Male

@RS ER R =1 EI NP

Sys 0 - Male

14500

146,00

140,00

138.00

132.00

s, ¥y, ¥y, ¥y,
2 din, dig, i
o, . Peg L LR
EA_J.
=3
o

Sequential Time Interwvals periods

& High (3 ng/Ha) —* Low (0.3 mo/Hy) —& Mid (1 my/Hy) B Veh (0 wmy/Hg) |

Selecting the Zoom icon a second time will restore a full graphical display.
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To display a Context Menu right click within any blank area of the graph box where
the data is displayed (do not click on the data).

sl Reporting |

Tools  Options  Help

Study  |SPTest hd Element Settings ] Study Setings |

Bl e Report Element: #P3_Graphi#tl#

WMikes templale d Table/Graph Population Presview
ikes ternplate. docx A - .
Repart Template. docx . T Gendet(s) W Maes |ED“”3'NEW j |S j " landscape  portrait
Standard Test, Tables, Graphs, Listing docy v Femal 1 3 - Mal
Test template. docx Emales ean_ ale

[~ Combined

Toolbar

docs b
- Save Subject(s) v 4460
[ 4461
Select Al
C v 4462
Report Elements: ﬁ o

Data Grid

Legend Box
Clear &1l v 4485 \
HP3_Parameter_Decoded# — |v 446k Gallery 3
#P3_Individual Listing Style TH1# v 4468

Calor [

HP3 Summary Style THIH
HP3 Surnmary Stule 3418
HE hi1#

oy, o, 4 (@l Edititle o,
¢ o1 3
HP3_Prafile_Listing#1# Dase(s) v Dmark

B,
ey i
2

A .
v 0.3mglkg #o Poirk Labels

Chasl | ¥ 1mokg Sememial TS TN b
v 3maiko

% 0 ngks % 0.3 mgsky & 1 wgs) @

Properties. .
Farameter(s) [ MNum_ 0 -
W Sys 1 = Graphs
Clear Al v Dia_2
W Mean_3 v Header |
X Footer |
DR Function g -
Preview ‘ Plot 7 :|: of 28 Plot Ta Document

DSI Reporting interface with Context Menu displayed

Selecting the Toolbar context menu item moves the toolbar menu to the top of the
graph thumbnail.
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Tools  Options  Help

Preview
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Graphs
Header |

It is possible to see in finer detailed graphs by using the Drill Down feature. To drill
down open an independent graph by double left clinking on the graph in the preview

window.
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Sample independent graph page

Double click on a dose name in the independent graph’s legend or any data point in
the graph. A new independent graph page will open displaying to individual data
points that make up the selected dose line. In the example below the 3 mg/kg dose

was selected:
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o Systolic Blood Pressure - Female - 3 mg/kg
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Drill Down graph page showing plots of the 3 animal’s individual data points constituting the 3 mg/kg dose.

It is possible to gain further detail pertaining to individual animals. From the drill
down graph page double click on a subject name in the graph legend or any data
point in the graph. Another independent graph page will open and display the
selected subject’s data points. In the example below subject 4468 was selected:

36 e Generate Reports DSI Reporting



C Systolic Blood Pressure - 4468 (mmHg) - Female
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Drill Down graph page showing plots of the 4 doses received to subject 4468.

The Advanced Graphing capabilities demonstrated can be disabled by selecting the
DSI Reporting Options menu item. From the sub-menu then select Graphing
Library sub-menu item and then select the Basic sub-menu item.

C~DSI Reporting |'L||E|E|
Tools | Options | Help
Metwork Template Path
STUdY SPTest j' e 3l ] Study E‘E“‘”QSW Text Element Export Options
SR Report Element: #P3_Graphit1#t Basic ¢ Graphing Lbrary |
] plates: . " -
Te lmd S T able/Graph Population Freview Advanced Profile Default Minimized
g3t docy n
Vslidatior, - Added T strplats docx e = e Courier New SR de et
“alidation - All Foimats A4 doci
Validation - Fitering. docs v Females Sys 1 - Female
Y alidation - Formatting, docx [~ Combined
Walidation - General Tox Supplement.docs 120. 00
Walidation - General Tox docx = - |
Walidation - Graphing.docx 5 r |
ren nn

DSI Reporting Options menu with Graphing Library sub-menu

Selecting the Basic option will permit the user to open independent graph pages but
disables the Drill Down capabilities. To regain access to the Drill Down capabilities

select Advanced for the Graphing Library sub-menu.

Study Settings

The second tab within the DSI Reporting interface is the Study Settings tab:
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sl Reporting

Stucly  |3PTest -

Report Templates:

Standard Text, Tables, Graphs, Listing. docx
Test template.docs

Test.docx

Testx docs

Yalidation - Added T e

Yalidation - All Formats

Walidation - Filtering. do
Walidation - Formatting. docx

Profile |Default - Save
Copy

Report Elements:
#P3 Parameter D el
H#P3_Individual Listing Style 1813
#P3_Summary Style 1H1#
H#P3_Summary Style 3H1#
#P3_Graphiilf
#P3_Profile_Listing#1#

Generation Options
7 GLP ¥ Include Date/Time Foater

™ Include Data Reduction Function Faater

Output File Mame

|C. "Diocuments and Settings\erico, Browse
Generate Report

Tools  Options  Help
Element Seftings  Study Settings
Study Level Settings
Study Title: Dase Drder
- 0 malkg
|Safely Phamacology Cardiowascular Study in Rats 0.3 mgskg
1 malkg
Test Article: 3 malkg
[EMPD 123
Lot/Unit: Species:
|L112—1D ‘F\at Wworkup Order
Corttrol Time Period Label
[Baseine
" Standard Devistion " Standard Errar
Parameter Table
Original Mame | Long Mame Short Mame | Units E:avgisiun yr:::?swom E'Ea;rsigﬁ =
» Mum_0 BF Cycle Count Mum 1] 0 1]
Sps 1 Systolic Blood Pressure | 575 mmHg 1 2 2
Dia_2 Diastolic Blood Pressure | D& mmHg 1 2 2
Mean_3 Mean Blood Pressure MEAN mmHg 2 3 3
HRA_4 Heart Rate HR bprn o 1 2
Mum_5 ECG Cycle Count MUK ECG 1] 0 1]
RR-_E RR Interval RR- ms 1 2 3
HR_7 Heart Rate ECG HR ECG bprn 1] 1 2 [
5T4.8 ST-Interval ST ms 2 3 4
LRS_9 QRS Interval GURS ms 2 3 4
FR-_10 PR-Interval PR ms 2 3 4 -
Sawe Farameters | Cancel Parameter Changes

DSI Reporting user interface Study Settings tab

This is where the user can control the Study Level Settings.

Study Title

Text box limited to 200 characters which are applied to the top of each page of the
study report tables, graphs and profile listing. The Study Title can be inserted into a
Report Template as a Report Element.

Test Article

Text box limited to 50 characters describing the compound being used which is
applied to the profile listing. The Test Article can be inserted into a Report Template
as a Report Element.

Lot/Unit

Text box limited to 50 characters describing the compound lot number or unit being
used which is applied to the profile listing. The Lot/Unit can be inserted into a
Report Template as a Report Element.

Species

Text box limited to 30 characters describing the test subject being used which is
applied to the profile listing. The Species can be inserted into a Report Template as a
Report Element.
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Control Time Period Label

By default the Control Time Period is labeled as “Control Period”. The user has the
option to change the Control Time Period Label by typing the desired text in the text
box. The text box is limited to 30 characters and is applied to tables and graphs.

Standard Deviation

Is a radio button selection which applies a standard deviation values () to the
summary tables. The Standard Deviation calculation used is the “n-1” formula for
sample populations:

S= > (x— %)
(n—1)

Standard Error

Is a radial button selection which applies a standard error values () to the summary
tables. The Standard Error calculation used is the standard deviation divided by
square root of the sample size:

5
SEs = —=

Dose Order

The Dose Order listed is in the window display is the order in which dose groups
will appear in the summary tables and graphs. The order the doses appear in the
window and the generated report can be changed by dragging and dropping the
selected group label.

Workup Order

The Workup Order listed is in the window display is the order in which workups
will appear in the summary tables and graphs. The order the workups appear in the
window and the generated report can be changed by dragging and dropping the
selected group label.

Save Settings

Selecting the Save Setting button preserves the user changes made in the Study
Level Settings display window.

Parameter Table

The Parameter Table enables the user to enter each parameter Long Name and
Short Name and parameter Units. By default the Long Name and Short Name is
populated with the same text found in the Original Name column and the Units
column is blank. This “naming” text and “units” text is used to populate Parameter
Decode table. The Short Name is used along with the Units (in parenthesis) as the
column heading for the individual listing tables and axis label for the graphs. The
Long Name and Units (in parenthesis) are listed in title header of the summary tables
and graphs.
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Numbers displayed in the Raw Precision column indicate the number of decimal
points used when reporting the acquired parameter data (Individual Listing tables).
The numbers in the Mean Precision column are the number of decimal points used
when reporting any mean parameter data (Summary Listing tables). The SD or SE
Precision sets the number of decimal points used when reporting standard deviation
values or standard error values (Summary Listing tables).

Generation Options

Located in the lower left hand corner of the DSI Reporting user interface are the
Generation Options.

Generation Options
[1GLP [] Include Date/Time Footer

[ ] Include Data Reduction Function Footer

Cutput File Mame
|C:'-.L|sers'-.Ducuments'-.Dl:ugF Browse

Generate Report Transfer Wiite Privledge

GLP Option

The GLP option locks-down contents of tables and listings to ensure that output
generated by the application cannot be modified. The user will still have the ability
to modify headers, footers and add comments.

Include Date/Time Footer Option
The Include Date/Time Footer option gives the user a means of time stamping
generated reports.

Include Data Reduction Function Footer Option

The Include Data Reduction Function Footer option gives the user a means of
displaying the Data Reduction data being reported on each table and graph page of
the report.

Browse

Enables the user to navigate to where the output from the generated report will be
placed.

Generate Report

Once all desired options and setting have been made the final step is selecting the
Generate Report button. This generates the tables, listings and graphs as specified
by the selections within the interface screen. The report will appear on screen and the
interface screen will close.

40 e Generate Reports

DSI Reporting



Export Options

The DSI Reporting database information can be exported to either a Microsoft Excel
file or tab delimited text file. To export DSI Reporting database information to
Excel, select the Tools menu item and then Export to Excel sub-menu.

CDSIRe porting

Tools | Options  Help

| Export ko Excel |

STUdy m it Element Settings l Study Setlings] Expart o txt
Report Element: #P3_Individual_Listing_Style 1414

T able/Graph Population Preview

Eeport Templates:

i - -| (v i
ﬁﬁ" FanitsTo dock Gender(s) ’W |E0uner Mew J |8 J landscape portrait
‘/D_j Hi9sts) - Bookl - Microsoft Excel -8 X
o T et R B Gman VED GO @ -7 x
;_ i’i:;y Calibri BTN i |- | SiwrapText General - ij ﬁ _’_;% E'- ? E\ 5::?5”'" - ﬁ ﬁ
" romaran | B2 0[50 A eneacoa |80 % o588 Gt fom co | e oo fom D e pres
Clipboard i Font i Alignment i Number i Styles Cells Editing
I AL -0 fe | subjectName
A 8 c D 3 F G H 1 J K L M N o [ Q R

1 Sub'ecm!_ﬁender GrouplD DoseName  DoseOrdeTestDay WORKUPT WorkUpO ColumniD Run Label  DRFuncticEndTime RealTime Sys 0 Dia_l  Mean 2 HR3 RR

2 Rat2 M 1 veh (0 mg/Kg) 3 1 0 23450002 TimPt0  Line 1:06:07 3/23/20069:08  143.27  109.49  124.15 52174

3 Rat2 M 1 Veh (0 mg/Kg) 3 1 1 23450002 TimPtl Line 1:16:07 3/23/2006 9:08 151,58  121.27  134.32  545.45
4 Rat2 M 1 Veh (0 mg/Kg) 3 1 2 23450002 TimPt2  Line 1:26:07 3/23/2006 9:08  119.74  87.763  103.83  387.1
5 Ratz M 1 veh (0 mg/Kg) 3 1 3 23450002 TimPt3 e 1:36:07 3/23/20069:08  140.73 11119  124.62 46154

6 Rat2 M 1 veh (0 mg/Kg) 3 1 4 23450002 TimPt4  Line 1:46:07 3/23/20069:08 126,28  93.606  108.76  363.64

7 Rat2 M 1 Veh (0 mg/Kg) 3 1 5 23450002 TimPt5  Line 1:56:07 3/23/20069:08 134,58  102.85  116.93 400
8 Rat2 M 1 Veh (0 mg/Kg) 3 1 6 23450002 TimPt6  Line 2:06:07 3/23/20069:08 1358  105.43  119.01 413.79
9 Rat2 M 1 Veh (0 mg/Kg) 3 1 7 23450002 TimPt7  Line 2:36:07 3/23/20069:08  113.44 82437  96.273  342.86
10 |Rat2 M 1 Veh (0 mg/Kg) 3 1 8 23450002 TimPte  Line 3:06:07 3/23/20069:08 12545 94156  108.99  333.33
11 Rat2 M 1 Veh (0 mg/Kg) 3 1 9 23450002 TimPta  Line 3:36:07 3/23/20069:08  112.34 85156  102.99  333.33
12 Rat2 M 1 veh (0 mg/Kg) 3 1 10 23450002 TimPt10 Line 4:06:07 3/23/20069:08 12023 92065  104.24  342.86
13 Rat2 M 1 Veh (0 mg/Kg) 3 1 11 23450002 TimPtll Line 4:36:07 3/23/20069:08 14225  108.06  124.21  352.94
14 Rat2 M 2 Low (0.3 mg/Kg 1 7 0 23450004 TimPt0 e 1:09:16 3/27/20069:12  158.93  127.36  138.66  555.56
15 |Rat2 M 2 Low (0.3 mg/Kg 1 7 1 23450004 TimPtl Line 1:19:16 3/27/20069:12 15145  119.88  133.06  517.24
16 Rat2 M 2 Low (0.3 mg/Ke 1 7 2 23450004 TimPt2  Line 1:29:16 3/27/20069:12  124.83  97.375  110.64  394.74
17 |Rat2 M 2 Low (0.3 mg/Ke 1 7 3 23450004 TimPt3  Line 1:39:16 3/27/2006 9:12  128.27  100.27  113.24  416.67
18 Rat2 M 2 Low (0.3 mg/Ke 1 7 4 23450004 TimPtd  Line 1:49:16 3/27/20069:12 14428 112.02  127.33 375
19 Rat2 M 2 Low (0.3 mg/Kg 1 7 5 23450004 TimPtS  Line 1:59:16 3/27/20069:12  123.13  98.81 108.01  357.14
20 |Rat2 M 2 Low (0.3 mg/Kg 1 7 6 23450004 TIMPt6  Line 2:09:16 3/27/20069:12 13146 10279  115.44  340.91
21 |Rat2 M 2 Low (0.3 mg/Kg 1 7 7 23450004 TimPt7  Line 2:39:16 3/27/20069:12  126.35  96.506  109.35  340.91
22 Rat2 M 2 Low (0.3 mg/Kg 1 7 8 23450004 TimPtg  Line 3:09:16 3/27/20069:12  119.26  93.011 104 34091
23 Rat2 M 2 Low (0.3 mg/Kg 1 7 9 23450004 TimPt9  Line 3:39:16 3/27/20069:12  120.95  92.263  104.94  326.09
24 |Rat2 M 2 Low (0.3 mg/Kg 1 7 10 23450004 TimPt10 Line 4:09:16 3/27/20069:12  114.07 §7.9  99.149  319.15
25 Rat2 M 2 Low (0.3 mg/Kg 1 7 11 23450004 TimPtll Line 4:3%:16 3/27/20069:12 11753 89746  102.33 3125
26 Rat2 M 3 Mid (1 mg/Kg) 2 14 0 23450006 TimPt0  Line 1:05:27 3/30/2006 9:19 15118 117.53  133.94 500
27 |Rat2 M 3 Mid (1 mg/Kg) 2 14 1 23450006 TimPtl Line 1:15:27 3/30/2006 9:19  139.05  109.52 12576 375
4 4 » ¥ | RatCardio /Sheet2 ~“Sheet3 “¥J [ I

Ready

Sample database information export to Excel
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The File Export Settings window displays the options for exporting data to a text
file.

C File Export Settings E@

DSIR Test Export Seftings

Qutput Path

C:\Documents and SettingshencasMy Documents| Browse
Foat Filename  |D31A

Dynamic Mame Options Farmat Options

[ Study In Filename Field Delirniters .

[ Date In Filename

[~ “whork Station In Filename

To access the File Export Settings window select the Options menu item and then
click on the Text Element Export Options. Then to export DSI Reporting database
information to a text file select the Tools menu item and then Export to .tex sub-
menu. Selection of the DSI Reporting menu and sub-menu items can alternatively be
performed by holding down the ‘alt’ key and the then the key underlined for the DSI
Reporting menu item.

To decrease the first time loading time of very large datasets select the Profile
Defaults Minimized option. The Default setting for loading studies is all
parameters, all genders and all subjects chosen. The Profile Defaults Minimized
option loads studies with only the first parameter and the fist subject selected.
Profile Defaults Minimized is a sub-menu item under the Options menu.

I

Ll Graphing Library

Tools | Options | Help
~

Metwork Template Path —
Text Element Export Options

Profile Default Minimized

ﬂr‘

Dame Tabla
Indiwidusl Animsl Listing

sderane (o porbrait

‘When a study is loaded For the First time, if this option is checked,
use only the first Parameter, and first Subject instead of the default of all Parameters, and all Subjects.

Timsa
Bal Day Intecval (=6 H3)  (Ee'Hg)  (EmCHE) (=S Ha)

BYE LA HERE HE
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Layout of Information

Introduction

The output from DSI Reporting appear in the Summary window is configured in a
specific way. The following information indicates the layout of each different
configuration.

Individual Summary
Below is an example of an Individual Listing Style 1.

Features of this format:
Single animal, multiple parameter view
Landscape or portrait orientation
Customizable page header, table footer, and
page footer
Repeated fields suppressed (e.g., dose,
animal, day)
Ability to specify # decimal places by parameter (as set via the parameter table)
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S5PTest: Safety Pharmacology Cardowvascular Study im Rats

Individunal Animal Listing - Male

(UAT-1.0-01 Part 1)

5%5 OIn MERN HE_EBP

Animal Dose Day Time NUMEF  (mmHg) (mmHg) (mmHg} (bpm)
4480 0 mg/kg 4 HourO 45300 128.11 102.37 113.580 358.83
Hourl 2442 113_.3% S0.5€ 101.0%0 323.54
Hour2 87177 11g.8% S2.22 104.140 2312.24
Hour3 5815 115.04 31.52 104_0e0 310.81
Hourd 24727 115_55%5 31.e2 104_Z10 315_20
Hours 43373 118.77 25.51 102.500 310.87
Hourée €28e0 121.12 31.22 104.530 324_ g8
Hour7 82032 118.0% 28.13 101.770 315.5%5
Hourf 2488 125.89 94_80 10%.030 340.51
Hours Z24g88 124_&4 33.57 108_.120 3€5.5%5
Hourld 4&575 12501 33.54 108_.050 3&4_80
Hourll €5358 1Z2&_31 95_25 109%_410 380.37
HourlZ 53458 1Z35_55 37.3& 112_050 401_.&7
Hourl3d 15435 123.03 30.59% 105.5%0 3&85_&0
Hourléd 7532 125.71 33.0e 107.8e0 3e88_28
Hourls 55535 1Z4_T& 31.45 10&_.2Z50 3€&.7Z
Hourle B8217& 1Z8_00 3417 10%_4e0 377.3%5
Hourl7 4385 128.1% 34_3& 10%_€e0 385_8¢
Hourl® 257824 1Z27.0& 93.2% 108.5€0 35&.52
Hourl5 473%8& 128_82 54_.11 10%.850 370.05
HourZ €5&5%% 1Z&_.Te 35.04 10%_.3&0 3el_88
HourZl BE8222 1l0.&2 23.51 95.307 3208.72
HourZZ £348 1lle.41 87.52 100_.240 31Z_08
HourZ3d 255%3 1l1&_Z0 28_.44 100_.£40 310.74
HourZ4 385€1 124_51 94_07 107_.780 33Z_.88
0.3 mg/kg 3 Hour0 354z2¢ 132.03 107.2% 117.e70 320.2%
Hourl 57050 143_38 11€.€5 128_380 253.73
Hourz 75436 127_.1Z 102.5%& 113_480 30&.44
Hour3 53507 123_.&4 100.05 110.240 301.18
Hour4 11007 122_34 35_22 10%.120 251_&s
Hours 28581 117.&Z 35.53 104.8%0 295Z_5&
Hourée 45751 118._40 52.80 103.730 28&.51
Hour7 £l1443 121_8& 34_.51 10&.330 2Zel_&3
Hourf g010e 128_32 104.03 114_&00 310.55
Hours 95832 12Z5.71 S8_.23 110_.Z80 325_44
Hourld 15&15% 11&_81 S0.81 102_Z210 333.10
Hourll 35828 118_30 34.51 104.5&0 33c.81
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Individual Summary General Toxicology (Tox)
Study Design

Below is an example of an Individual Listing Style 1 General Toxicology.

Features of this format:

Single parameter, multiple animal view

Landscape or portrait orientation

Optionally include summary statistics

Customizable page header, table
footer, and page footer

Ability to suppress repeated fields
(e.g., dose)

Ability to specify # decimal places

DogTox: ECG Parameters in General Tox Dog Study (UAT-1.0-02)
Individual Animal Listing

Dose Gender Animal Day Time RR-I HR R-H P-H QRS11 PR-I QT-I
low Male Dogl 1 Analysis-0 270.20 57.100 0.9 0.1 25.0 48.5 105.5
3 Analysis-0 612.80 99.150 0.7 0.2 49.8 107.2 209.2
7 Analysis-0 500.05 121.150 1.6 0.3 51.8 93.8 201.2
15 Analysis-0 612.80 99.150 0.7 0.2 49.8 107.2 209.2
Female Dog2 1 Analysis-0 277.10 56.050 0.9 0.1 24.9 48.7 107.6
3 Analysis-0 633.50 95.500 0.7 0.2 49.8 112.0 209.7
7 Analysis-0 500.05 121.150 1.6 0.3 51.8 93.8 201.2
15 Analysis-0 633.50 95.500 0.7 0.2 49.8 112.0 209.7
mid Male Dog3 1 Analysis-0 270.80 57.300 0.9 0.1 25.0 48.1 105.3
3 Analysis-0 503.25 120.550 1.6 0.3 55.0 99.0 208.5
7 Analysis-0 597.05 103.550 1.3 0.3 50.4 99.8 221.9
15 Analysis-0 642.80 96.350 1.9 0.4 51.2 93.4 221.2
Female Dog4 1 Analysis-0 270.80 57.300 0.9 0.1 25.0 48.1 105.3
3 Analysis-0 500.05 121.150 1.6 0.3 51.8 93.8 201.2
7 Analysis-0 566.90 108.050 1.4 0.3 50.5 98.9 224.6
15 Analysis-0 612.35 100.350 1.9 0.3 50.3 92.3 221.4
high Male Dog5 1 Analysis-0 270.80 57.300 0.9 0.1 25.0 48.1 105.3
3 Analysis-0 633.50 95.500 0.7 0.2 49.8 112.0 209.7
7 Analysis-0 549.80 111.450 1.5 0.3 50.2 98.8 228.4
15 Analysis-0 623.05 100.200 1.4 0.3 49.8 99.7 222.4
Female Dog6 1 Analysis-0 270.80 57.300 0.9 0.1 25.0 48.1 105.3
3 Analysis-0 636.75 95.000 0.7 0.2 50.4 109.8 210.0
7 Analysis-0 554.80 111.950 1.5 0.3 52.3 98.8 223.4
15 Analysis-0 584.55 105.650 1.3 0.3 49.8 99.9 220.7

Generated On: Tuesday, October 07, 2008 9:15 AM
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Group Summary
Below is an example of a Group Summary Style 1.

Features of this format:
Single parameter view
Landscape or portrait orientation
Customizable page header, table footer, and
page footer
Ability to suppress repeated fields (e.g., day)
Ability to specify # decimal places
Alternatively - Gender as column rather than in header

SPTest: Safety Pharmacology Cardiovascular Study in Rats (UAT-1.0-08)
Mean Blood Pressure (mmHg) - Male
Group Summary Statistics
Time 3 mg/kg 1 mg/kg 0.3 mg/kg 0 mg/kg
Hour0 (3) 165.2333 #5.1220 (3) 118.4147 #13.0297 (3) 117.3733 *0.9384 (3) 117.6267 *2.1102
Hourl (3) 141.5667 *6.0194 (3) 119.1850 +15.6944 (3) 118.3367 +5.0338 (3) 105.8467 +4.2425
Hour2 (3) 123.7900 *6.6966 (3) 108.8777 +18.3974 (3) 112.0133 *1.8543 (3) 103.9367 +0.3142
Hour3 (3) 114.2167 *#3.7166 (3) 105.3850 *10.8056 (3) 107.4100 *2.0110 (3) 104.8567 *0.4208
Hour4 (3) 107.4100 *2.0777 (3) 103.2780 * 8.3762 (3) 106.3600 *2.1608 (3) 107.5333 *2.2105

Hour5 (3) 96.8850 *2.0838 (3) 96.0820 +10.1879 (3) 102.0580 *2.8070 (3) 104.3933 +0.7584
Hour6 (3) 91.9390 *3.8468 (3) 98.4937 + 4.5397 (3) 104.9833 *0.9214 (3) 104.8333 +1.0432
Hour7 (3) 88.7190 *#4.6931 (3) 101.2330 + 3.9600 (3) 106.5433 *1.2459 (3) 107.4633 +2.9367
Hour8 (3) 86.8483 *5.4070 (3) 99.2473 + 7.2291 (3) 109.5500 *3.3093 (3) 107.0933 +1.9467
Hour9 (3) 88.1113 *#5.1451 (3) 99.3040 + 8.4806 (3) 108.4033 *0.9581 (3) 113.5400 *2.7605
Hourl0 (3) 90.5410 *4.8363 (3) 100.7330 + 6.6652 (3) 104.3700 *1.8073 (3) 109.1000 *0.6504
Hourll (3) 92.7910 %#6.2697 (3) 103.4553 + 6.5902 (3) 106.3800 *2.3005 (3) 112.4800 +1.5351
Hourl2 (3) 96.6953 *#6.1777 (3) 105.7960 + 5.8531 (3) 106.0267 *1.7119 (3) 112.9400 +0.5054
Hourl3 (3) 98.6460 *3.5266 (3) 103.2687 + 5.2381 (3) 111.8933 *1.5207 (3) 109.3500 *2.3914
Hourl4 (3) 101.8633 *1.1383 (3) 99.6027 + 6.0414 (3) 108.3767 *4.5583 (3) 112.9100 *2.6977
Hourl5 (3) 103.7733 #2.2826 (3) 100.8080 + 6.0106 (3) 109.7867 *1.6692 (3) 108.6733 +1.9269
Hourl6é (3) 102.4567 *1.1795 (3) 105.7957 + 7.6302 (3) 109.5433 *1.6379 (3) 110.3900 +0.7572
Hourl7 (3) 100.1347 #1.2261 (3) 102.1620 +* 5.0666 (3) 112.3867 *1.9499 (3) 110.6000 *1.6116
Hourl8 (3) 96.9047 *1.0983 (3) 102.8847 + 9.6538 (3) 110.6400 *0.2401 (3) 112.0400 *1.7524
Hourl9 (3) 98.9190 #1.8975 (3) 107.1207 + 8.3994 (3) 113.3967 *2.3034 (3) 112.1333 $1.7754
Hour20 (3) 98.2980 #1.1016 (3) 105.7323 + 7.7537 (3) 110.3833 *2.5432 (3) 112.8500 *1.7702
Hour21l (3) 97.5773 #1.9870 (3) 96.6903 + 5.8647 (3) 103.5167 *0.7021 (3) 99.6490 +2.3166
Hour22 (3) 95.1783 #2.7701 (3) 93.8713 #10.2613 (3) 103.2600 *1.6028 (3) 102.9300 *2.3677
Hour23 (3) 103.5253 #1.9037 (3) 99.0863 + 6.8015 (3) 105.7733 *2.4578 (3) 105.1867 +2.4051
Hour24 (2) 103.0540 *#4.2360 (3) 89.3617 +14.7458 (3) 107.4980 *5.0561 (3) 106.0200 +2.0152

Summary Statistics: (Number of Animals) Group Mean * Standard Error
Generated On: Monday, September 29, 2008 10:18 AM

46 e Layout of Information DSI Reporting



Group Summary
Below is an example of a Group Summary Style 3.

Features of this format:
Multiple parameter view
Landscape or portrait orientation
Customizable page header, table footer, and
page footer
Ability to suppress repeated fields (e.g., day)
Ability to specify # decimal places
Alternatively - Gender as column rather than in header

SPTest: Cardiovascular Study in Rats with Formatting (UAT-1.0-05)
Group Summary Statistics - Male

RR-I HR ECG ST-I
Time Dose (ms) (bpm) (ms)
Hour0 O mg/kg (3) 152.97 + 8.30 (3) 394.53 #21.211 (3) 75.998 * 8.315
0.3 mg/kg (3) 171.41 * 9.95 (3) 352.35 *19.877 (3) 86.873 * 6.523
1 mg/kg (3) 171.86 + 5.50 (3) 349.81 *10.856 (3) 83.351 * 1.603
3 mg/kg (3) 256.51 +30.82 (3) 240.34 *26.885 (3) 94.064 *15.629
Hourl 0 mg/kg (3) 171.10 = 7.98 (3) 352.15 #15.930 (3) 82.352 * 7.490
0.3 mg/kg (3) 195.44 *11.74 (3) 309.36 *19.686 (3) 100.577 * 5.473
1 mg/kg (3) 206.20 *15.60 (3) 294.38 *22.531 (3) 94.872 + 2.528
3 mg/kg (3) 236.84 +21.20 (3) 257.87 *25.339 (3) 100.342 *15.532
Hour2 0 mg/kg (3) 185.18 + 6.62 (3) 324.83 *11.665 (3) 88.712 * 7.671
0.3 mg/kg (3) 194.58 + 8.37 (3) 309.52 *13.477 (3) 99.194 * 2.935
1 mg/kg (3) 197.02 +11.08 (3) 306.44 *16.984 (3) 103.084 * 6.070
3 mg/kg (3) 219.21 *16.72 (3) 277.19 *22.885 (3) 95.211 *15.280
Hour3 0 mg/kg (3) 210.53 +20.56 (3) 290.05 *25.909 (3) 90.784 * 5.439
0.3 mg/kg (3) 198.31 + 6.80 (3) 303.27 #10.483 (3) 101.722 * 1.372
1 mg/kg (3) 218.10 *11.59 (3) 276.72 *15.236 (3) 104.543 * 5.895
3 mg/kg (3) 221.44 *18.64 (3) 275.22 *25.282 (3) 93.247 *13.326
Hour4 0 mg/kg (3) 192.84 *10.75 (3) 313.14 #17.997 (3) 88.637 * 4.265
0.3 mg/kg (3) 197.96 + 6.59 (3) 303.79 *10.447 (3) 102.253 * 2.222
1 mg/kg (3) 198.52 + 9.41 (3) 303.56 *13.874 (3) 103.262 * 6.409
3 mg/kg (3) 230.23 +24.16 (3) 267.07 *¥30.790 (3) 86.900 * 9.758
Hour5 0 mg/kg (3) 209.02 *21.35 (3) 292.71 *#27.787 (3) 91.169 * 5.785
0.3 mg/kg (3) 200.81 * 5.67 (3) 299.27 * 8.677 (3) 103.953 * 1.751
1 mg/kg (3) 204.01 + 6.50 (3) 294.69 * 9.325 (3) 103.828 * 5.813
3 mg/kg (3) 229.87 *26.42 (3) 267.92 *30.253 (3) 93.083 *15.647
Hour6 0 mg/kg (3) 189.73 + 4.45 (3) 316.59 * 7.551 (3) 91.296 * 3.875
0.3 mg/kg (3) 197.26 * 9.80 (3) 305.75 *15.904 (3) 98.614 * 1.774
1 mg/kg (3) 194.35 + 7.69 (3) 309.71 #12.543 (3) 99.307 * 3.170
3 mg/kg (3) 228.88 +28.70 (3) 269.72 *30.195 (3) 94.347 *12.350
Hour7 0 mg/kg (3) 184.22 +16.52 (3) 330.75 *28.204 (3) 87.162 * 6.955
0.3 mg/kg (3) 203.11 +21.03 (3) 301.74 *30.713 (3) 96.356 * 2.965
1 mg/kg (3) 186.95 + 8.98 (3) 322.47 *#15.922 (3) 95.925 * 2.925
3 mg/kg (3) 223.60 +22.42 (3) 273.33 #24.903 (3) 91.958 *13.626
Hour8 0 mg/kg (3) 195.64 +20.01 (3) 312.64 *29.070 (3) 86.547 * 5.149
0.3 mg/kg (3) 184.15 + 8.94 (3) 327.37 *16.020 (3) 93.296 * 1.828
1 mg/kg (3) 183.75 * 6.00 (3) 327.22 *#10.587 (3) 92.807 * 1.169
3 mg/kg (3) 224.43 +18.82 (3) 270.87 *20.990 (3) 92.932 +14.596
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DSI Reporting software was designed exclusively for DSI by Integrated Nonclinical Development Solutions, Inc.
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Product Issue Report

Product Issue Report Form

Sales Person:

Customer Name:

Company:

Address:

Phone Number:

Email Address:

Ponemah Version (including Service Pack):

Serial Number:

Priority:

Date:

Hardware:

Status of issue (check one)

[] Unreproduced [] Reproduced

[1 Needs repair  [] As intended

Computer hardware/software

Brand/Model:
CPU Speed:
RAM:
Operating System (including Service Pack):
Networked
[1Yes []No

Issue:

Steps to Repeat

SummaryDSI Reporting software was designed exclusively for DSI by Integrated Nonclinical Development Solutions, Inc. e 4

C



Feature Request

Feature Request Form

Sales Person:

Customer Name:

Company:

Address:

Phone Number:

Email Address:

Ponemah Version (including Service Pack):

Serial Number:

Priority:

Date:

Hardware:

Feature (check one)

[1 Unevaluated [1 Pending

[1 Implement [1 Already Exists

Description:

50 e Feature Request
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