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Overview

Introduction

The Study option will allow the user to define a complete study before any data
collection/analysis begins. This capability simplifies and manages the creation of
data files in a toxicology-screening scenario and a non-toxicology-screening
scenario. Once the Study information has been entered, the system will allow a user
to log on, select an animal/treatment group from a list of available setups, calibrate,
collect and analyze data, and then log off.

There will be no need for the user to select a protocol setup file or enter a data set
name after a study has been created. The system will perform these actions
automatically from the study information that has been entered previously.

The Study option maintains the creation of data file names. The files that are
created and stored on the current workstation (RAW, .RVW, WMV, etc.) can be
copied to other workstations using the synchronize entire study utility. This eases
the management of data files created by the application.

Using the Study option along with the Data Security option allows a part 11-
compliant system to be configured by an administrator before a study has begun.
Once the study has been configured, a user can then select and acquire data for the
study, eliminating the need to have the user manage the study data.

A study log is generated when the study is created. The study log will maintain a log
of all changes made to the study, keeping track of when, by whom, and which
changes were made.

Before a new study is generated, it is recommended to create the protocol file (.PRO)
first. During the animal setup section, the user must select a predefined protocol file
before the study can be created.

If scheduled acquisitions are to be run, note that the data reduction that is configured
should match up to the times that are configured in scheduler. Also, scheduler
should be configured to exceed the time needed to include the last data reduction
interval.

Note: In order to use the Study feature of the system, the user must be in the
Run Study dialog. Otherwise, no study acquisitions can be run.

Study Protocol Option
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Installation

The installation of the Study option is done when the main P3 Plus application has
been installed. The Study option is a purchasable option. If it was not purchased, it
will not be available.
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Study Setup

Creating New Study

Selecting New Study from the Study menu will bring up the following dialog.

Creaie New Study El

Study Mame: ||

" TO Study

Thiz study will include multiple workupz in a single day. Subjects will be
acquired one at a time.  Each subject will maintain the same doze
thraughaut the S tudy.

" Mon-TOX Study

Thiz ztudy will acquire multiple subjects duning each acquisition. The
subjectz may have different dozes on different days. The subjectz will be
acquired only once per day.

" Copy Previous Study
Thiz will load a previously defined study ta initialize the new Study.

Previous Study: J

Create | Cancel |

Create New Study Dialog

This dialog allows the user to enter a Study Name and select the type of study to be
created. The available options are:

e Tox Study - This study will include multiple workups in a single day.
Subjects will be acquired one at a time. Each subject will maintain the
same dose throughout the Study.

e Non-Tox Study - This study will acquire multiple subjects during each
acquisition. The subjects may have different doses on different days. The
subjects will be acquired only once per day.

e Non-Tox can also be used for a Tox application that is using JET to acquire
the data since it is collecting multiple animals over an extended period of
time.
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e Copy Previous Study - This will load a previously defined study to initialize
the new Study. Select the previously defined study from the drop down list
box.

Once the Create button is selected, the Study Setup dialog will appear.

Modifying Setup Components

Below is a screen capture of the Study Setup dialog. This section will show how to
configure the components for the study. Each setup component can either be double
clicked to add a new component, or the user can select the component and click on
the associated Add button.

When a new Subject, Workup, or Dose is added, after the Add button is selected on
each of the specific dialogs, the dialog will stay up allowing the user to enter a new
subject, workup, or dose.

Study Setup

Study Infarmation
Day1
Study M arme: |New_8tud_l,l e l
Mew Day | » |
Date: [2/26/2008 =
Stucy Type | TOX Shudy = |
StaitDate: | Tuesday 26,2008 |
Setup Components
Protocols
wiorkups
Subjects
Dozes
Mew Graup |
r p] [onf |
Opti
DI Werify Study
v Al workups [ Enable Day 0 [~ Metwork Study
v Conzistent Dozes [ Enable Stagger Days ™ Allow Post work stations Autarnation
Modifying Study Setup. Cancel

Study Information

Study Name

This is the name of the study that is currently being set up/modified. This cannot be
modified.
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Study Type

This is the type of study that is currently being set up/modified. This cannot be
modified.

Study Date

This is the start date of the study. This can be modified in several ways. One way is
to click on the arrow to the right of the date. This will bring up a calendar. The new
start date can be selected by just clicking on the date needed.

Another way to change the date is to select either the month, day, or year, and press
the up or down arrow keys on the keyboard.

Setup Components

Protocols

This selects the protocol(s) that will be used when running the study acquisition.
When you select Add Protocol, the following dialog will appear.

Look jn [ () LSS_DATA B

&

&l pro
My Recent StudyProtocol.pro
Documnents

ty Documents
8
My Computer
J
My Metwork  File name: | j Open |
Places
Files of type: |F'r0tocols [*PRO]) j Cancel

Select the protocol(s) that are needed and click on the Open button. The protocols
have now been added to the setup components.

When protocols are added to a study, study saves that protocol information within
the associated study database. If modifications are made to a protocol outside of
study, those modifications will not be reflected within the studies that use the
associated protocol file. If the modifications made are needed within study, the user
must open up the study, delete the protocol file in question, and then add the new
protocol with the modifications that have been made.

NOTE: Itis recommended to set up protocols prior to configuring a study.

Workstations

This option is used when running studies on multiple computers. This option will
only be available if the Network Study or Allow Post Workstations check boxes

Study Protocol Option
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are checked. The workstation that will be running a specific study group should be
used. Each workstation has a unique identifier when it is configured to a network.
Contact your local IT department for your workstation names. When viewing the
runs in the Run Study dialog, the Workstation filter can be used to show the runs
that need to be done on the current workstation.

Note: It is recommended to have all workstations configured to the same
) domain.

When the Workstations component is selected, the list of available workstations
will be listed. The only workstations that will be listed are ones that have the same
P3 Plus version as the current workstation. Also, if the current workstation cannot
gain access to other workstations, they will not be listed. Access may be denied
because of firewall settings. See the Firewall Settings section for firewall settings.

When Workstations is selected, the user has two buttons available: Find
Workstation and Workstation Search.

Setup Components

"Workstations

Subjects
Dioges

Find ‘W arkstation |

“Wiorkstation Search |

The Find Workstation button brings up a find dialog.

Find Workstation
Wiorkskation Mame: | Find

f* P3Plus
" P3PlsTest

Cancel

In this dialog the user can type in the workstation name if it is known. Also, the user
must select which SQL database instance the workstation is used. Clicking on the
Find button will search for the workstation that was inputted. If the workstation
cannot be found, a message will appear. The workstation may not be found because
of firewall settings. See Firewall Settings section for firewall settings.

The Workstation Search button allows the user to search the network for
workstations that are available. Depending on the size of the network, a workstation
search may take several minutes. Because of this, when P3 Plus is started, a search
for available workstations is automatically started in the background.

6 e Study Setup
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Workups
Workups will be available if the Allow Workups check box has been enabled.

This sets up the workups that will be running for the current study. When the Add
Workup button is selected, the following dialog will appear.

Add New Workup

Enter Mame of the Mew ‘Worlup: ety

Canicel

i

Enter the workups to be used and click on the Add button. Examples would include
pre dose, post dose, etc.

Subjects

This configures various items for a subject. The user has the capability of entering a
subject ID for each subject along with any miscellaneous subject info, cage ID
information, weight, and gender.

Add New Subject x|

Enter Mame of the Hew Subject D el

d

|| Cancel

Subject Info |

Cage D |

weight |

Gender | b ale ﬂ

If the user is using the 6000 Series 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.

Doses

This dialog allows the user to configure doses for the study.

Add Mew Dose

Add

Cancel

Enter Mame of the Mew Dose:;

Study Protocol Option
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It is not recommended to configure a dose as "n/a" because pre dose days will be
listed as "n/a" in DSI Reporting (a P3 Plus purchasable option to generate individual
and group reports from Study data). Pre dose days do not have associated doses and
when a report is configured that shows pre dose days, "n/a" will be shown as the
dose.

Doses are used in the generation of DSI Reporting reports.

Alphabetical Sort

The Alphabetical Sort option allows the setup components (protocols, subjects, etc.)
to be sorted alphabetically if the option is enabled. If the option is not checked, the
user has the capability of sorting the components in any manner. When the option is
not checked, the user can select components and use the Up and Dn buttons to move
the components up or down. Multiple components can be selected and moved up
and down.

Options

Several options are available dependent on the type of study configured.

Allow Workups

This option allows the user to configure the study with or without workups. By
default, for a Tox study this check box is selected. A Non Tox study has this check
box not selected.

Consistent Doses

This option allows the user to configure if doses will be consistent across all days. If
this check box is selected, the doses for each subject will be the same for every day.
By default, for a Tox study this check box is selected. A Non Tox study has the
check box not selected.

Enable Day 0

Studies can be configured so that the first day of the study is either listed as Day 1
(the option is disabled) or as Day 0 (the option is enabled). This only alters how the
days are viewed.

Enable Stagger Days
Studies can be configured so that different study groups can be acquired on different
days even though they may be associated with the same day of the study.

Network Study

This option allows the user to configure a study to be acquired on other workstations
connected to the network. Studies can be configured so that different study groups
can be acquired on different workstations. Multiple workstations will be used if
studies will be acquired on different workstations.

8 e Study Setup
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Allow Post Workstations

This option allows post workstations to be configured to the study. When the entire
study is synchronized, the post workstations will be updated with the study data.
This option is used so that the users can review the data that has been acquired.
There are no restrictions applied to post workstations. If needed, the post
workstations can make modifications and acquire/replay/review study acquisitions.
Status Area

At the bottom of the Study Setup dialog is an area where messages are posted. This
area will inform the user of any issues with the study.

Verify Study Button

The Verify Study button allows the user to verify that the study setup is correct and
does not have any problems. It checks to make sure of the following:

e  Study Components are defined in the study structure. This makes sure
that the study structure has been filled out.

e Data reduction is enabled for each group that is enabled in the protocol.

e The data reduction setup is the same for each group and for each
protocol.

e The channels are configured the same for each protocol.

e  Consistency among the derived/calculated parameters selected for each
protocol.

Modifying Study Group Structure

The study group structure brings all of the setup components together to create the
study runs.

Study Groups
For Tox studies, study groups consist of a protocol file, workups, and subjects/doses.

For Non Tox studies, study groups consist of a protocol and subjects/doses. When a
protocol file is added to the study group structure, study reads in the protocol groups
and sets up the amount of animals based on the protocol groups.

To start, click on the New Group button. This will add a new study group to the
study structure. This group will consist of the items required by the study type and
any other items that the user has configured. The other items are indicated in the
Options section. Each study group can be annotated with a specific name. When a
new study group is added, the name is highlighted and is editable. The user can type
in the name required for the study group. At any time the study group name can be
modified by selecting it and left clicking once.

To add the setup component information to the study groups, click and drag each
item from the left window to the window on the right. For example, if Protocols is
selected in the Setup Components, click and drag one of the associated protocol
files over to the study group onto the PRO: section. The cursor will change from the
'No sign' to a cursor with an arrow, indicating that the selection can be added.

Study Protocol Option
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Repeat this process for each of the study group selections. When adding subjects to
the groups, one subject cannot be configured to multiple groups.

The user has the ability of selecting multiple components of the same type and then
dragging and dropping them to the study structure. This can be done for workups,
subjects, and doses. This cannot be done for protocols and workstations.

If stagger days are needed, the Enable Stagger Days option should be checked.
This will add a Stagger Day option to the study group. When Stagger Day is
selected, a + and - button appear to the right. This allows the user to modify the
offset of the stagger day.

New Days

To configure a new day to the study structure, click on the New Day button. When
the New Day button is selected, it will add a new day one day after the currently
selected day. The user can also use the advanced new day button (the > button right
next to the New Day button) to add a new day. This advanced button allows the user
to add a new day after the currently selected day, add a pre dose day, or select a day
from a calendar.

The user also has the capability of changing the date of the currently selected day by
clicking on the up and down arrow buttons to the right of the current date.

If a day has been configured that is not needed, the user can highlight the day to be
deleted, and click on the Delete Day button. Day 0/1 cannot be deleted from a study.

The user has the ability to configure predose days. This can be done by clicking on
the arrow next to the New Day button and selecting the Insert Day -1 option.

Delete/Clear/Remove Button

In the lower right hand corner of the dialog is a button that changes dependent on
which study structure item is selected.

If a study group is selected, this button becomes a Delete Group button. When this
button is selected, the group that is highlighted will be deleted.

If a protocol is selected, this button becomes a Clear Protocol button. When this
button is selected, the protocol associated with the group will be removed from the
group.

If a workstation is selected, this button becomes a Clear Workstation button. When
this button is selected, the workstation associated with the group will be removed
from the group.

If a stagger day is selected, this button becomes a Reset Stagger button. When this
button is selected, the stagger day will be reset back to zero.

If the main Workups item is selected, this button becomes a Remove All Workups
button. When this button is selected, every workup in the associated study group
will be removed.

If a single workup is selected, this button becomes a Delete Workup button. When
this button is selected, the selected workup will be deleted.

If the main Subjects item is selected, this button becomes a Remove All Subjects
button. When this button is selected, all of the subjects from the associated group
will be removed.

10 e Study Setup
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If a single subject is selected, this button becomes a Delete Subject button. When
this button is selected, the selected subject will be deleted.

Automatic Study Setup

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.

Study Setup

Study Information

Study Mame: |NonToxStudy Day1] oD | |
ew [ap ¥

Date: |2£25J2DDB

Ll

Study Type |N0n-T 0 Study

Start Date: | Monday . February 25,2008 j

Setup Components

Protocals
Subjects
Doges

Mew Group |

r [us] [on |

Olpti

(LS “erify Study
[ Allow Workups [ Enable Day 0 [~ Metwork Study
[ Congistert Doses [ Enable Stagger Days [ Allow Post Workstations Automation

Modifying Study Setup. Cancel

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

Available Automation Tvpes:

e S Description

MonToxProtocolParser This will read a three column CaY file (Subject 1D, Day,
SubjectImporter Diose) and assign the corresponding Dose the the
ToxPostDose specified subject on the specified day.

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:
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 Non Tox Protocol Parser — Scans the assigned Protocols and adds the P3
Group Names as subjects to the existing Study Groups

e Non Tox Dose Assigner — Adds the specified subjects to the specified Dose
Days while assigning them the specified doses.

e  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.

Modifying Study after Acquisition

P3 Plus limits the information that the user can modify after an acquisition has been
performed. Below is the dialog that appears when the user opens the Study Setup
dialog after an acquisition (Tox study shown).
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Study Infarmation

Study Mame: |New8tud_l,l

Day1 l

Study Type

T Study

Date: |5;253200?

g

Start Date: |

Setup Components

=-Study Group:  Group 1
J PRO: ToxStudyPro PRO
=W orkupes:
pre:

Pratocols
whorkups
Subjectsz
Dozes

Optiong
¥
¥

-
-

Wiewing In-Progress Study in Read-Only mode. Press "Start Madifying' to modify Study.

post
- Subjects [Doses]:
animall [control]
animal2 [control]
—-Study Group; Group 2
FBQ. TowStudyProPRO
- Workups:
pre:
post
- Subjects [Doses]:

animall [zmall]

animalz [small]

Delete G

[26] [on

raup |

Werify Study

- _ vaiy Sy _|

- Start Modifying
Cancel

To start modifying the study, the user must click on the Start Modifying button. If a
network study was configured, the message below will appear. Data must be

synchronized across all workstations prior to modification of the study.

NOTE: If the Study has been restored from a different workstation, then

the Start

Modifying button will be Become Primary. See section Restoring a Database for

more information.

S5tudyManager rz

N

This will Sync daka with all Study Workskations.,

=il

Ensure that all Study Warkstations are connected to the network,

Cancel |

Below is a list of items that can be modified after an acquisition has been performed:

e New Day can be created (not a pre dose day)

e Ananimal can be added/deleted/modified to the Subjects li
Structure) (addition dialog shown)

st (Study

Study Protocol Option
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]

Modify In Progress Study

Add Subject: animal3

— :

* Add Subject to All Dose Days
" Add Subject to Partially Acquired Dap Forward (Day 1 fonward)

" Add Subject to All Non-Scquired Days [ forward]
~

If an animal is modified on a post dose day, the above dialog will
appear. This will allow the user to configure which day(s) the
animal will be added/deleted/modified.

If an animal is added/deleted/modified on a pre dose day, only the
last option will be available.

e Days can be deleted (only after the days that were acquired)

e Doses can be modified in the Group structure

X]

Modify In Progress Study

Change Doze: high
To: control

Cancel

* Change Doze on Al Dose Days
" Change Dose from Partially Acquired Day Forward [Day 1 forward)

" Change Dose from &l Mon-dcquired Days (Day 2 forward)
~

If a dose is modified on a post dose day, the above dialog will
appear. This will allow the user to configure which day(s) the dose
will be modified.

If the Consistent Doses option is disabled, the dose will only be
modified on that day.

e Ifan acquisition has been performed only on pre dose days, any
modification can be performed

e Workstations can be added/deleted
e Post Workstations can be added/deleted/modified

e  Workups can be added/deleted/modified from the Group structure
(deletion dialog shown)
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X

Modify In Progress Study

Delete Workup: post

Cancel

" Delete \workup from Partially Acquired Day Forward [Dap 1 forward]

* Delete \workup from All Doze Days

" Delete \workup from All Nor-dcquired D ays [-- fangard)
~

If a workup is deleted from a post dose day, the above dialog will
appear. This will allow the user to configure which day(s) the
workup will be deleted.

If a workup is deleted from a pre dose day, only the last option will
be available.
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Managing Studies

Manage Studies Dialog

The Manage Studies dialog is opened by selecting Manage Studies from the Study
menu. From this dialog the user has the capability of selecting a different study,
printing study information, deleting older studies, or viewing the logs for the study
that is highlighted.

The current study that is selected will have a black arrow next to the study name. A
highlighted study is the study that is highlighted in blue.

The Manage Studies dialog can be resized if needed.

MLStudy2_JPK

843172018 1:01:47 PM

E33E

MAA

MAA

Manage Studies X
Study Mame Create Date | Active | Space[kE] ‘ D ate Archived D ate Restored l
a2 843172018 9:31:53 AM N 4288 N/ N/ 1
ACO7700T est 843142018 11:29:47 &M A 4288 N/ NA& [
Acg? 7007 est2 843142018 1:11:13 PM N 4288 N/ N £
DogSP 9/4/2018 12:14:02 PM N Errorl NAA 9/4/2018 12:14:06 PM .
= Masgraups S/6/2018 50555 PM v 5312 /B N/t Study Display
MLStudy2 /3142018 12:56:04 PM ¥ 12480 N 243142018 12:56:05 PM & allStudies
MLS tudyz 843142018 11:53:24 &M M NA& N/ 8/31/2018 11:53:25 4M
N

" Active Studies

" Deleted Studies

Print Studies
[ S ||
T
[Eizsuey s

This dialog shows each study name, the date created, if the study is active, the
approximate size of the study (not including .RAW files or text generated files), the
date that the study was archived, and the date that the study was restored. An N/A
will be listed for Date Archived and Date Restored if the study has not been
archived or restored.

A study is considered active if it has been created or restored onto the local system.
A study will be marked as N if it has been deleted.
Study Display
This allows the user the ability to display which studies are listed.
e All Studies list both the Active Studies and the Deleted Studies.
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e Active Studies list only the active studies. This helps keeping the study list
manageable.

e Deleted Studies list only the deleted studies for the audit trail.

Select Study

The Select Study button allows the user to load the currently highlighted study. This
button will be disabled if no study is highlighted, the currently selected study is
highlighted, or the study selected is inactive. The user can also double click on a
study to select the study.

Print Studies

The Print Studies dialog prints the information listed in the Manage Studies dialog
along with the date and time that it was printed.

Delete Study

Deleting a study will permanently delete a study from the database. When Delete
Study is selected, the following message will appear asking if you are sure.

StudyManager

'j This will permanently delete the Study and all associated Setup & Data information Fram the database.

il

Are you Sure vou want ko do this?

Zancel

When a study is deleted, all of the information in the database is removed. However,
the files that are created in the study directory are not deleted.

NOTE: This action cannot be reversed. A study that is deleted cannot be
recovered.

View Logs

The View Logs button brings up the Study Logs dialog. This allows the user to
view the study and data log for the current study. The currently selected study is
listed at the top of the dialog. Refer to the Application Log section in this manual
for a list of application specific study information.

Study Log Tab

The Study Log tab lists general study information regarding the currently selected
study.
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Study Logs

Logs For Study: |PsegTest

Study Log ] Datalog ]

11/4/2008 45346 PM  User
1043142008 11:52:40 ... User
10/25/2008 12:32:43 ... User
10/24/2008 11:51:28 .. User
10/24/2008 11:51:28 .. User
10/24/2008 11:51:28 .. User
10/24/2008 11:51:27 ... User
10/24/2008 11:51:27 ... User
10/24/2008 11:51:27 ... User
10/24/2008 11:51:27 ... User
10/24/2008 11:51:27 .. User
10/24/2008 11:51:27 .. User
10/24/2008 11:51:27 ... User
10/24/2008 11:51:27 ... User

<

Feal Time Uzt M ame

Export
Field 1 Field 2 Fram ' alue TaWalue ~
Backed Up C:M\Repor
Backed Up E:\Psegl
Backed Up E:\PsegT
Added Day 4: Gr
Added Day 4: Gr
Added Day 4 Gr
Added Day 4: Gr
Added Diay 4 Gr
Added Diay 4 Gr
Added Diay 3: Gr
Added Diay 3: Gr
Added Diay 3: Gr
Added Diay 3: Gr
Added Day 3 Grw
¥

The information included in the Study Log tab is the Real Time, User Name, Field
1, Field 2, From Value, To Value, and Reason. Information will be entered at
various times during the running of the study. The “Export” button enables the user
to export the Study Log to an Excel file.

The times when information will be logged include:

The current study setup information will be logged on the first dose day
acquisition. The To Value column will include the days configured, group
information, workups, and subject/dose information. The Field 1 column
will be noted as added, and the Reason column will indicate that it is the
initialization of the study.

Any modifications made to the study contents will be logged on a dose day
acquisition. This includes the date and time, user, study contents change (in
the From/To Value columns) and the reason.

Protocol modifications will be logged.

The runs that are selected for DSI Reporting will be logged.
A synchronize study data is performed.

A synchronize entire study is performed.

An on demand binary synchronization is performed (when the entire study
has not been synchronized and a replay/review is performed where the
search paths have been configured).

The study has been backed up.

The study is restored.

Data Log Tab

The Data Log tab lists acquired study information regarding the currently selected

study.
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Study Logs

Logs For Study: |PsegTest

Study Log DatalLog ]

Export

Fieal Time: Fiun

11/4/2008 450:42PM  Day 4 Group 1
11/4/2008 44517 PM Day 4 Group 1
11/4/2008 33557 PM Day 3 Group 1
11/4/2008 328:43PM  Day 3: Group 1
11/4/2008 304:40PM  Day 3: Group 1
11/4/2008 258:35PM  Day 3 Group 1
11/4/2008 251:28PM  Day 3: Group 1
11/4/2008 247:49PM  Dayp 3 Group 1
11/4/2008 1:36:50PM Dayp 2 Group 1
11/4/2008 1:3314PM  Dayp 2 Group 1
11/4/2008 11:15:35AM Dayp1: Group 1
11/4/2008 11:10:27 AM Dap 1: Group 1
10/31/2008 11:46:40... Day 4 Group 1
1043172008 11:38:24 .. Day 4 Group 1

<

Uzer W ame
Uzer
User
User
User
User
User
User
User
User
User
User
User
Uszer
Uzer

Field 1

Review stopped
Review started
Review stopped
Review started
Review stopped
Review started
Review stopped
Rewview started
Review stopped
Review started
Review stopped
Review started
Review stopped
Feview started

Field 2

Fra

The information included in the Data Log tab is the Real Time, Run, User Name,
Field 1, Field 2, From Value, To Value, and Reason. Information will be entered
at various times during the running of the study. The “Export” button enables the

user to export the Data Log to an Excel file.

The times when information will be logged include:

e Acquisitions that are started and stopped will be logged.

e Replays that are started and stopped will be logged.

e Reviews on data, only when a marks section is saved, will be logged.

o External data that is loaded from a non study acquisition will be logged.

e Runs that have been aborted will be logged.

e Calibration information will be logged when a calibration is performed.

o A/D range information will be logged when the range is changed.

Export Study Setup

This exports the current study setup after study creation for purposes of verification

and printing.
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Network Options

Edit Primary Workstation List

The Edit Primary Workstation List brings up the Primary Workstation List
dialog. This allows the user to select which workstations will have the capability of
creating a network study on the current workstation.

Primary Workstation List

[ Enable Primary Warkstation Lisk

Arailable Workstations: Permitted Primary Workstations:

[
[

Cancel

The Enable Primary Workstation List check box allows the user to permit only
specific workstations to have the capability of creating a network study on the
current workstation. When this check box is disabled, any workstation will be able
to create a network study on the current workstation. This is the default setting.
Once this check box is enabled, the user must select which workstations will be
permitted to create a study on the current workstation.

The Available Workstations list shows the workstations that the current
workstation is able to see on the network.

The Permitted Primary Workstations is the list of workstations that the current
workstation will allow to generate a study on the current workstation.

The Add > button will move a workstation from the Available Workstations list to
the Permitted Primary Workstations list. The < Remove button will move a
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workstation from the Permitted Primary Workstations list to the Available
Workstations list.

The Search Again button will search the network for all available workstations.
This option may take several minutes to complete depending on the size of the
network.

The Find Workstation button will bring up the Find Workstation dialog.

Find Workstation
Wiorkskation Mame: | Find

{+ P3Plus
" P3PlsTest

Cancel

In this dialog the user can type in the workstation name if it is known. Also, the user
must select which SQL database instance the workstation is using. Clicking on the
Find button will search for the workstation that was inputted. If the workstation
cannot be found, a message will appear. The workstation may not be found because
of firewall settings. See Firewall Settings section for firewall settings.

The OK button accepts all changes and the Cancel button discards all changes and
closes the dialog.

Edit Study Search Paths

The Edit Study Search Paths menu selection brings up the Study Search Paths
dialog.

Study Search Paths

Study Search Paths:
(MOTE: Laocal Study Directary will always be searched First)
YIStZILSS DATA

Mew Path

The Study Search Paths dialog allows the user to configure a link to the data paths
of other workstations that will be involved in network studies. This allows the
current workstation to search other locations for binary data for replay and review
purposes. When a workstation searches for data, the local data directory will be
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searched first. When configuring a data path, it is recommended to use the
workstations default data directory since subdirectories will be searched as well.

The New Path button allows a new path to be configured. The Modify Path button
allows the currently selected path to be modified. The Delete Path button will delete
the currently selected path.

Firewall Settings

Dependent on the operating system settings, the firewall may need to be modified to
allow study to see other workstations. Contact your IT department to make these
modifications.

Please refer to the Ponemah IT Guide for these settings.
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Run Study

Run Study Dialog

The Run Study dialog is the main dialog that will be used during a study. This
dialog is where all acquisitions, calibrations, replays, and reviews will be done. The
Run Study dialog is split into various sections (Filters, Run Study, Information,
Previous Runs, and Status) defined over the next few pages. Typical Tox and Non
Tox Study dialogs are presented below.

Run Study: TestTox Pz|
Filters
Day Day 1 A Date  |Al A Wworkstation | J
Study Group |A|| j Dose  |Al A Acquired |AII j
Subject [ | Gender |80 v|  Replayed  |a |
workup |4l ~|  cage |an v Reviewsd &l |
Fiun Study
Subject [D Subject Info | Diate | Dose | whorkup | Acg | Rep | Rww | ~
MHF1 Dap1 0'makg Fre 1 0 0
MHF1 Day 1 0 mgikg 1hr 1 1] 1]
MHF1 Dap1 0'makg 3hr 1 0 0
MHPZ Day 1 0 mgikg Fre 1 1] 1]
NHPZ Dap1 0'makg 1 hr 1 0 0
MHPZ Day 1 0 mgikg 3hr 1 1] 1]
NHP3 Dap1 0madkg Pre 1 0 0
MHP? Man 1 N madka 1 hr 1 n n bt

Hardware » Acquire > Other >

Previous Runs

Fun 1D Type | Date - Time User Mate Feport
80890007 Acqg  10/29/2008 8:2758AM  Bob Default

Statuz

Mo Run Perfarmed.

Filters

By selecting various filters, the user will be able to minimize the amount of study
acquisitions listed in the Run Study section. The different filters include Day, Study
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Group, Subject, Workup, Date, Dose, Gender, Cage, Workstation, Acquired,
Replayed, and Reviewed. The filter settings selected are saved when the Run Study
dialog is closed. If a study is copied, the filter settings will be applied to the new
study.

Most of the filters listed above will have a list of each entered item along with an All
selection. For example, if the doses Control, 5mg/kg, and 15mg/kg are used, the
Dose filter will have the selections All, Control, 5mg/kg, and 15mg/kg.

Other filters will have slightly different options. These filters include Date,
Workstation, Acquired, Replayed, and Reviewed. The Date filter options will
include All and Today. The Workstation filter options will include All and This
Workstation. The Acquired filter options will include All and Not Acquired. The
Replayed filter options will include All, Not Replayed, and Not Replayed by
'User'. The last selection will list the current user who is logged into P3 Plus. If
security is enabled, it will use the name set on the Access Card. The Reviewed filter
options will include All, Not Reviewed, and Not Reviewed by 'User’. The last
selection will list the current user who is logged into P3 Plus. If security is enabled,
it will use the name set on the Access Card.

The Workstation filter will be disabled if the Single Workstation option is checked.

Study Acquisitions (Run Study)

The Run Study section on the Run Study dialog shows the list of study acquisitions
that are available after the filtering has been applied. The study acquisition buttons
will become enabled once one of the study acquisitions is selected.

If the user is using the 6000 Series BioMedics wand, the user can scan an animal to
select the appropriate animal in the Run Study dialog. See the BMDS Wand Manual
(MUQ00264) for more details.

Study Acquisition Buttons

The buttons shown in the Run Study section include a hardware button (with
options), an acquisition button, and a Other button. The hardware button options
depend on the type of hardware that will be used.

e Forthe ACQ-16 EPP, these options will be A/D Input Range and Perform
Calibrations. The A/D Input Range option will bring up the A/D Input
Range dialog for the ACQ-16. The Perform Calibrations option will
bring up the Perform Calibrations dialog for the ACQ-16.

e For the ACQ-7700 EPP, ACQ7700 USB and ACQ16 USB, the option will
be 7700 Amplifier Setup. This will bring up the 7700 Modules dialog.

e For a DSI setup, these options will be Edit DSI Setup and Select DSI
Sources. The Edit DSI Setup button will bring up the configuration dialog
for DSI. The Select DSI Sources button will bring up the Select DSI
Sources dialog.

e Fora JET setup, the option will be JET Device Configuration. This will
bring up the JET Device Configuration dialog.

e For a VivoMetrics setup, the options will be VivoMetrics Calibration and
VivoMetrics Configuration. The VivoMetrics Configuration option will
bring up the VivoMetrics Configuration dialog. The Calibrate Vivo
Devices option will bring up the VivoMetrics Calibration dialog.
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For each available hardware option, another selection will be available. This is
Video Configuration. This allows the video configuration to be modified. See the
P3 Plus Video Manual for details.

The acquisition button will either be shown as Acquire or Sched. Acg. This button
also has an advanced selection by clicking on the arrow button next to the acquisition
button. The Acquire button is used to start the acquisition for the study acquisition
that has been selected. The Sched. Acq button is used to start a scheduled
acquisition. When it is selected the Scheduler Setup dialog will appear. This dialog
appears so that the user can make any modifications that are needed to the scheduler
setup. When a study is initially set up with a specific protocol, the Experiment Start
time will probably not be known. This will allow the user to make the necessary
modifications to the Experiment Start time. Also, when the same protocol is used for
different scheduled acquisitions, the Experiment Start time and date will need to be
changed for each acquisition.

If the advanced portion of the acquisition button is used, and the selection made is
changed from the original option, the button will change to what was selected. This
will be saved so the next time the Run Study dialog is opened, the selection made is
the selection that will appear. For example, if the Acquire button is listed, the user
selects the advanced arrow button and selects Sched. Acq, every time the Run Study
dialog reappears, the button will now come up as Sched. Acq.

The Other button is gives the user the option to Attach RAW File, Attach Review
File, or Combine and Attach Raw Files that were acquired outside of study. These
options are means to loading selected data into the Study. The data that is loaded
must have the same configuration as what was set up in data reduction for the
protocol that was selected for that study. If there are incompatibilities with the
Review file being loaded, a warning message will appear and ask if the user wants to
continue with the Attach. Note: if the user elects to continue with the
incompatibilities in place the DSI Reporting feature may not function properly. This
does not apply when attaching a RAW file since there is no configuration
information contained in this file, only waveform data

The Attach Review File feature extends the Attach RAW feature and replaces the
Load External Data feature found in earlier versions of the Study module. This
feature provides better functionality by allowing a full review session to be imported
into a Study. Upon selecting a Review file to attach the user will be prompted to
select a RAW file from the Study Directory. Note: The software will not validate that
the selected RAW file matches the RAW file associated with the Review file.

Combine Raw Files allows the combining of RAW files into a single file. In the
event of a catastrophic failure, acquisition is stopped unexpectedly. To continue the
acquisition, a user must create a new file name and continue collecting data which
creates two sets of files for a single collection period. These two sets of files must be
managed when reporting results of the data.

For long duration acquisitions, it is not advantageous to manage multiple files to
report final results of the data. Therefore combining RAW files allows the user to
create a single RAW file for the collection period if acquisition is stopped
unexpectedly.

NOTE: This feature does not allow all files to be combined together. The files must
have the exact same configuration and must have been collected within a short
period of time (days) from one another.
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Run Study: test

X

Status

Mo Run Perfarmed.

T

[ s

[somrin

Filters
Day |AII j Date  |Al i Whorkstation | J
Study Group |AII j Doze  |Al i Acquired |.&II j
Subiect [an | Gerder |an ~|  Replayed  Jau =]
wiorkup |A|| j Cage Al b Reviewed |.QII j
Fiun Study
Subject ID Subject Info | D ate | Doze | Workup | Acg | Rep | R | -~
1 Dapl Orng/kg Predoze 1] 0 i
1 Dayl Omglkg 2hrPostdoze O 0 ]
2 Dayl Omg/kg Predaze 0 1] 0
2 Dayl Omgdkg 2hrPostdoze O 0 ]
3 Dayl Ormglkg Predoze 1] 0 1]
3 Daypl Ormglkg 2hr Postdoze O 0 ]
4 Dayl Omglkg Predoze 1] 0 ]
4 Man1 Nrrmfen P br Prstdnes 11 n n b’
Hardware > Acquire > Attach RAW File
Attach Review File
Previous Runs Combine and Attach AW Files
Run 1D Type | Date - Time Llger Mate Report

Information
The Information section shows information about the study acquisition selected.

If a tox study is being run, this information is provided in the Run Study list view
and will show the date that the currently selected study acquisition should be
acquired, the group that the study acquisition is within, the subject for the current
study acquisition, subject information for the current study acquisition, and the
workup associated with the current study acquisition.

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

If a non tox study is being run, this section will show the date that the currently
selected study acquisition should be acquired, the group that the study acquisition is
within, and the Subject ID and Dose for each animal.

If the user is using the BioMedics wand, the user can scan an animal to select the
appropriate animal in the Run Study dialog and have the information from the animal
populate the Information section. With each scan of an animal, the appropriate
animal lists a check mark next to it, to let the user know which animals have been
scanned and which animals have not been scanned. The Scan animals within the
current group check box allows the user to only scan the animals in the current
group. The check boxes next to each animal in the Information section can be used
by users that do not have the BMDS wand. The check boxes are used for
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informational purposes and will not affect acquisition. See the BMDS Wand Manual
(MUO00264) for more details.

Information

Date: 11/16/2006

Group: Group 1

IV Scan animals within the current group
Subject ID Dose »
1 control

Os2 control

Os2 control

O s4 control

Os5 d1 ¥,

Previous Runs

The Previous Runs section lists all the runs that have been done for the study
acquisition selected and has buttons for replaying and reviewing the run selected.

Both types of studies have the Replay and Review buttons. If a run is selected and
the raw data exists on the current computer, these buttons will be selectable. The
Replay button allows the user to replay an acquisition (or replay) similar to running
replays outside of study. Changes can be made within review if attributes were not
configured correctly in the initial acquisition. Replay can only be done if the raw
files were saved, and those raw files exist on the current workstation. Reviews can
be done on the selected run in a similar manner.

Any workstation can replay/review data from any other workstation if the current
workstation has synchronized the entire study. If only the study data was
synchronized and the current workstation has configured the study data paths to the
workstation that acquired the data, then a synchronize on demand will be performed.
This will automatically search all workstations for the required data (as long as the
search paths have been configured), copy the data from the acquired workstation to
the current workstation, and then replay/review the data without the user needing to
synchronize the entire study.

The Previous Runs section shows the previous run history for the study acquisition
selected. The columns listed are Type, Date - Time, User, and Note. The Type
column will list if an acquisition, replay, review, or manual attachment was
performed. The Date - Time column will list the date and time for that run. The
User column will list the user who is logged into P3 Plus. The Note column lists
hand entered information which can be added or modified at any time.

When a Synchronization is performed for a network study the notes associated with
the study runs are also synchronized. If a run has only one distinct note that note
shall be synced to all study workstations. If a run has multiple distinct notes
(conflicting) the note for each workstation will remain unchanged. Following
Synchronization a dialog box will inform the user of the conflict and log the conflicts
to the Study log.

A Summary Report Setup Panel is displayed to show which run is selected (by Run
ID), for each subject and whether Data Reduction values exist. If Data Reduction
values exist, these will be listed under Line. If Use Default is selected, the last run
for that animal in the Previous Runs panel will be automatically selected for
reporting.
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The Show Subject Info check box allows the display to switch between showing the
Subject ID or the Subject Info in the Information panel.

Status

The status area will indicate if any changes were made to any attributes during an
acquisition or replay. A button is available so that the user can save the protocol as
the primary protocol if any modifications have been made. The primary protocol is
the protocol that will be used when new acquisitions are started.

If any modifications are made to the sizes of graph page windows, the main P3 Plus
window, or the list views on the main P3 Plus window, it will NOT be stated the
protocol has been modified. The changes can be saved to the primary protocol by
selecting the save protocol button.
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Study Database Utilities

Synchronize Study Data

When Synchronize Study Data is selected from the Study menu, the following
dialog will appear.

StudyManager §|

T This will Sync daka with all Study Wworkskations.

il

Ensure that all Study Waorkstations are connected to the network.

Cancel

This allows the current workstation to synchronize data across all workstations. This
includes the run information in the Run Study dialog and does NOT include binary
files (RAW, .RVW, .EVT, and Excel .XLSX/.XLSB files).

Synchronize Entire Study

When Synchronize Entire Study is selected from the Study menu, the following
dialog will appear.

StudyManager &|

il

This will First perform a Data Sync with all Study Workstations, then
Wl copy all Ry, RS, 2 EVT Files From other Study Workstations to this one,

Ensure that all Skudy Wwaorkstations are connected to the network,

Zancel

This option first performs a Synchronize Study Data and then copies all binary data
from all other workstations to the current workstation. This only copies the binary
files to the current workstation and does NOT copy binary files to any other
workstations.

If data files are missing when a Sync Entire Study is executed, a message box will be
displayed offering the user options on how to handle the missing files.
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The use can choose to continue and copy the available files or to cancel the sync.
The Study Log will record the actions taken in this dialog and maintain a list of the
missing files.

Backing Up a Database

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 5tudy Database E|E|

Savein | () LS5_DATA EECh =

D

ty Recent
Documents

Dezktop

2

My Documents

-

by Cormputer

ki Metwork, File narme: |New5 tudy. zdybkup j Save |
Places
Save as bpe: | Backup Files [ sdybkup] | 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
Excel .XLSX/.XLSB files).

Restoring a Database

To restore a database, select Restore Study from the Study menu. A dialog will
appear similar to the one shown below.
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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.

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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Application Log

P3 Plus Application Logs Dialog

Log information based on general study information is listed on the P3 Plus
Application Logs dialog in the Application Log tab.

P3 Plus Application Logs

Application Log

Local Server: l Local\P3Plus

Print

Database Version: |2
_ P |

Real Time

2005411411 141315
2005411411 141315
2005/11/11 14:12:04
2005411411 14:09:50
2005411411 14:03:42
2005411411 14:09:19
2005411411 14:09:19
2005411411 13:31:03
2005411411 12:52:50
2005411411 12:52:50
2005411411 12:52:43
2005411411 12:52:44
2005411411 12:52:24

A a td 4 4~

&

User

Tech Mike
Tech Mike
Tech Mike
Tech Mike
Bob
Bob
Tech Mike
Baob
Bob
Bob
Baob
Bob
Bob

Action ~

Acquisition started. Data Set [¥_NewForSecurity [Days 0_1] (s1) [predose
Protocol file [C:ALSS_DATAMY_NewForSecurity\OneChannel. PRO] ope
Study [v_checklist] created.

ACCESS LOG : LOGIN :  User ID:000020

ACCESS LOG : LOGOUT :  User ID:002553

Protocol file [C:A\LSS_DATAMdefault. pro] opened

Created study: v_checklist

Protocol file [C:ALSS_DATAMY_ToxStudyiOneChannel. PRO] opened
P3 Application Started

Protocol file [C:A\LSS_DATAMdefault. pro] opened

ACCESS LOG : LOGIN :  User ID:002559

P3 Administrator Application Shutdown

ACCESS LOG : LOGIN :  User ID:002559 v

The information included is Real Time, User, and Action. Information will be

entered at various times during the running of study. The times when information

will be logged include:

The creation of a study.
When a study is selected.
When a study is deleted.

When a study is backed up or restored.
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Security and Study

Available/Restricted Features

There are several available/restricted features for Study. These features may be
dependent on other available/restricted features. These features include:

Study - Backup Database

This option allows the user to back up a study database. If this option
is not available, the Backup Database option under the Study menu will
not be available.

Study - Change Filters

This option allows the user to change the filters that are available on the
Run Study dialog and the Backup Database dialog. When changing the
filters on the Run Study dialog, the user will need the feature Study -
Run Study.

Study - Delete Study

This option allows the user to delete studies on the Manage Studies
dialog. The user will need the feature Study - Select Study to access
the Manage Studies dialog.

Study - Modify

This option allows the user to make modifications to the current study.
If this option is not available, the Modify Study option under the Study
menu will not be available.

Study - New Study

This option allows the user to create a new study on the Create New
Study dialog. The user must have access to the Study - Modify option
to be able to complete the creation of the study.

Study - Overwrite Deleted Study

This option allows the user to create a new study with the same name
as a study that was previously deleted. The user must have access to
Study - New Study and Study - Modify Study to be able to completely
overwrite a deleted study.

Study - Restore Database
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This option allows the user to restore a study onto the current
workstation. If this option is not available, the Restore Database option
on the Study menu will not be available.

Study - Run Study

This option allows the user to run studies on the Run Study dialog. If
this option is not available, the Run Study option on the Study menu
will not be available.

To have access to the filters that are on the Run Study dialog, the user
will need the feature Study - Change Filters.

When using the ACQ7700 USB, or ACQ16 USB only the 7700
Amplifier Setup option will be available. To have access to the 7700
Amplifier Setup option, the user will need the features Setup 7700
Amplifiers and Protocol - Save.

When using DSI the options Edit DSI Setup and Select DSI Sources
will be available. To have access to the Edit DSI Setup option, the user
will need the features Edit DSI Setup and Protocol - Save. To have
access to the Select DSI Sources option, the user will need the features
Select DSI Sources and Protocol - Save.

When using JET hardware, the options 7700 Amplifier Setup and JET
Device Configuration option will be available. To have access to the
7700 Amplifier Setup option, the user will need the features Setup 7700
Amplifiers and Protocol - Save. To have access to the JET Device
Configuration option, the user will need the features JET Device
Configuration and Protocol - Save.

The Video Configuration option from the Hardware button will only be
available if the Video - Setup feature is available.

When selecting the Acquire button (or Acquire from the advanced
button), the user will need access to the Acquisition - Start feature.
When selecting the Sched. Acq button, the user will need access to the
Scheduler - Start and Scheduler - Setup features.

To have access to the Replay button, the user will need the feature
Replay - Start.

To have access to the Review button, the user will need the feature
Review - Open File.

To have access to the Save PRO button, the user will need the feature
Study - Save Primary Protocol.

Study - Save Primary Protocol

This option allows the user to save the current protocol as the primary
protocol. After an acquisition has been performed and attributes have
changed, the Save protocol button will be available if this option has
been enabled.

Study - Select Study

This option allows the user to select a study. If this option is not
available, the Select Study option on the Study menu will not be
available.

To have access to the Delete Study button, the user will need the
feature Study - Delete Study.
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e  Study - Sync Study Data

This option allows the user to synchronize study data. If this option is
not available, the menu selection will not be available.

e  Study - Sync Entire Study

This option allows the user to synchronize the entire study. If this
option is not available, the menu selection will not be available.

e  Study - Primary Workstation List

This option allows the user to edit the primary workstation list. If this
option is not available, the user will not be able to make any
modifications to the primary workstation dialog.

Study Protocol Option Security and Study e 35






Application Configuration

Miscellaneous

From Options, select Application Configuration. The Application Configuration
allows the configuration of global, or system wide, settings. Settings for the

Network

Options can be configured in the Miscellaneous configuration.

Three settings are available:

Auto Search for Network Study Workstations: will automatically begin
searching the network for study workstations upon opening the Ponemah
program.

Allow User Search for Network Study Workstations: allows the user to
manually search for network study workstations using the Find Workstation
or Workstation Search buttons located in the Study Setup menu during
study configuration. Additionally, this will allow access when searching for
workstations using the Edit Primary Workstation List function (this is the
default setting upon loading the Ponemah software).

Disabled: if both of the above options are not checked, the auto search
capability will be disabled and the user will not have access to search for
networked workstations.

Advanced

Configuration - Miscellaneous

Configuration Miscellaneous
Acquisition Interface Support Email: |I'rfescience@datasci.com
Data Paths
Review [ Analysis Reset Across Time Breaks (Replay Only)
Animal 1D ™ Auto Search for Network Study Workstations
Email Alerts

V¥ Allow User Search for Network Study Workstations

oK Cancel
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If the ability to perform a workstation search is disabled, attempting to search for a
workstation will result in the following message being posted.

StudyManager [‘5—(|

L ] E W'orkstation Searching is disabled for this syskem,
L
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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
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