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Product Presentation

VALIDAT simplifies the demanding process of
method validation according to DIN/ISO/ICH,
thus saving a significant amount of time and
costs.

Adaptable templates, assistants and powerful
reporting functions realize a fast creation of
validation reports of high and steady quality.

VALIDAT supports the installation of stand-
alone and network systems, enabling an op-

Documentation

sequences and worklists, as well as taking over
results for usage within the validation.

VALIDAT offers a powerful and configurable
reporting, providing options for defining con-
tents and layout. Planning reports, single re-
ports and summary reports are available. Addi-
tionally, the generation of summary reports
containing the essential results of statistics
(passed/failed) is achievable.
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eration throughout the whole company. Even
within stand-alone systems, validations are
stored in network -compatible database files.
Client/server installations are operating in a
Microsoft or Oracle SQL server environment.

Data entry can be executed manually or via
automatic data transfer using the import assis-
tant. In addition, interfaces for LIMS and CDS
systems are available, enabling the creation of
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Standard and short reports can be selected, as
well as classic and modern layout. Modern lay-
out reports are generated using user-defined
colors and fonts, and test results are high-
lighted in color and
tests passedo) .
generated in German and in English.

summar

Furthermore,
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Documentation

External attachments (e.g. graphics, CDS re- be adapted to an increasing number of users.
ports, SOPs, and others) can be appended to The system supports Windows Terminal Server
validation reports. and Citrix Metaframe, or Presentation Server,
Additionally, the ap- with the server database being prearranged for
plied equations for a high data throughput and elevated opera-
pre-defined check- tional safety. Parallel handling of more than

points and proce- one SQL server is possible, while still maintain-
dures are included. ing the corresponding user context. With this
configuration, independent user groups can be

VALI DATOs export functi oenst%blis%e%.rAs a\llrgsblt', d%p%r&m'er?tsncan Qe
ments generate standard data formats (HTML,

) ) separated completely.
RTF, DOC, and PDF), and, accordingly, provide

a direct connection to Microsoft Office. More- If necessary, user rights can be limited by
over, VALIDAT includes an own text processor means of assigning rolls that hold the appro-
that can be used for formatting reports and priate user rights. The required roll is selected
inserting manual page breaks. Reworking the during log in. Software functions are assigned
contents of the report (incl. audits and revi- centrally to the corresponding user right levels.

sions) is possible as well. _
Planning

FDA 21 CFR 11 Compliance o _ _ :
Planning is the very first action of each valida-

VALIDAT complies with the requirements of 21 tion, in the course of which a structure is de-
CFR, Part 11, and realizes a hierarchical user fined and details are planned. Using validation
management. Each operation is documented in templates, a time-saving reuse of already ex-
an audit trail. Additionally, essential processes isting plans for validation is possible.
must be confirmed by an electronic signature. = fJ Full Demo
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Planning

For structural planning, components and
checkpoints must be defined, while detail plan-
ning includes the settings for calculation meth-
ods and numerical parameters. These are, for
instance: number of measured values, multiple
injections, multiple determinations, and used
concentrations.
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After completion of validation planning, the
validation plan can be generated and ap-
proved.

The validation plan contains all relevant plan-
ning data and comments as well as any pre-
defined acceptances.
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In addition to the validation schedule, a sched-
ule for performing the necessary sampling can
be generated. Via data sharing, samples can
be used repeatedly. This is especially impor-
tant, if the validation schedule is intended for

the creation of a LIMS task or a CDS sequence.
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While using a CDS or LIMS interface, the vali-
dation schedule is the base of the automatic
export of the sequence or worklist.

Data Input

Within VALIDAT, data can be entered manu-
ally, copied from clipboard, or via the import
assistant, and by means of an automatic data
transfer from a CDS or LIMS system. By the
usage of data grids, the data entry for multiple
injections, multiple determinations, and

imi ssi negadc toirv aftdeed 0 v al
In addition, supplementary data variables (e.g.
date, operator, auxiliary quantities, and others)
can be managed, which are defined while plan-
ning the checkpoints. Even when data for
measured values are entered, VALIDAT pre-
sents an optional results preview.

In addition, while giving information about
each checkpoint and component, supplemen-
tary comments and acceptances can be en-
tered. Corresponding texts can be generated
within VALIDAT or imported from a text proc-
essor via clipboard. Fonts and character attrib-
utes are transferred as well as graphics, tables

4
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Reporting Scope of Features

and formulas. 9 Supported Guidelines
Depending on the acceptance of an check- ICH Q1A/Q2A/Q2B, DIN 53804, 32645,
point, in the hierarchical overview the units are 55303, 55350, 38402, 5725, ISO 3534-2,
marked by a traffic light symbol (red/green) to DIN 17025, opt. Bioassays Ph. Eur. 4 chap.
enable a quick outlining view. After data entry, 5, Error of uncertainty acc. Eurachem/
a broad variety of formatting functions can be CITAC.
utilized for )
outputting EI [#]:=H Impurity B 1 Checkpoints
calculation A% Linearity - A I

¥ Precision/ repeatability Precision, accuracy, linearity, calibration
results as ¥ Rreproducibility function, inter -laboratory comparison, inter-
graphics or A ¥F Recovery by spiking mediate precision, ruggedness, method
reports. In .

suitability, selectivity (specificity), detection
and determination limit, stability, optional
bi oassayds and uncertai

particular, the
extent of the report can be defined separately

for each checkpoint.

1 Statistical Tests
For completing the checkpoint report, several

features are provided: a pre-defined title page, t-Test, F-test, Bartlett test, Wilcoxon test,
comment pages, automatic generation of a chi-squared test, tests for ruggedness, out-
table of contents, integrated attachments for liers (Dixon, Grubbs), linearity (Mandel),
formulas and equations, and much more. The variance homogeneity, selectivity etc.; sig-
summary report can be formatted belatedly; nificance levels are selectable due to con-
even a review of the contents is possible. Nev- text 1%/5% one -sided / double-sided,
ertheless, by means of audits and revisions the ANOVA, ShapireWilk (normal distribution).

traceability is always maintained. ,
1 Reporting

An effortless report creation is available via
dynamically updated text variables (text fields)
and acceptance variables, especially making
the generation of validation templates easier.
Additionally, equations can be applied to re-
sults arrays.

An efficient reporting system with inte-
grated text processor, selectable options for
output of functions and output accuracy,
table of contents, header, footer, signature
line, time stamp, user context, etc.; reports
for checkpoints and components as well as
summary reports, report creation in Ger-
man or English (which can be toggled dur-
ing runtime); standard and short reports,
modern and classic layout, reworking of
reports.

1 Graphics

Demonstration Substance - Impurity A:Linearity

Precision graph- .
ics, linearity ‘
graphics incl. re-
siduals and confi-
dence interval,

parallelism plot, e -
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Functionality

box and whiskers plots, configuration of
graphics (color, symbols, structure), select-
able scale and zoom, legend.

Text Variables

Text variables are functioning as named
fields, including output formatting for data
concerning validation, components or
checkpoints (planning data, header, re-
sults); output of results acceptance (pass/
fail assessments).

Text variables enable the calculation of ar-
ray results (MIN, MAX, MEAN, STDDEV,
VARIANCE, RSD), and output and calcula-
tion of equations (regression and confi-
dence interval).
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Import & Export

Text Formats: ASCIl, HTML, RTF, Word
97/2000/2003, PDF, secured PDFs

Graphic Formats: BMP, JPG, WMF, EMF

Clipboard, drag-and-drop, direct connection
to Office via report link, import assistant for
summary reports of most common data
systems, XLS.

21 CFR Part 11

Hierarchical user management, audit trails
(validation, software, preferences) with full
context, data transfer secured by check-
sums, electronic signature, internal audited
storage (see DMS).

'CD. experts
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With Adobe Acrobat 5/6/7 installed on the
system, PDF attachments can be added
automatically to the validation report, and
reports in PDF format can be secured with
a 128 bit write protection.

The default rights can be customized by
assigning rights levels to achievable soft-
ware actions. If necessary, independent
user groups can be generated on the data-
base servers.

Installation

Installation via graphical installer; automati-
cally performing 1Q (Installation Qualifica-
tion) and OQ (Operation Qualification).

[ZF Setup - VALIDAT 2007 ==

&

Select Destination Location
Where should VALIDAT 2007 be installed?

| Setup will install VALIDAT 2007 into the following folder.

To continue, click Next. If you would like to select a different folder, click Browse

C:\Program Files\CD\VALIDAT 2007

At least 22,2 MB of free disk space is required.

<Back || Net> | [ Cancel |

Document Management System (DMS)

Internal audited storage of validation data,
reports, methods and attachments; storage
with time stamp, reason, label, and com-
ment. Fast queries using an efficient search
dialog; archiving; workflow with DMS
viewer (optional).



