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Overview

e Epiatech Study module is standalone Windows application
developed according to specifications of our customer.

* Module is sharing its database with hosting LIMS System which
enables data sharing in both directions.

» Audit Trails and eSignatures

* Fully automated LIMS Sample creation

 Built-In Label Printing, Powerful Reporting and export capabilities
* Integrated Inventory Management

 Integrated Data Miner
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_ -

Main Page

¢ Stability Module [1.3.0.0] - ChemLMS DBA on ARSI =10] x|
Studies are organized into Study Tools Q2K Move
organizational groups that own them NewStudy  StoreSamples  Pull Sam

H| 7 General Information

and grouped by corresponding products.
Hierarchy is displayed in a tree view
which allows selection of individual
Study and preview its attributes.

Study Murnber: 095R 20100071 8-01
Study Group: Fes
Study Type: SR
‘ear 2010
Statuz: |n Progress
MName: B Wi
Description:  MFD: 13.11. 2006

T? Product Information

Study life-cycle is conducted via
defined circle of statuses; some status
transitions are executed automatically
(e.g. Completed) some are triggered
manually by performing certain actions
(e.g. Review). Some actions require
electronic signatures which is
configurable by administrators.

Sample Type: STABILITY RESEARCH DP
KIS Item: myinimisiiinii
KIS Item Description: B 1
Lot Mumber: GRS0010/02
Main Lab: APLE
Starting Sample: 09002288

T S R T

Schedule 1 BP-DU-TR-&<x-90 In Progress BA1/2000
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Study Attributes

When Study is initially created, basic
attributes are entered into the module
by users. Beside of basic attributes,
module also support additional
attributes that are either provided
automatically or manually provided by
users.

These attributes are made available to
LIMS once Timepoints are pulled and
LIMS samples get created.
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Study Details

"I General

® Attributes
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Schedules and Timepoints

study Details

E (Eeneral W Attributes #iSchedules @ History

ISchedlﬁe Details

" General FiTime Points @ History

Every Study can have multiple
Schedules. Schedules represents a
matrix of Storage Conditions and
Storage Time (Timepoints). As every
object in Study module, also Timepoints
have their own statuses which are
nicely displayed in Timepoints Matrix.
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Timepoint Management

Schedule Details

Timepoint may be managed during rr—
Study life-cycle. They can be canceled ws | 00, T
or deferred or even merged. | St | S | PeUnmSO® | ppoun | Commen
Related Inventory is handled
automatically.
. . \
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Inventory Load

+ Gtability Module [1.3.0.0] - ChemLMS DBA on
Study Tools Q2K Move
Store Study Samples
Ney—— "
| Selection
(NELNETNEER ChemlMS DEA [PDBA] hd| Load Date: m

Once Study is created and Schedules ' B rcoce R Moda

defined, Study inventory is loaded into —

Storage Chambers. Number of required
packages is defined during -
Schedule/Timepoint definition, but
users may load more packages in case
retesting or other unplanned situations
occur.

Study Number: | Dl

= Print Starage Plan
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Integrated Label Printing with Barcoding

F,-‘f Preview

Study Tools Q2K Move

Inventory Management Reporting Chj|

AL -y
© 0.5 mg capsules et b

098R20100018-01 ; 095R2$
L

Module includes fully configurable label o poe
printing capabilities to enable label pons
printing once inventory is loaded into * 4 06SR 2010001801
Chambers. S i Add o Favores 1-R0499-5819-F03

]

mGluR2 (2) 0.5 mg capsules

Label printing supports any kind of
barcode, 1D or 2D.

09SR20100018-01 . 09SR20
T RN T =

] \
it 0.5 mg capsules fn;l-ﬂ;
9
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Sample Pull

When Study is fully defined it is ready
to be started. Every Schedule has its
own start date and pull dates of
individual Timepoints are calculated
based on corresponding start date.

Timepoint pull can be either manual or

automatic with forward looking options.

In second case, Samples are created in
LIMS automatically and are available in
LIMS when Timepoint is due.
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Ipull Samples

"l Selection

Study Group: (B

Flanned Pull Date From: |EREernlE

EE e L ECR N 11/13/2015

! Time Points

EVNRESHEN S Cheml S DBA [PDBA] hd| Pull Date:

M Barcode Reader Made

Joze
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Audit Trail and eSignature

All actions and status transitions of
Studies, Schedules and Timepoints are
carefully recorded and available as
intuitive audit trail for view and print
at any time.

As eSignature is integrated into the
module, signatures are also available
within audit trail.

Sschedule Details

" General

Tlme omt_

e Aadit entry
Installation
Adit entry
Installation
L Audit entry
Installation

10/27/2013400AM FDBA

10/21/2012400AM FDBA

095R20090M7.. 5

1042172012400 AM PDBA

095R20090017.. 5

5/14/201211:46 AM EXTERNAL

095R20030017... 5

5/14/201211:46 AM EXTERNAL

095R20090017.. 5

5/14/201211:46 AM EXTERNAL

i Time Points  ® History

R " — |

X
x

Schedule 1

x

V.. Schedule

chedule 1 05 / 36 Sarmple fil

g storage chambers andposibons of speci_

chedule 1 40475 4 1M Sample moved in..

Updating storage chambers andposzibons of speci_

chedule 1 3065 /1M Sample moved in.

Updating storage chambers andposibons of speci_
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4+ Stability Module [1.3.0.0] - ChemLMS DBA

Study Tools

Inventory Management

vl Dump

Fat.17 V]

Inventory Management

P Drag & Drop Inventory

Source Mode:

11
11
-
-
-
-
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Powerful Reporting

/

i}\" Stability Module [1.3.0.0] - ChemLM

Study Tools Q2K Move

Inventory Management Reporting Chamber Fault Data Miner

"l General Information

Study Mumber: 095R20100018-01
Study Group: Res
Study Type: SR

ear 2010

Study Reports
B Reports

- ' Study Details

Powerful, configurable and scalable
reporting is integrated into the module.
Reports Templates can be edited or
added in the future.

“® Parameters

[ Mome | Peckaze | Staur | Statbate]

Schedule 1 EP-DU-TR-=44-90 In Progress 5172000
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Powerful Reporting - Example

Study Detail Report: 075D20080047

General Info

Study Humber: Sample Type /Mainkab:

Study Hame: Product Code:

Status: Product Description:

Descrption: Lot Humber:
Manufacturing Date:
T0 Sample Hame:

Study Attributes

ThemeH umber$:
CostCenterK eyToDebitd:
SAPProjHoBuchungskri ey$:
Requesterlames

Producer$:

RequestorD epartment$:
StabR equester Comment$:

Schedule: Schedule 1

Description: Dimension:
Package Hame: Orientation:
Package Description: E er Status:

Start Date: Retention Days:

Date Printed: O:
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Powerful Reporting - Example

F," Preview

Study Detail Report: 075D20080047

Storage Chamber: KTZ1 Storage Cond 5IREF

Storage Time Position Planned Pull  Actual Storage Date  Timepoint LIMS Sample 1D Sample Status
Date Status

d 0G-Jun- 3 - ol in LN nfa

Storage Chamber: KTZ9 Storage Cond

Storage Time Position Planned Pull  Actual Storage Date  Timepoint LIMS Sample ID Sample Status
Date Status

I . 1F 0.

Storage Chamber: KTZ5(Def) Storage Condition: 3075

Storage Time Position Planned Pull  Actual Storage Date  Timepoint LIMS Sample 1D
Date Amount Status

1t

Mandats
Mandat
Mandat

Date Printed:
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Powerful Reporting - Example

Pull Forecast Report manias:

Group(sk
Product Code St Position  Actual Amount Requestor Department Symbol / Remarks

Product Description 5t Condition Timepoint Type  Reguestor Comment
Lot Humber ients 5t Time Planned Pull Date

Study Humber: Study Hame:
Study Type ' Ma : Description:

Study Humber: Study Hame:
Study Type / Mainlab: g Description:
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Stability Module

Built-In Data Miner

Data Miner

"l Selection
Group:

Storage Chamber:

Current — | — . Pull Date — |

Starage Condition: M Amount M M Planned

Study Mumber:

Powerful Data Mining Tool is built-in as
well. It is used of occasional data
extractions and other analyses.

Product Code:

Results can be printed or exported to
Excel.

@) Load Repart
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