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Introduction

Study Characteristics

This tutorial manual runs through typical configurations of different studies. Each
type of study is configured for either running on one P3 Plus workstation or multiple
P3 Plus workstations. For these cases we have a tox study and a non tox study which
simply serve as guidelines for configuring the studies and does not necessarily depict
specific experimental designs. Below are general definitions of each type of study.

e TOX Study typical characteristics

o

Only one test subject at a time per analysis period is collected and
analyzed. Each test subject is collected in a serial fashion. (Ex.An
acute TOX ECG study).

Short data collections and analysis periods to get a single data
point.

Multiple workups - allows the user to collect and analyze data for a
subject, remove the subject, add the next subject, analyze data, etc.
and then, for example, 2 hours later repeat the same process.

Once dose days start, the same test subject always gets the same
dose.

e Non-TOX Study typical characteristics

o

@)

Multiple test subjects can be collected and analyzed at one time.

Typically longer collection and analysis periods (Ex. 24 hour for a
telemetry setup, OpenART or JET).).

Once dose days start, each test subject gets each dose. Typically
this would be suitable for Latin Square and Escalation studies.

Study Tutorial Manual
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Tutorial for Tox Study

Introduction

This section will run through creating a tox study. The general outline will include:
e  Creation of a protocol file
e  Creation of the study

e  Copying the setup to multiple P3 Plus workstations (not needed when
running on one P3 Plus workstation)

¢  Running the acquisitions

e  Backing up the study data to the main P3 Plus workstation (not needed
when running on one P3 Plus workstation)

This tox based study will be configured for 45 subjects, 5 study groups, 4 days, and 2
workups per day.

Creation of a Protocol File

The first part of the tutorial will be to create the protocol file used. Once P3 Plus is
started, open the PPP3 Setup dialog and select the Channel Input Setup
configuration.

For this configuration, the user needs to set up the channels that will be used. In this
case, we will be setting up a multi lead ECG configuration. Inputs 1 through 7 will
be used. The following leads configured are Lead I, Lead Il, Lead Ill, aVR, aVL,
aVF, and V6. The Units for the channels being used were also modified. The results
are shown below. Also, make sure that only Group A is used.
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PPP3 Setup - Channel Input Setup

FPP3 Setup Channel Input Setup
Channel Input Setup; Irput |Anal_l,lsis | Label | Uriits | Group |F'recisi0n | »
Template Setup
Groups 1 ECG Leadl o A 00.00
Events 2 ECG Lead Il i & 00.00
Digital Display Setup =
Alarm Setup 3 ECG Lead lll o A 00.00
Experimental Protocol Header 4 ECG awh v & 00.00
Print RaAYW Data Setup
Daka Reduction Setup 5 ECG vl i A 00.00
Graph Setup E ECG awF i A 00.00
Recarder
Binary Data Convert ! ECG v uld A 00.00
Settings g DIS
‘Writer g oIS
[raka Parser Setup
10 bIs
1Al bIs
12 bIs
13 bIs
14 QIS
15 DIs
16 DIs
17 DIs
18 DIs At
(n] 4 | Cancel | Apply |

From here the derived parameters that are needed can be set up. Select every input
that will be used, right click on one of the selected channels, and select Derived
Parameters. Select the required derived parameters, as shown below.
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PPP3 Setup - Channel Input Setup

PFPP3 Setup Channel lnput Setup
?:;';T;ggitﬁset”p Input Anal_l,Jsis | Label | Unitz | Group | Precizion | Al
Groups O T
Events
Digital Display Setup
Alarm Setup
Experimental Prokocol Header
Print RAW Data Setup
Data Reduction Setup
Graph Setup E  Derived Parameters
Recorder >
Binary Data Convert Tierioes Brmmsias Derived Parameters Standard Deviations 0K
Settings 5 Aralyss Moduls; ECG -
Writer 3 | [Fothannels Select Al Selectal | Cncel|
Data Parser Setup
108 |channel 1 (Leadl] [l & [INum A
11 Channel 2 [Lead 1] [wIRR- [IRR
Channel 3 (Lead 1] vHE HR
12 | |Channel 4 [24R) H_H EH_H
13 Channel & [avL) = =
Channel 6 [a/F] LiP-H iy
14 | |Channel 7 [vE] CIT-H CITH
15 [C1T-HH [C1T-HH
18 15T 15T
[15T-E [15T-E
17 WIORs CIoRs
18 PR PR
[WIQT- [CIETH
[]0aT b’ [10aT v

It is recommended to set up all channels with the same derived parameters.

NOTE: Once data has been collected in a Study, the Channel Input Setup and
the Derived Parameters cannot be changed.

Now the user will need to configure Data Reduction. Select the Data Reduction
Setup configuration. Enable the Data Reduction Group A and set up the
configuration needed. If <Alt><O> is going to be used, consult the Writer/Recorder
Manual for the correct configuration. Shown below is a typical Data Reduction
configuration. Only Group A needs to be modified since all of the channels being
used are in Group A.
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PPP3 Setup - Data Reduction Setup

— PPP3 Setup——————————————  — Data Reduction Setup

hannel Input Setup

Template Setup A- Group A ~Iv Enable
Groups 0
Events [EGpE ) [ Cono D
Digital Display Setup _ Duration I [0: 05 000 3: I~ Permit Fredsfiritiorn
hiarm Setup Fuents Pa M e lda e Mt Mol i I
Experimental Protocol Header _ Aents d !
Print RAaW Data Setup _ TO Events
[Data Reduction Setup ’7 Malbleldlel it Caglh i [T
Recorder _ ~Type—— Intervals /Labels————————— [~ Calculations
Einary Daka Conwvert -
Settings _ IData Lines ;I | Index ’ Label ’ Calculation &
‘Writer
Diata Parser Setup _ ~ Lines per Interval —— V| A
o s EE
K Gk Lol
o i N
TRepiN} I Line
M- GropM o 2the
_ M} = Interval ndex
oGm0 Flirses
L dafa
P GapP Add |5 | Delete | | | iro— |

0K I Cancel | Apply |

The graph pages can now be configured. Select the Graph Setup configuration.

Configure the graph page(s) as needed. Note that the labels from the inputs are not
copied to the graph pages. They will need to be reentered. View the P3 Plus Manual
for details on configuring graphs. Shown below is an example of a typical
configuration.
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PPP3 Setup - Graph Setup

FPP3 Setup Graph Setup
Channel Input Setup Page 1 ] Page 2 ] Page 3 ] Page 4 ] Page & ] Page & ] Page 7 ] Page & ] [ Black Background
Termplate Setup
Groups [+ Enahle Fage
E‘;‘;F‘:IsDisplay Setup Type  [Primary - Label |ECG| Tirme |1 0 c aconds i Simple View.
Alarm Setup Advanced View
Experimental Pratocol Header . B B v
Prink RAW Data Setup | Input | Presentation | Label | Unit | Low High | Color |
Data Reduction Setup WV |[1-[Leadl) ECG Leadl vt -0 1o | |
Graph Setup =. R
Retorder v | 2-[Leadll] ECG Leadll v 10 1a [ |
Binary Data Convert W | 3-[Leadlll] |ECG Lead Il ks 10 10 | |
f\ft_t'ngs v |[4-[avR) ECG R e 10 10 [ |
riter

Data Parser Setup v |5 - [avl) ECG atil Y 10 10 [ |

W | B - [avF] ECG avF v 10 1a [ ]

v | 7-ME] ECG B it -0 1a | |

r ||

ml .

r |

0K | Cancel | Apply |

Once the graphs have been configured, the basic settings can be configured, as
shown below. View the P3 Plus Manual for details on configuring basic settings.
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— PPP3 Setup

— Settings

Channel Input Setup
Template Setup

Groups

Events

Experimental Protecol Head
Data Reduction Setup
Variability Analysis

Graph Setup

Settings

r Acquisition Defaults
Logging Method and Rate

% Time [hhumm:zs) IEE:EE:EE :I
" Epoch I'IE j Epochs

¥ Save R Data On
™ Link Video Saving
[ Record Yideo On

Replay Defaults
Logging Method and Rate

" Epoch I'IE jEpochs

& Time (hhmmezs) | 00:00:05 =

¥ Realtime Speed

—Data Separator — [~ Time Format ———
(¢ Space (¢ FElapsed
" Comma " Real
™ Tab (" Elapsed/Feal
" Tab/Quote " Extended

" 1/1000 Real

—Global Settings

[T Logaing Fate Marker

[T Events Dizplayed as Sting
¥ ‘alidation Marks on at Start
[T lanore zeros in data reduction
¥ Group mode in data parser

I'ID Seconds

Minimum Good Time for
Bad Data Mark Merging:

0K

Cancel

Close the PPP3 Setup dialog by clicking on the OK button.

Other options, such as acquisition sample rate and the ODBC Interface can be

configured now as well.

Save the protocol by selecting Save As from the File menu (the name

StudyProtocol.PRO has been used for this tutorial), type in a specific name, and click

on the Save button. The protocol has now been configured.

Creation of the S

tudy

The next part of the tutorial will be to create the study. Select New Study from the

Study menu. The dialog below will appear.

Study Tutorial Manual
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x]

Create Mew Study

Study Mame: ||

" T Study

Thiz ztudy will include multiple workups in a zingle day. Subjects will be
acquired one at a time. Each subject will maintain the same doze
throughout the Study,

" MNon-TO Study

Thiz ztudy will acquire multiple subjects during each acquigition. The
zubjects may have different dozes on different dapgse. The subjects will be
acquired only ohce per day.

" Copy Previous Study
Thiz will lnad a previouzly defined ztudy to initialize the new Studyp.

Previous Study: J

Create | Cahicel |

Type in a Study Name, select TOX Study and click on the Create button. The
Study Setup dialog will appear as shown below.

Study Infarmation

Day1
Study Mame: |Tox_Tut0riaI @ l

MNew Diay >

D ate: |‘I2£3£2DDS

Ll

Study Type  |TOX Study

Start Date: |Wednesday, T, 03, 2008 j

Setup Components

Protocaols
wiorkups
Subjects
Dozes

Mew Group
r [ve] [oa |

Optionz .
Werify Study
[ Allows Work ups ™ Enable Day0 [~ Metwork Study

[¥ Congistent Dozes I” Enable Stagger Days I~ Allow Post Workstations Autamation

b odifying Study Setup. Cancel

Setup Components

There is no specific order in which the Setup Components need to be configured.
The only requirement is that the setup components are configured prior to
configuring the study structure.
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Protocols

Double click on Protocols to open a common dialog to select the protocol(s) that
will be needed. The user can also select Protocols from the list and click on the Add
Protocol button. This is the case for all of the different Setup Components. For the
tutorial, the protocol StudyProtocol.PRO will be selected. When configuring the in-
house study, select all of the protocol files that will be used. If different animals
require specific attributes, multiple protocol files will need to be used. Select the
protocol and click on the Open button.

Workups

The Workups can now be configured. Double click on Workups in the Setup
Components section and the dialog below will appear.

Add New Workup

Enter Mame of the Hew Workup: A

|| Catizel

Type in one of the workups to be used and click on the Add button. In this case we
will configure a pre dose and a 2 hour post dose workup. When the first workup is
entered and the Add button is selected, the Add New Workup dialog will reappear.
This is the case for all of the Setup Components except for Protocols.

If the user views the list of workups that were added, it can be seen that the workups
are out of chronological order. Later, when DSI Reporting is used (view the DSI
Reporting Manual), the order that the Study is saved will be the order that DSI
Reporting will report data. The sort option initially lists data in alphabetical order.

Setup Components

Protocols 2 hour post dose
D pre dose

Subjects

Doses

Add Workup
Alphabetical :
'—l v Sort ___| __‘

To change this, disable the Alphabetical Sort check box. Once that is done, select
the workup pre dose and click on the Up button located next to the Alphabetical
Sort check box. This will move the selected workup. The workups should now be
configured like the picture below.

Study Tutorial Manual
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Setup Components

‘ Pratocols
D 2 hour post dose

Subjects

Doses

Add Workup
Delete Workup i gl;rt"abetical l:l Dnl

Subjects

The subjects can now be entered into the study. Double click on the Subjects setup
component. The dialog shown below will appear.

Add New Subject x]

Enter Mame of the Mew Subject 1D: s

| Cancel

Subject Info |

Cage 1D |

Weight |

Gender b ale -

Enter the name of the subject, any subject information, cage 1D, weight of the
subject, and the subjects gender. Repeat this for all of the subjects in the study. The
Cage ID and Gender are used as filters on the Run Study and Backup dialogs. The
Subject Info and Weight are used for documentation only.

If the user is using the BioMedics wand, the user can scan an animal and have the
information from the animal populate the Subject Info field. See the BMDS Wand
Manual (MU00264) for more details.

NOTE: Once the Study has data, the Subject ID cannot be changed.

Doses

The doses can now be entered into the study. Double click on the Doses setup
component. The dialog shown below will appear.

Add New Dose

Enter Marme of the Mew Dose: Add

Cancel

[

10 e Tutorial for Tox Study
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Enter a dose and click on the Add button. Repeat this for the other doses. In this the
doses configured will be Control, 5mg/kg, 10mg/kg, 20mg/kg, and 35mg/kg.

Workstations (not needed when running on one P3 Plus
workstation)

Since this study will be run on multiple P3 Plus workstations, select the Network
Study check box in the Options section at the bottom of the Study Setup dialog,

shown below.
Optionz
[ llow ok ups [ Enable Day 0 [ Mebwork Study
[v Consistert Doses [ Enable Stagger Daps [ Allow Post Workstations

Once the Network Study option is enabled, the Workstations setup component will
become visible. See below.

Setup Components

Protocals I5T-1

Wwiork stations [5T-2
I5T-3

Subjects

Doses

Find ‘wark station |

"work station Searu:h| ¥ J J

By default P3 Plus searches for all available workstations connected to the network
that have the same P3 Plus version. When the Workstations option is selected, a list
of these workstations will appear. See the Study Manual for the specifics on
workstation configuration. To search for a workstation that is currently not listed or
one that has just been turned on, click on the Find Workstation button. A dialog
like the one below will appear.

Find Workstation

‘orkstation Mame: | | Find

* P3Plus

Cancel
™ P3PlusTest

Study Tutorial Manual Tutorial for Tox Study e 11



Enter the name of the workstation and select the instance of the database being used
and click the Find button.

If the workstations are enabled, the filter selection Workstation, located on the Run
Study dialog can be used. The filter selections are covered in the Running the
Acquisitions section on Page 19.

Study Structure

After all of the study components have been added, the study structure can be
configured. This is done in the right hand section of the Study Setup dialog.

Study Information
Dayl
Study Mame: |TOH_Tutorial = ]
Mew Day | ¥ |
Date: [8/21/2007 —=
Study Type |TOX Study 1 |
Start Date: | Tuesday . August 21, 2007 j
Setup Components
Cantral
Amgfkg
10mgkg
20rgfka
3Bmglkg
Add Doze New Group |
Alphabetical
r Sart |
Opti
paens Werify Study
[ Allon woorkups [~ Enable Dap 0 [ Metwark Study
v Congistent Dozes [ Enable Stagger Days [ Allaws Pt W ork stations
tadifying Study Setup. Cancel

The first item to take care of is to set up the groups that will be used. This is done by
clicking on the New Group button. In this case, five groups need to be added.
Groups can be configured for multiple reasons. In this case multiple P3 Plus
workstations are being used, and to show which subjects are associated with which
P3 Plus workstation, multiple groups are used. Also, since Stagger Days will be
used, multiple groups for each P3 Plus workstation will be used. Other reasons that
multiple groups may be used would include the use of multiple protocols.

When a new group is added the user has the capability of modifying the name of the
study group. Since this study is using multiple computers and stagger days, the
study group name will be entered to identify this information. The modification of
the study group name can be done at any time prior to running an acquisition. The
user can change the study group name later by left clicking on the study group name.

NOTE: The Study Group Name should only be configured up to 20 characters.

After the groups are added, the setup components can be added to the study
structure. This is done by clicking and dragging the items from the setup
components to the study structure.

12 e Tutorial for Tox Study
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Study Setup

Study Information
: Day1
Study Name: |Tou_T|.¢anaI & |
Dete: [3723/2007 = Nemby | >]
ate:
Study Type  [TOX Study | = |
= Study Groupe  Comp A, - First Day
StetDate: | Thursday . August 23,2007 | PRO: StudyProlocolPRO
L1 wiorkstation: -~
Setup Components: wiorkups:
StudyProtocol PRO Subjects [Dosesf
Wiarkstations
Wiorkups
Subjects
Doses
Add—l MNew Group |
Alphabetical

Delete Protocal | fv &P Up|  onf ClearProtocal |
Opti .
prons Wetily Study
V' Allow Workups [~ Enable Day 0 W Metwork Study
[ Consistent Doses [ Enable Stagger Days [~ &llow Post Workstations

Cancel

In the above screen capture the protocol StudyProtocol.PRO has been dragged and
dropped from the Setup Components to the study structure. For each Study Group
configured, only one protocol can be added. This is also true for Workstations, if
workstations are used.

If the component can be added to the study structure, the cursor will change to either
a pointer with a curved arrow or a pointer with a plus sign. If the component cannot
be added to the study structure, the mouse will change to a NO sign.

Repeat the above process for each of the Setup Components that need to be added.
Multiple workups and subject/dose combinations can be added.

Below is a screen capture of a basic setup showing study groups configured. The
Workstation component will not be listed when running on one P3 Plus workstation.

Study Tutorial Manual
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Shudy |nfarmation

Shudy Mame: |vac_T utarial

Day-1 Daps12 l Days 3,4] Days ?,8]
— Mew Day | > |

Study Type  |TOX Study

Date: |8£23£2DD? = |

Setup Components

Add Doze
Delete Dose

Optionz
I Allow workups

Iv Consistent Dioses

tdadifying Study Setup.

StatDate: | Thursday . August 23,2007 | PRO: StudyProtocol PRO

r ?ETGhBthd J M bt b (P enabenll b/ Delete Group |

= Study Group:  Cormp A - First Day ~

Workstation: 15T-1
Stagger Day: O
Cotral —|-wiorkups:

Smg kg post dose
10ma/kg 2 hour pozt dose
%gmgitg —I-Subjects [Dozes]:
subject] [Contral)
subject? [Cantral)
subject3 [Caontral)
subjectd [Control)
zubjectd [Control]
subjectt [Caontral)
subject? [Caontral) New Group |
subjectd [Control)

Werify Study
I~ Enable Day 0 v Metwork Study

I+ Enable Stagger Days [ Allows Post "waorkstations Ok

it

Canicel

If Stagger Days are required, the Enable Stagger Days check box can be checked
(enabled). This will allow the user to acquire data across multiple days but keep the
structure of the study simple. In this tutorial it will be needed. The Stagger Days are
used so that multiple study groups can be configured to look as if they need to be run
on the same day but time constraints do not allow the acquisitions to be performed
on that day.

After the Enable Stagger Days check box is enabled, another option within each
group appears, coming up as Stagger Day. For the groups in question that need to
be modified, select Stagger Day, and then click on the + key to increase the day that
needs to be used. In this case the second and fourth groups will have a Stagger Day
of 1. When stagger days have been configured, the day listed at top will change to
indicate all of the days that are configured.

NOTE: Even though the Days tab has a 1 and 2 displayed, the data collected on
Day 2 will still have a dose day of 1. This just allows the staggering of the Study
Groups.

Below is a screen capture of how the tab will look.

Dayps 1,2

Each study group has 9 subjects configured. The user can configure study groups in
any way that they need.

After the study group information is configured, the days can be configured. Since
the days that are configured for this tutorial include a Day 1, the Enable Day 0
option should be deselected. The Enable Day 0 option only changes how the first
post dose day is shown. It does not affect anything within the study. The days that
will be configured for this tutorial are -3, 1, 3, and 7.

14 e Tutorial for Tox Study
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Study Infarmation

To add a new day, click on the New Day button. This will add a new day one day
after the currently selected day. If the New Day button is selected in the case above,
Days 3, 4 will be added. When the new post dose day is added, all of the study
group information will be copied. If Days 3, 4 are not the days that needs to be
configured, the up and down arrows next to the Date can be selected to change the
date of that day. See the Study Manual for other options in changing the day used.

Repeat the above process for all of the days needed. When the pre dose days are
added, no study group information is added. This allows the user to configure any
type of pre dose day configuration that is needed. Also, since it is a pre dose day,
doses cannot be added to the subjects.

If the same configuration that is used for post dose days will be used for pre dose
days, the user can add a new post dose day, and then change the date with the down
arrow button to the correct pre dose day required.

The screen capture below shows the completed study.

Study Setup

Study Mame: |T03_Tut-:rial

Study Type

(T Study

Start D ate:

Setup Components

|Thursday, August 23, 2007 j

Pratocols
workzhations
Workups
Subjects

Add Doze

Options
[ Allans Woarkups

v Caonsistent Doses

Contral
Brmatka
10mgkg
20mgkg
FErgfka

r Alphabetical

i [56 Jou

[ Enable Dap 0
[¥ Enable Stagger Days

Day-1 Dayps1.2 ] Days 3,4] Days ?,8]

Dats: [8/23/2007 :II

Mew Day | b |

=-Shudy Groupe Comp & - First Day -
PRO: StudvPratocol PRO
Wwiorkatation:  [ST-<PSF2-800
Stagger Day: 0
—| Wi orkups:
post doze
2 hour post dose
—| Subjects [Dozes]:
subject] [Control)
subject2 [Control)
subject3 [Contral)
subjectd [Control)
subjectd [Control)
subjectt [Contral)
subject? [Control)

subjects [Control)
TR SHEN Y | R PP |

B e

Mew Group |

Feset Stagger |

[v Metwark Study
[~ Allovs Post 'Workstations

Verify Study
Cancel

Study Automation

Study supports the use of automation scripts which imports data generated by third
party software packages such as LIMS systems. Third party packages capable of
creating CSV files of the study design may be imported into Ponemah to
automatically create or modify a study. This includes creating the number of days
for the study, number of animals on study, number of workups and so forth. This

feature can be accessed by clicking on the Automation button.

Study Tutorial Manual

Tutorial for Tox Study e 15



Study Setup

Study Information
Day 1
Study Mame: |Tox_Tut0riaI ¥ l
Mew Day ¥
Date: [2/25/2008 -
Study Type  |TOX Study =l
Start D ate: | bonday . February 25, 2008 j
Setup Components
Protocolz
Workups
Subjects
Dozes
Mew Group
r up] o] |
Opti
(S Werify Study
v Allow Workups ™ Enable Day 0 I~ Metwark Study
I¥ Conzistent Dozes I” Enable Stagger Daps I~ Allow Post Waorkstations Automatich
Modifying Study Setup. Cancel

Clicking on the Automation button in the Study Setup menu will bring up the

following dialog.

Study Automation

Available dutormation Tvpes:

MonToxProtocolParser
SubjectImporter
ToxPostDose
ToxPreboss

Description

This will read a three column C5Y file {Subject ID, Dayw,
Dose) and assign the corresponding Dose the the
specified subject on the specified day.

Automate

Exit

Five Automation Types are available for selection depending on the type of study
performed. Clicking on the available types will provide a description in the right

hand side of the dialog.

The following Automation Types are currently available for the Tox Study:
e Tox Pre Dose — Imports subjects and Genders to a Tox Pre Dose day
e Tox Post Dose — Assigns a Subject Info string to an existing Subject and
assigns the subject and a dose to a Dose Day
e  Subject Importer — Imports a list of Subjects and related Info to the Subjects
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List.

Selecting an Automation Type and clicking on the Automate button will open a
dialog which will allow browsing to the location of the CSV file. Selecting the
CSV file will automatically result in the Study structure being filled in (setup
components and days) based on the Automation Type selected.

Study Automation: CSV File Format

The tables below outline example formats for the CSV files generated by the third
party software which will be used by the Study Automation feature.

ToxPredose.csv
Subject001,
Subject002,
Subject003,
Subject004,
Subject005,
Subject006,
Subject007,
Subject008,
Subject009,

T T T > T = T O = = <

Subject010,

ToxPostdose.csv

Subject001, NUM147, Dose A
Subject002, NUM148, Dose B
Subject003, NUM149, Dose C
Subject004, NUM150, Dose D
Subject005, NUM151, Dose E
Subject006, NUM152, Dose A
Subject007, NUM153, Dose B
Subject008, NUM154, Dose C
Subject009, NUM155, Dose D
Subject010, NUM156, Dose E

SubjectImporter.csv

Dogl, 11111, Cagel, 56,
Dog2, 22222, Cage2, 53,
Dog3, 33333, Cage3, 59,
Dog4, 44444, Cage4d4, 63,

mH 2R R R

Dog5, 55555, Cageb5, 51,
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Dog6, 66666, Cage6, 58, F
Dog7, 77777, Cage’, 52, F
Dog8, 88888, Cage8, 59, F

Note: The Study Automation scripts expect a very simple CSV format. Double
quotes will be automatically stripped from any of the values. Any leading or trailing
spaces will be removed. Any comma, whether contained within quotes or not, will
be considered to be a delimiter, so including commas within the values will result in
unexpected behavior.

Synchronizing the Study to Multiple P3 Plus
Workstations (not needed when running on one P3 Plus

Workstation)

The next part of the tutorial will be to transfer the study information to the other P3
Plus workstations that will be running the acquisitions. In this tutorial the primary
P3 Plus workstation will be used to acquire data as well. Since this study can be run
on multiple P3 Plus workstations, the user may want to save the backup file up on
the network where the other P3 Plus workstations have access. If this is not the case,
the file will need to be copied onto removable media and either transported to the
other P3 Plus workstations or synchronized using network study features.

To synchronize the study information, select Synchronize Study Data from the
Study menu. The dialog below appears.

S5tudyManager E|
ﬁ This will y¥nc data with all Study Workstations.
[

Ensure that all Study Workstations are connected to the network.

Cancel

Click on the OK button to synchronize the study information.

NOTE: If utilizing the Network Study features, please refer to the Study Protocol
Option (MUO00162) manual for setup and transfer of information specific to this
feature. The specific sections are Network Options and Study Database Utilities.

backup the study information, select Backup Study from the Study menu. The
dialog below appears.

Backing up a study will save the study configuration and all of the data runs that
were acquired. Backup will NOT back up binary data (RAW, .RVW, .EVT, and
ODBC files).
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Running the Acquisitions

The next part of the tutorial will be to run the study acquisitions. This is done by selecting Run
Study from the Study menu. The dialog shown below will appear.

Run Study: ToxTest_123 E|
Filters
Diay | Day1 j Date  |Al < ‘workstation | J
Study Group |A|| j Doze Al hd Acquired |AII j
Subject |l | Gender |41 v|  Replayed &l -
workup Al =) Cage |a v Feviewed |CINENENE -

Fun Study

Subject | Subject Info | D ate | Dose | Workup | Ay | Rep | R | -~

1 SOY_300-1 Dap 1 Omadkg Predoze 0 0 ]

1 S0Y_300-1 Dapl Omadkg Pastdoze 0 0 ]

2 S0Y_300-2 Dap1 20madka Fredoze 0 0 ]

2 SDY_300-2 Day1 20magdka Postdoze 0 0 ]

3 SDY_300-3 Day1 40mgkg Predose 0 0 1]

3 SDY_300-3 LETR 40mgdkg Postdose 1] 1] u]

4 SDY_300-4 LETR Omgdkg Predoze 1] 1] u]

4 SNy A4 Man Mrmndkn Prstdnsa n n n A

Hardware » Acquine > Load Ext Data

Previous Runs

Run ID Type | Date - Time User MNote Report

Status

Mo Run Performed. l:l

If running on multiple workstations, each P3 Plus workstation that is running
acquisitions can narrow down the study acquisitions by selecting the appropriate P3
Plus workstation from the Workstation filter. This allows the user to only list the
study acquisitions for the P3 Plus workstation being used. The options available
from the Workstation filter are All and This Workstation. Study will
automatically compare the current P3 Plus workstations name to the study
acquisitions that need to be run on that P3 Plus workstation.

Dependent on the hardware being used, a calibration may need to be performed prior
to the acquisition starting. To accomplish this, select the study acquisition to be
performed, select the Hardware button and select the appropriate option button.

After the calibration has been completed, the study acquisition can be acquired. This
is done by selecting the Acquire button. If a scheduled acquisition is to be
performed, select the advanced acquisition button next to the Acquire button. This
is the right arrow next to the Acquire button. From here a menu appears with the
selections Acquire and Sched. Acq.

If the scheduled acquisition is selected, the Scheduler Setup dialog appears so that
modifications can be made to account for the difference between the initial setup of
the protocol to the time that the scheduled acquisition is performed.

Repeat the above process for all of the study acquisitions that need to be performed
on each of the P3 Plus workstations.
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Reviewing Data from

A review is performed from the Run Study menu by clicking on a previously

acquired acquisition in the Previous Runs panel.

As Reviews are performed and Marks sections saved, these newly created Runs will
be listed in the Previous Runs panel.

Run Study: ToxTest1

3

Statuz

[

Mo Run Performed.

[ i ]
[z |

Filters
Day | Day1 j Date Al hd ‘wiorkstation | J
Study Group |A|I j Doze Al hd Acquired |AII ﬂ
Subject | ~|  Gender |an v|  Replayed  fa |
‘warkup |A|| j Cage |Al h Reviewed |A|| j

Run Study

Subject Subject Info | Date | Dose | Workup | Acg | Rep | R | -~

1 Day 1 Orng/kg Predoze 5 0 ]

1 Day Omgdkg Postdose 1] 0 1]

2 Day 1 20maskg Predose 3 0 i} 0
2 Day 20mgikg Postdose 1] 0 1]

3 Day1 40mgrkg Fredoze ] 0 i)

3 Day 1 40mgkg Postdoze 1] 0 1]

4 Day1 Omgdlg Fredoze 1 0 i)

4 Man 1 M e Prstdnes n n n b

Hardware > Acquire ¥ Load Ext Data

Previous Runs

Fun 1D Type | Date- Time User Mote Report

80510002 Aeq  9/27/2007 95744 AM mjub

80510003 Acg 104112007 32212 PM mijub em e e e

80510004  Acg  10/11/2007 3:22:30 PM mjub Semifinal review

a0510005  Acg  10/11/2007 32254 PM mijub Dap1 and 7 reviewed

80510008 Acg  10/11/2007 3:23:05 PM mjub Final Review Selected

Notes may be added to Runs in the Previous Runs panel by right clicking the mouse
on the desired run. A selection for Modify Note appears. Selecting this function will
provide the following dialog and allow a note to be entered or modified at any time.

Mote for Run: 80510006

X

Ok

Cancel
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This is useful to annotate various runs to track changes between them. The default
name for a Note will be the last saved Marks Section name. Additionally, using the
right mouse click will provide the option to select the report run (this will be used to
mark data for the DSI Reporting Option).

Conversion of older Study Databases

If a Study from an older version of Ponemah is loaded, a message will be displayed
allowing the Study to be converted so that it is compatible with the current version.
An option to cancel this conversion is also available. If a Study is converted, it will
not be able to be opened in the previous version of Ponemah. Attempting to load a
newer Study into an older version of Ponemah will post a message stating that this

action is not allowed.
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Checklist for Configu

ring Tox Study

Create Protocol
o Enable the appropriate number of channels under Channel Input Setup
o Select the same derived parameters for all channels

o Enable and configure Data Reduction information under Data
Reduction Setup

o Enable appropriate number of traces and presentations under Graph
Setup

o Configure Study Specific parameters under Settings
o Save Protocol
Create Study

o Select New Study from Study menu, enter name and select appropriate
type of study

o  Configure Protocols, Workups, Subjects, Doses, and Workstations
under Setup Components (Sort components - used for DSI Reporting )

o Configure Study Groups and Study Days (pre and post days)
o Drag and drop Setup Components to Study Structure
o Configure Options like Enable Day 0 and Stagger days if needed

Synchronize the Study to Multiple P3 Plus workstations (not needed when
running on one workstation)

Select Synchronize Study Run Acquisitions

o Select Run Study from Study menu

o Select appropriate filters (such as Workstation and Day)

o Select appropriate study acquisition, calibrate, and acquire data

Synchronize Study to all P3 Plus workstation (not needed when running on
one P3 Plus workstation)

e A back up of the database should be performed on the completed study only. It
is not recommended for studies involving multiple acquisition PCs.
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Tutorial for Non Tox Study

Introduction

This section will run through creating a non tox study. The general outline will
include:

e  Creation of a protocol file
e Creation of the study

e Synchronizing the setup to multiple P3 Plus workstations (not needed when
running on one P3 Plus workstation)

¢  Running the acquisitions

e Synchronizing the entire study data to all P3 Plus workstation (not needed
when running on one P3 Plus workstation)

This non tox study will be configured for 16 subjects, 2 study groups, and 3 days.
Each study group will have 8 subjects.

Creation of a Protocol File

The first part of the tutorial will be to create the protocol file used. Once P3 Plus is
started, open the PPP3 Setup dialog and select the Channel Input Setup
configuration.

For this configuration, the user needs to set up the channels that will be used. In this
case, one BP channel and one ECG channel per subject will be set up. Groups A
through H will be used.

NOTE: When using BP with OpenART, Digital, or JET an Ambient Pressure
Reference (APR-1) is used to obtain gauge pressure from the devices. The APR-
1 will be added to the Channel Input Setup as the last channel. This channel
should be defined to the BARO analysis module and be included as part of the
last group. In this example, the last group is H, so the APR-1 should be set to
BARO and defined to Group H.
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PPP3 Setup - Channel Input Setup

PPP3 Setup Channel Input Setup
channel Input Setup |put |.-’-‘«na|_l,lsis | Label | Units | Group | Precizsion | ~
Groups and Events
Digital Display Setup 1-0 EP CHH1 mmHg (A 0000
Alarm Sefup 2.0 ECG CHNMZ i A 00.00
Expetirmental Protacal Header
Print RAYW Data Setup 3-1 DIS
Data Reduction Setup 4-) ols
araph Setup
Recorder 5-0 BFP CHME mmHg B 0o.00
Binary Data Convert E-1) ECG CHME 11k B 00.00
Settings |
Siriter -0 DIs
Data Parser Setup 8-1) oIS
-0 BFP CHMY mmHg C 0o.00
10-1) ECG CHH10 11 C 0o.00
11-1) Dls
12-1) ois
13-1 BFP CHM13 mmHg u] 0o.00
14-1] ECG CHH14 11 u] 0o.00
15-1) oIS
16-1) ois
17-10 BFP CHH17 rariH g E 00.00
18-1 ECG CHH18 i1 E 0o.00 w
ok | Cancel | Apply |

From here the derived parameters that are needed can be set up. Select the channels
with the same analysis (ex. BP), right click on one of the selected channels, and
select Derived Parameters. Select the required derived parameters. The user has
the ability to sort within the Channel Input Setup configuration. By clicking on the
column headers, the user can sort each column. In the screen capture below, the
Analysis column has been sorted so that all of the same analyses are next to each
other.
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PPP3 Setup - Channel Input Setup

~ PPP3 Setup —

— Channel Input Setup

Channel Input Setup
Groups and Events
Digital Display Setup
Alarm Setup
Experimental Protocol Header
Print RAW Data Setup
Data Reduction Setup
Graph Setup
Recorder

Binary Data Convert
Settings

Writer

Data Parser Setup

Input lAnaIysis ¢ ILabel IUnils lGroup lPlecision I A

-M
T 7 A T —
Derived Parameters i~ Derived Parameters — [~ Standard Deviations -
——4  |Analysis Module: BP Select Al Select Al
10} |For Channels: elect elect I ‘ Cancel I
M4 | channel 1 (CHNY) CINum o | CINum 2
18-} |Channel 5 [CHNS) (V]Sys [1Sys
'22_ Channel 9 [CHNS] WIDia [IDia
=1 |Channel 13 [CHN13) Mean CMean
26| |Channel 17 [CHN17) PH PH
30| [Channel 21 (CHN21) ; O
2 |Channel 25 (CHN25) VIHR [IHR
Channel 29 ([CHN29) [CITTPK [CJTTPK
S CJET CJET
[J+dP/dt _ []+dP/dt
[]-dP/dt i [1-dP/dt b
[1%REC [1%REC
[CINPMN [INPMN ‘
| ICJQ-A ¥ [ JOaA ¥ |

It is required to set up all similar channels with the same derived parameters. If the
derived parameters are not the same from one group to another, problems will occur
when the Run Study dialog is opened and when DSI Reporting is used.

Repeat the above process for each type of analysis.

NOTE: Once data has been collected in a Study, the Channel Input Setup and
the Derived Parameters cannot be changed.

Now the user will need to configure Data Reduction. Select the Data Reduction
Setup configuration. Select all of the group tabs that will be used. Each group must
be set the same. Selecting all of the group tabs will accomplish this. Shown below
is a typical Data Reduction configuration. Note that Group A through Group H have
been selected.
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PPP3 Setup - Data Reduction Setup

PPP3 Setup D ata Reduction Setup
Channel Input Setup
Template Setup A Group & [¥ Enable
Gl ————————
E::'Deﬁl?: B- Group B Iv Control . o
Digital Display Setup C- Group C Duration | 00:30:000 [ Pemit Redefinition
Alarm Setup . .
Expetimental Protocol Header D- Group D Everts Ma T bl el dl el f T gl hT il
Prink RAW Data Setup E- GroupE TO Eventz
Diata Reduction Setup Val bl celFdlel f T gl w0 I
Graph Setup F- Group F
R.ecorder B GapE Tope Intervals / Labels Calculations
Binary Dakta Convert -
Settings H- Group H Wariable j Time Label Calculation -
Siriter -0 ;
20:00:00 12000 | &

Data Parser Setup |- Group| fn W |Avg -

I+ Gigipd 21:00:00 12600in [ fwg %Chg

22:00:00 1320Min [ | &wg ZDelta

K- Group K -

L Auto Label 230000 |1380Min | &g Deka

- Grou

: i | |7

b Bt || Ln 52Chg

N- Group M | Ln zDeka

0- Group 0 [ LnDelta

P- Group P &dd |> | Delete | =1 ﬂ

ak. | Cancel | |

The graph pages can now be configured. Select the Graph Setup configuration.
Configure the graph page(s) as needed. Note that the labels from the inputs are not
copied to the graph pages. They will need to be reentered. Shown below is an
example of a typical configuration for one of the graphs.
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PPP3 Setup - Graph Setup

FPP3 Setup Graph Setup
Channel Input Setup Page 1 l Page 2] Page 3] Fage 4] Fage 5] Page £ ] Page 7 ] Page & ] [ Black Backaground
Template Setup
Sm”gs Iv Enablz Page
HENLS &+ Simple View
Digital Display Setup Twpe  |Primary »| Label |Subject! Time |10 Seconds -
Alarm Setup | J | | " Advanced View
Experimental Protocol Header . . . a2
Print RAW Data Setup | |t | Prezentation |Labe| |Lln|t |Low | High | Calar | +
Daka Reduction Setup W [1-[CHMT) Pressure BF-Press valts A0 10 |
Graph Setup =7 LU == — = =
Groph 5o 2o [ e o o [0 (T |
Binary Daka Convert r
Settings r [ ]
‘Wriker
[raka Parser Setup r [ |
'_ —
r |
r ||
r |
r Il

’TI Cancel | Apply |

Once the graphs have been configured, the basic settings can be configured, as
shown below. View the P3 Plus Manual for details on configuring basic settings.
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— PPP3 Setup

Channel Input Setup
Temnplate Setup

Groups

Events

Experimental Protocol Head
Data Reduction Setup
Variability Analysis

Graph Setup

Settings

— Settings

— Acquisition Defaults
Logging Method and Rate

= Time [hkcmm:ss) IEE:EE:EE 3:
" Epoch I'IE j Epochs

Replay Defaults
Logging Method and Rate

& Time [hh:mm:zs] I::;::;EE 3:
" Epoch I‘I: jEpochs

¥ Save Réw Data On
[ Link Yideo Saving
[T Fecord Video On

¥ FRealime Speed

— Data Separator Time Format ——
% Space & Flapsad
" Comma " Real
" Tab " Hapsed/Real
" Tab/Quote " Bdended

" 1/1000 Real

—Global Settings

[T Logging Fate Marker

[T Events Displayed as Shing
[¥ ‘alidation Marks on at Start
™ lanore zeros in data reduction
[ Group mode in data parser

Minimum Good Time for
Bad Diata Mark Menging:

I'ID Seconds

OK

|  cancel | oy |

Close the PPP3 Setup dialog by clicking on the OK button.

Other options, such as acquisition sample rate and the ODBC Interface can be

configured now as well.

Save the protocol by selecting Save As from the File menu (the name NonTox.PRO
has been used for this tutorial), type in a specific name, and click on the Save button.
The protocol has now been configured.

Creation of the Study

The next part of the tutorial will be to create the study. Select New Study from the
Study menu. The dialog below will appear.
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x]

Create Mew Study

Study Mame: ||

" T Study

Thiz ztudy will include multiple workups in a zingle day. Subjects will be
acquired one at a time. Each subject will maintain the same doze
throughout the Study,

" MNon-TO Study

Thiz ztudy will acquire multiple subjects during each acquigition. The
zubjects may have different dozes on different dapgse. The subjects will be
acquired only ohce per day.

" Copy Previous Study
Thiz will lnad a previouzly defined ztudy to initialize the new Studyp.

Previous Study: J

Create | Cahicel |

Type in a Study Name, select Non-TOX Study and click on the Create button. The
Study Setup dialog will appear as shown below.

Study Information
Day 1
Study Mame: |N0nTDHTutoliaI = ]
Mew Day | > |
Date: [8/21/2007 =
Study Type |N0n-TDX Study ] |
StatDate | Tuesday . 21,2007 ~|
Setup Components
Pratocols
Subjects
Dozes
Mew Graup |
r s oo |
Opti
[PABE Werfy Study
[ Allaws wWorkups [ Enablz Day 0 [ Metwark Study
[ Canzistent Dozes [ Enable Stagger Days [ Allaws Past Warkstations
tadifing Study Setup. Cancel

Setup Components

There is no specific order in which the Setup Components need to be configured.
The only requirement is that the setup components are configured prior to
configuring the study structure.
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Protocols

Double click on the Protocols to open a common dialog to select the protocol(s) that
will be needed. The user can also select Protocols from the list and click on the Add
Protocol button. This is the case for all of the different Setup Components. For the
tutorial, the protocol NonTox.PRO will be selected. When configuring the in-house
study, select all of the protocol files that will be used. If different animals require
specific attributes, multiple protocol files will need to be used. Select the protocol
and click on the Open button.

When a protocol is added, the amount of subjects for that study group will be listed.
This is based off of the protocol groups that were configured. In this case 8 subjects
will be listed.

NOTE: For a typical DSI telemetry setup, a P3 Plus protocol (and a DSI setup file)
needs to be generated for each study group to assure that the correct DSI calibration
factors are used for that study group.

Subjects

The subjects can now be entered into the study. Double click on the Subjects setup
component. The dialog shown below will appear.

Add New Subject ]

Enter Mame of the Hew Subject 1D A

| Catizel

Subject Info |

Cage ID |

Weight |

Gender m

Enter the name of the subject, any subject information, cage 1D, weight of the
subject, and the subjects gender. Repeat this for all of the subjects in the study. The
Cage ID and Gender are used as filters on the Run Study and Backup dialogs. The
Subject Info and Weight are used for documentation only.

If the user is using the BioMedics wand, the user can scan an animal and have the
information from the animal populate the Subject Info field. See the BMDS Wand
Manual (MUQ00264) for more details.

NOTE: Once the Study has data, the Subject ID cannot be changed.

Doses

The doses can now be entered into the study. Double click on the Doses setup
component. The dialog shown below will appear.

Add New Dose

Add

Catizel

Enter Name of the New Dosze:
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Enter a dose and click on the Add button. Repeat this for the other doses. In this
case the doses used will be low and high.

If the user views the list of doses that were added, it can be seen that the doses are
out of chronological order. Later, when DSI Reporting is used (view the DSI
Reporting Manual), the order that the Study is saved will be the order that DSI
Reporting will report data. The sort option initially lists data in alphabetical order.

Setup Components

high
low

Add Dose
Alphabetlcal
%‘ Sort _I _,

To change this, disable the Alphabetical Sort check box. Once this is done, select
the dose low and click on the Up button located next to the Alphabetical Sort check
box. This will move the selected dose. The doses should now be configured like the
picture below.

Setup Components

high

Add Dose
Alphabetlcal
Delete Dose Sort D Dn

Workstations (not needed when running on one P3 Plus
workstation)

Since this study will be run on multiple P3 Plus workstations, the Network Study
check box must be enabled in the Options section at the bottom of the Study Setup
dialog, shown below.

Optiong :
[ &llow Workups [ Enable Dap0 [ Metwirk Study
[ Consistent Doses [ Enable Stagger Days [ dllow Post WWorkstations
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Once the Network Study option is disabled, the Workstations setup component

will become visible. See below.

Setup Components

Protocols
Aadorkstations
Subjects
Doses

Find ‘warkstation |

1571
[5T-2
[5T-3

Wworkstation Searu:h| v

[0 [oa

By default P3 Plus searches for all available workstations connected to the network
that have the same P3 Plus version. When the Workstations option is selected, a list
of these workstations will appear. See the Study Manual for the specifics on
workstation configuration. To search for a workstation that is currently not listed or
one that has just been turned on, click on the Find Workstation button. A dialog
like the one below will appear.

Find Workstation

‘iorkstation Mame: | |

f* P3plus
(" P3PlusTest

Find
[

Cancel

Enter the name of the workstation, select which instance of the data being used and
click the Find button.

If workstations are enabled, the filter selection Workstation, located on the Run
Study dialog can be used. . The filter selections are covered in the Running the

Acquisitions section on Page 39.

Study Structure

After all of the study components have been added, the study structure can be
configured. This is done in the right hand section of the Study Setup dialog.
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Study Information

Study Mame: |N onT oxTutorial

Day 1 ]
Mew Day | ¥ |

Study Type

Non-T 0 Study

Date: |ax21 12007

=
= |

Start Date:

Setup Components

| Tuesday

August 21, 2007 j

Pratocols
Workstations
Subjects

Add Dose
[ bekeDee | I

Options
[ Al workups

[ Consistent Dozes

rodifying Study Setup.

o
high

Mew Group |

[s] [l |

Werify Study
Cancel

Alphabetical
Sart

[ Enable Daw 0
[ Enable Stagger Days

[v Metwark Study
[ Allow Post Work stations

The first item to take care of is to set up the groups that will be used. This is done by
clicking on the New Group button. In this case 2 groups need to be added. Groups
can be configured for multiple reasons. In this case multiple P3 Plus workstations
are used, and to show which subjects are associated with which P3 Plus workstation,
multiple groups are used. Other reasons that multiple groups may be used would
include multiple protocols or stagger days that need to be used.

When a new group is added the user has the capability of modifying the name of the
study group. Since this study is using multiple computers, the study group name will
be entered to identify this information. The modification of the study group name
can be done at any time prior to running an acquisition. The user can change the
study group name later by left clicking on the study group name.

NOTE: The Study Group Name should only be configured up to 20 characters.

After the groups are added, the setup components can be added to the study
structure. This is done by clicking and dragging the items from the setup
components to the study structure.
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Study Information
Dayp1
Study Mame: |N0nTn:4TutoriaI @ l
Mew Day | ) |
Dat: [8/21/2007 =
Study Type |N0n-TDX Study =1 |
= Study Group:  Computer &
StatDate: | Tuesday . August 21,2007 | v PRO: NonToxPRO
’ Wiorkstation: -
Setup Components - Subjects [Doses]:
B e o]
"Warkstations E:
Subjects [
Doses D
E:
F:
G o o)
H o o)
Add Protacal e |
Delete Protocal v ggftwabetical J J Clear Protocal |
Ot
i Werify Study
™ Allow Workups I~ Enable Day 0 [W Metwork Study
I™ Consistent Doses I” Enable Stagger Days [~ Allow Post Workstations
Cancel

In the above screen capture the protocol NonTox.PRO has been dragged and
dropped from the Setup Components to the study structure. For each Study Group
configured, only one protocol can be added. This is also true for Workstations, if
workstations are used.

If the component can be added to the study structure, the cursor will change to either
a pointer with a curved arrow or a pointer with a plus sign. If the component cannot
be added to the study structure, the cursor will change to a NO sign.

Repeat the above process for each of the Setup Components that need to be added.

Below is a screen capture of a basic setup showing multiple study groups configured
to multiple P3 Plus workstations. The Workstation component will not be listed
when running on one P3 Plus workstation.
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Shudy |nfarmation

Setup Components

Drap 1
Shudy Mame: |N0nTD:<Tut0riaI v l
Mew Day | > |
Date: [6/21/2007 =1
Shudy Type |Non-TD>< Stidy =1 |
= Study Group:  Computer & ~
Start D ate: | Tuesday . August 21, 2007 j PRO: MonToxPRO

Workstation: 15T-1
—I-Subjects [Dozes]:

Praotocaols

Add Doze
Delete Dose

Optionz
™ Allow workups

I Consistent Dioses

r ?ETGbEUCd ﬂ J Ao e it (bl b/ Dielete Subject |

o Az subject] [low]
B: subject? [low]

C: subject3 [low]

O subjectd (low)

E: subjecth [low]

F: subject (law)

G: subject? [low)

H: subjectd (low)
—|-Study Group,  Computer B
PRO: MonTox.PRO
workstation: 15T-2 MNew Group |
—|-Subjects [Doges]

Werify Study
I~ Enable Day 0 v Metwork Study

I Enable Stagger Days [ Allows Post "waorkstations Ok

Canicel

it

If Stagger Days are required, the Enable Stagger Days check box can be checked
(enabled). This will allow the user to acquire data across multiple days but keep the
structure of the study simple. In this tutorial it will be needed. The Stagger Days are
used so that multiple study groups can be configured to look as if they need to be run
on the same day but time constraints do not allow the acquisitions to be performed
on that day. In this tutorial it will not be needed.

After the study group information is configured, the days can be configured. Since
the days that are configured for this tutorial include a Day 1, the Enable Day 0
option should be deselected. The Enable Day 0 option only changes how the first
post dose day is shown. It does not affect anything within the study.

The Consistent Doses option will stay disabled for this study. When the option is
enabled, the same subjects will receive the same doses on every day.

To add a new day, click on the New Day button. This will add a new day one day
after the currently selected day. The days that will be configured for this tutorial are
-3,1,and 7. If the New Day button is selected in the case above, Day 2 will be
added. When the new post dose day is added, all of the study group information is
copied. If Day 2 is not the day that needs to be configured, the up and down arrows
next to the Date can be selected to change the date of that day. See the Study
Manual for other options in changing the day used.

Repeat the above process for all of the days needed. When the pre dose days are
added, no study group information is added. This allows the user to configure any
type of pre dose day configuration that is needed. Also, since it is a pre dose day,
doses cannot be added to the subjects.

If the same configuration that is used for post dose days will be used for pre dose
days, the user can add a new post dose day, and then change the date with the down
arrow button to the correct pre dose day required.

Study Tutorial Manual

Tutorial for Non Tox Study e 35



Study Infarmation

The screen capture below shows the completed study.

Study Mame: |N onT oxT utorial

Study Type

|Non-TD>< Study

Start Date:

Setup Components

|W'eclnesda_l,l, MNovember 23, 2005 j

Pratocals
Waorkstations

Subjects

Add Dose

Options
I
o

low
high

Alphabetical
r Sort

[9 | [5s]

[~ Consistent Dozes

[ Single workstation

Day-3 Dayl ]Day? ]

[rate: |1 1/23/2005

=
=]

Mew Day

>

=-Study Group:  Computer &
PREO: MonToxPRO
“Workstation:  Computer &
—I-Subjects [Doses]
A subject] [low]
s subject? [low)
- subject3 [low)
: subjectd (low)
: subjectt [low)
subjectt (low)
subject? (low)
subject (low)
—-Study Group:  Computer B
EBO: MonToxPRO
“Workstation: Computer B
—I-Subjects [Doses]
A subjectd [high)
B: zubject10 [high)
C: subject1l [high)

oM m D om

T

w

Mew Graup |

Delete Subject |

[~ Enable Day0
[ Enable Stagoger Davs

Cancel

Study Automation

Study supports the use of automation scripts which imports data generated by third
party software packages such as LIMS systems. Third party packages capable of
creating CSV files of the study design may be imported into Ponemah to
automatically create or modify a study. This includes creating the number of days
for the study, number of animals on study, number of workups and so forth. This

feature can be accessed by clicking on the Automation button.
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Study Setup

Study Infarmation

Day 1 l

Mew D ay >
Date: [2/25/2008 j 4|_|

Study Mame: |NonT oxStudy

Study Type |N0n-TD>< Study

Start D ate: | Monday . February 25, 2008 j

Setup Components

Protocolz
Subjects
Doses

Mew Group
r [55 [on |

Options .

Werify Study
™ Allow Workups [~ Enable Day0 ™ Metwork Study
I Consistent Doses [” Enable Stagger Days [ Allow Post Warkstations Automation

Modifying Study Setup. Cancel

Clicking on the Automation button in the Study Setup menu will bring up the
following dialog.

Study Automation

Available Automation Tvpes:

Description
MonToxProtocolParser This will read a three column C3Y file (Subject 1D, Day,
SubjectImporter Dose) and assign the corresponding Dose the the
ToxPaostDose specified subject on the specified daw.

ToxPrelaose

Automate

Exit

Five Automation Types are available for selection depending on the type of study
performed. Clicking on the available types will provide a description in the right
hand side of the dialog.

The following Automation Types are currently available for Non Tox Studies:

e Non Tox Protocol Parser — Scans the assigned Protocols and adds the P3
Group Names as subjects to the existing Study Groups (CSV file not
required)

e Non Tox Dose Assigner — Adds the specified subjects to the specified Dose
Days while assigning them the specified doses.
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Subject Importer — Imports a list of Subjects and related Info to the Subjects

List.

Selecting an Automation Type and clicking on the Automate button will open a
dialog which will allow browsing to the location of the CSV file. Selecting the
CSV file will automatically result in the Study structure being filled in (setup
components and days) based on the Automation Type selected.

Study Automation: CSV File Format

The tables below outline example formats for the CSV files generated by the third
party software which will be used by the Study Automation feature.

NonToxDosesAssigner.csv

Group
Group
Group
Group
Group
Group
Group
Group
Group
Group
Group
Group
Group
Group
Group
Group

A, 1,
B, 1,
c, 1,
D, 1,
A, 5,
B, 5,
c, 5,
D, 5,
A, 11,
B, 11,
c, 11,
D, 11,
A, 17,
B, 17,
c, 17,
D, 17,

None
Low
Mid
High
Low
Mid
High
None
Mid
High
None
Low
High
None
Low

Mid

Subjectimporter.csv

Dogl,
Dog2,
Dog3,
Dog4,
Dogb5,
Dogb6,
Dog7,
Dog8§,

11111,
22222,
33333,
44444,
55555,
66666,
77777,
88888,

Cagel,
Cage?2,
Cage3,
Caged4,
Cageb,
Cageb,
Cage’,
Cage8,

56,
53,
59,
63,
51,
58,
52,
59,

oo R R R R
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Note: The Study Automation scripts expect a very simple CSV format. Double
quotes will be automatically stripped from any of the values. Any leading or trailing
spaces will be removed. Any comma, whether contained within quotes or not, will
be considered to be a delimiter, so including commas within the values will result in
unexpected behavior.

Synchronizing the Study to Multiple P3 Plus
Workstations (not needed when running on one P3 Plus

Workstation)

The next part of the tutorial will be to synchronize the study information to the other
P3 Plus workstations that will be running the acquisitions. In this tutorial the
primary P3 Plus workstation will be used to acquire data as well. Since this study
can be run on multiple P3 Plus workstations, the user may want to save the backup
file up on the network where the other P3 Plus workstations have access. If this is
not the case, the file will need to be copied onto removable media and either
transported to the other P3 Plus workstations or synchronized using network study
feature.

To synchronize the study information, select Synchronize Study Data from the
Study menu. The dialog below appears.

StudyManager §|

"_-, This will Sync daka with all Skudy Waorkskations.

il

Ensure khat all Study Warkstations are connected ta the netwaork.

Cancel

Click on the OK button to synchronize the study information.

NOTE: If utilizing the Network Study features, please refer to the Study Protocol
Option (MU00162) manual for setup and transfer of information specific to this
feature. The specific sections are Network Options and Study Database Utilities.

To copy the study information, select Backup Study from the Study menu. The
dialog below appears.

Running the Acquisitions

The next part of the tutorial will be to run the study acquisitions. This is done by
selecting Run Study from the Study menu. The dialog shown below will appear.
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Run Study: NonTox1234

X

Filters
Dray |AII j Date  |Al 2 “wiorkstation | J
Study Group |A|| j Doze Acquired |.~'3«|| j
Subject | J Gender Replayed |-‘3«|| j
warkup | J Cage Reviewed |A|| j
Fun Study Information

G Dah & B B Drate: 2/21/2008

b 28 = =E AL Group: ‘workstation]
-

wiorkstation3 Dayl 0 0 0 -

Wk station Dap2 1] 1] 1] Subject ID Dose
Wwiorkstation2 Day2 1] 1] 1] [m§ Ormadkg

“wiork station3 Day2 0 0 0 Oz Omgrkg

Hardware > Acquire | > | Load Ext Data |
Previous Runs Summary/Report Setup
Run D Type | Date - Time User Mote Subiject 1D Fun Selected Lines
1 Mone [Default] 0
2 Mone [Default] 0

Status

No Fun Performed, [ Show Subject Infa

If running on multiple workstations, each P3 Plus workstation that is running
acquisitions can narrow down the study acquisitions by selecting the appropriate P3
Plus workstation from the Workstation filter. This allows the user to only list the
study acquisitions for the P3 Plus workstation being used. The options available
from the Workstation filter are All and This Workstation. Study will
automatically compare the current P3 Plus workstations name to the study
acquisitions that need to be run on that P3 Plus workstation.

Dependent on the hardware being used, a calibration may need to be performed prior
to the acquisition starting. To accomplish this, select the study acquisition to be
performed and select the appropriate calibration button.

After the calibration has been completed, the study acquisition can be acquired. This
is done by selecting the Acquire button. If a scheduled acquisition is to be
performed, select the advanced acquisition button next to the Acquire button. This
is the right arrow next to the Acquire button. From here a menu appears with the
selections Acquire and Sched. Acq.

If the scheduled acquisition is selected, the Scheduler Setup dialog appears so that
modifications can be made to account for the difference between the initial setup of
the protocol to the time that the scheduled acquisition is performed.

Repeat the above process for all of the study acquisitions that need to be performed
on each of the P3 Plus workstations.
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Reviewing Data from

A review is performed from the Run Study menu by clicking on a previously
acquired acquisition in the Previous Runs panel. A dialog will be presented prior to
opening the file allowing channels to be disabled before entering Review. This
option may be used to limit the number of animals (or channels) currently being
reviewed. Disabling additional channels will also increase the speed of processing
since fewer channels will be used when recalculating data based on attribute or other
changes.

As Reviews are performed and Marks sections saved, these newly created Runs will
be listed in the Previous Runs panel.

Run Study: Dan2 g|
Filters
Day |A|| j Date  |Al hd 'wiorkstation | J
Study Group |A|| ﬂ Doze Acquired |AII ﬂ
Subject | J Gender Replayed |A|| j
‘wiarkup | J Cage Reviewed |-‘3«|| j
Fun Study Information
Group | Date [acq [Rep [Rww | gate: ) éﬂ 5"'121008
Group 1 Day1 1 03 s 1eEe
Group 1 [ray 7 1] 1] 1] r
Subject 1D [ioze i
(mj ]
[ 10
Os 30
O« 0 B
Hardware > Acquire | ¥ | Load Ext Data | L B P
£ >
Previous Runs Summary/Report Setup
Type User Mote Subiject 1D Fun Selected Lines
7007 2415 10 M i 1 70700004 [Defaul) 0
FOFO0O0002  Reww  2M15/2008 10:14:47 AM b Preliminary review 2 FO700004 Defaul) O
70700003 Rww  2/15/2008 101557 2 mib marks1 3 70700004 [Defaul) 0
70700004  Rww  2/15/2008 101611 2M  mib Marks final 4 70700004 [Defaul) 0
5 70700004 [Defaul) 0
E 70700004 [Defaul) 0
7 70700004 [Defaul) 0
g 70700004 [Defaul) 0
Replay Review ¥
Status
No Fun Performed, l:l [ Show Subject Infa

Notes may be added to Runs in the Previous Runs panel by right clicking the mouse
on the desired run. A selection for View and Modify Note appears. Selecting this
function will provide the following dialog and allow a note to be entered or modified
at any time. This is useful to annotate various runs to track changes between them.
The default name for a Note will be the last saved Marks Section name.
Additionally, using the right mouse click will provide a list of options for selection
of the report run (this will be used to mark data for the DSI Reporting Option). The
option to select one Run to use for reporting data for all animals is available as well
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as an option to select a specific run for each animal/subject.
Mote for Run: 70700004 x|

M arks final

Ok, Cancel

A Summary Report Setup Panel is displayed to show which run is selected (by Run
ID), for summary/report purposes, for each subject and whether Data Reduction
values exist. If Data Reduction values exist, these will be listed under Line. This list
may also be used to modify the report list for the DSI Reporting Option by right
clicking the mouse on a specific Subject ID. If Use Default is selected, the last run
for that animal in the Previous Runs panel will be automatically selected for
reporting.

The Show Subject Info check box allows the display to switch between showing the
Subject ID or the Subject Info in the Information and Summary/Report Setup panels.

Conversion of older Study Databases

If a Study from an older version of Ponemah is loaded, a message will be displayed
allowing the Study to be converted so that it is compatible with the current version.
An option to cancel this conversion is also available. If a Study is converted, it will
not be able to be opened in the previous version of Ponemah. Attempting to load a
newer Study into an older version of Ponemah will post a message stating that this
action is not allowed.
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Checklist for Configu

ring Non Tox Study

Create Protocol
o Enable the appropriate number of channels under Channel Input Setup
o Select the same derived parameters for all channels

o Enable and configure Data Reduction information under Data
Reduction Setup

o Enable appropriate number of traces and presentations under Graph
Setup

o Configure Study Specific parameters under Settings
o Save Protocol
Create Study

o Select New Study from Study menu, enter name and select appropriate
type of study

o Configure Protocols, Subjects, Doses, and Workstations under Setup
Components (Sort components - used for DSI Reporting)

o Configure Study Group and Study Days (pre and post days)
o Drag and drop Setup Components to Study Structure
o Configure Options lime Enable Day 0 and Stagger days if needed

Synchronize Study to Multiple P3 Plus workstations (not needed when
running on one workstation)

o Select Synchronize Study

Run Acquisitions

o  Select Run Study from Study menu

o Select appropriate filters (such as Workstation and Day)

o Select appropriate study acquisition, calibrate, and acquire data

Synchronize Entire Study to all P3 Plus workstation (not needed when
running on one P3 Plus workstation)

o  Select Synchronize Entire Study from Study menu

A back up of the database should be performed on the completed study
only. It is not recommended for studies involving multiple acquisition PCs.
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Appendix A

Typical Tox Study Diagram
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Typical Non Tox Study Diagram
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Typical Crossover Design

TO
T
T2
T3
T4

TO
T
T2
T3
T4

TO
T1
T2
T3
T4

-
Typical Telemetry Crossover Design z
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Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal 7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both
Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal10 | Animal1l | Animal 12 Females | Males | Both
Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal10 | Animal11 | Animal 12 Females | Males | Both
Animal 1 | Animal 2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both
Animal 1 | Animal 2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both
~
>
9
o
N
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Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males Both Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both
Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males Both Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both
Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males Both Animal 1 | Animal 2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both
Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males Both Animal 1 | Animal 2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both
Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males Both Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both
o
>
g
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Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both Animal 1 | Animal 2 | Animal3 | Animal4 | | Females | Males | Both
Animal 5 | Animal 6 | Animal 7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both Animal 1 | Animal 2 | Animal3 | Animal4 | | Females | Males | Both
Animal 5 | Animal 6 | Animal 7 | Animal 8 Females | Males Both Animal 9 | Animal 10 | Animal 11 | Animal 12 Females | Males Both Animal 1 | Animal 2 | Animal 3 | Animal 4 Females | Males Both
Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both
Animal 5 | Animal 6 | Animal7 | Animal8 | | Females | Males | Both Animal 9 | Animal 10 | Animal11 | Animal 12 Females | Males | Both Animal 1 | Animal2 | Animal3 | Animal4 | | Females | Males | Both
Notes:
S;z;;cc:fa;':‘:za rEi?rﬁ“l?s of Cyan blocks are calculated values
P N P created by the Summary/Report
these parameters are MBP, HR, icati
o application.
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Appendix B

Backup Database

Backup and Restore features are used for archival purposes only and are not to be
used to merge data from multiple workstations.

To backup the study information, select Backup Study from the Study menu. The
dialog below appears.

By selecting Backup Study from the Study menu, the Backup Study Database
dialog will be opened. This allows the user to back up the current study database.

Backup Study Database

Savein | () L55_DATA B

&

tdy Recent
Documents

F

Deskiop

\$

ky Documents

£
£ i@
e g

=
Fdy MNetwark, File name: |New5 tudy. sdpblup j Save |
Places
Save az upe; |Backup Files [*. zdybkup] ﬂ Cancel

Backing up a study will save the study configuration and all of the data runs that
were acquired. Backup will NOT back up binary data (RAW, .RVW, .EVT, and
ODBC files).

Restoring a Database

Once the study has been backed up, it can be restored onto the network or other
storage location.
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Restore 5tudy Database
Lok ir ||.f,\ backups ﬂ = =5 ER-

=i ToxsStudy,sdvblop:

Files of type: | Backup Files [* sdybkup] | Cancel

Navigate to the location of the backed up file, select the file, and click on the Open
button. This will restore the database selected onto the current machine.

Once this happens, the study is automatically selected as the default study.

NOTE: When using the restore feature data in the database, it is intended for
archiving purposes only for a completed study. If multiple acquisition systems
are used, the restore feature does not merge data from multiple workstations.
This will overwrite data that was previously restored.

48 e Appendix B Study Tutorial Manual



Product Issue Report

Product Issue Report Form

Sales Person: Issue:

Customer Name:

Company:

Address:

Phone Number:

Email Address:

P3 Plus Version (including Service Pack):

Serial Number:

Priority:

Date:

Hardware: Steps to Repeat

Status of issue (check one)

[1 Unreproduced [] Reproduced

[1 Needs repair  [] As intended

Computer hardware/software

Brand/Model:

CPU Speed:

RAM:

Operating System (including Service Pack):

Networked

[1Yes []No
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Feature Request

Feature Request Form

Sales Person:

Customer Name:

Company:

Address:

Phone Number:

Email Address:

P3 Plus Version (including Service Pack):

Serial Number:

Priority:

Date:

Hardware:

Feature (check one)

[1 Unevaluated [1 Pending

[1 Implement [1 Already Exists

Description:
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