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1 INTRODUCTION
Welcome to the PLA 3.0 Validation Package User Guide.
This guide describes how to work with the PLA 3.0 Validation Package. It is intended for system
administrators of PLA 3.0 who want to validate PLA 3.0 in their environment to achieve compliance with
®
ISPE GAMP 5.
Note: To use all features of the package, you need a Validation Package license. Without license,
no certificates are generated, and reports are generated with a watermark and cannot be printed.

1.1 About the PLA 3.0 Validation Package
Stegmann Systems supports the validation of PLA 3.0 in the target environment through the PLA
3.0 Validation Package, which provides fully automated functions for Installation Qualification (IQ) and
Operational Qualification (OQ).
Customers with a license for this package can use it to ensure that PLA 3.0 is correctly installed and
calculations are correctly performed.
Tip: The PLA 3.0 Validation Package also provides a semi-automated Performance Qualification
(PQ) process that customers can use to validate calculation results in the target environment,
using their own verified data sets.
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Validation coverage
The IQ process of the PLA 3.0 Validation Package validates the complete installation of PLA 3.0. The OQ
process validates data analysis add-ons regarding their mathematical correctness.
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Figure 1-1 Areas validated during the IQ and OQ processes of the PLA 3.0 Validation Package

Note: The PLA 3.0 Validation Package does not cover Design Qualification (DQ) where
requirements are defined to prove the system is suitable for the intended purpose.

1.2 Installation
The qualification functions of the PLA 3.0 Validation Package are delivered as a part of the PLA 3.0
framework and do not require a separate installation.
You can access them from the Validation menu in the PLA 3.0 menu bar:

Figure 1-2 Validation menu in the PLA 3.0 menu bar

Important: The PLA 3.0 user executing the validation needs the task permission corresponding
to the qualification process, usually associated with an administrative global role.
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2 INSTALLATION QUALIFICATION
The Installation Qualification process (IQ process) of the PLA 3.0 Validation Package checks the
completeness and correctness of the PLA 3.0 installation.
It decrypts the protected installation reference data delivered by the PLA 3.0 installation and compares it
with the PLA 3.0 component files installed in the target environment.
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Figure 2-1 PLA 3.0 IQ process in the target environment

2.1 Executing the IQ
Execute the Installation Qualification to verify that the PLA 3.0 component files in your environment have
not been tampered with.
Note: The IQ process validates one PLA 3.0 installation at a time. If you work with several
installations, you have to execute the process for each of them.

Before you begin
Ensure that the operating system on which PLA 3.0 is installed runs without errors prior to the
installation. Otherwise, the IQ process cannot run successfully.

About this task
You can start the IQ process from within a running PLA 3.0 system or directly from the Login dialog.

Procedure
To execute the IQ:
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1. On the Validation menu, select

Installation Qualification (IQ)....

2. The IQ process uses the default output path set in the PLA 3.0 preferences. If you want to
save the IQ report in a different directory, complete the following steps in the Installation
Qualification (IQ) dialog:
a. Under Report, click [...]
b. Navigate to the directory you want to use and click Select folder.
3. To start the IQ process, click Proceed.
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4. A dialog informs you about the progress and displays a corresponding message when the
process is completed. To directly view the report, click IQ Report.

Figure 2-2 Protocol details of a successfully executed IQ process

Tip: To view details about the cryptographic signature applied to a specific protocol entry,
select the entry and click Signature.

Result
The IQ report is saved in the directory you selected. If the execution was successful, the Certificate of
Qualification is displayed on the first page of the report. If deviations are detected, the IQ fails and the
report is generated without a certificate.
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2.2 Certificate of Qualification
In the case of a successfully executed IQ, the first page of the report shows the Certificate of
Qualification.

Figure 2-3 Certificate of Qualification for a successful IQ
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3 OPERATIONAL QUALIFICATION
The Operational Qualification process (OQ process) of the PLA 3.0 Validation Package verifies the
correctness of mathematical calculations performed by PLA 3.0 on the target system, using data sets
verified by Stegmann Systems.
It decrypts the protected operational reference data delivered with the PLA 3.0 installation and compares
it with the calculation results obtained by PLA 3.0 in the target environment.
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Figure 3-1 PLA 3.0 OQ process in the target environment

Note: The OQ process of the PLA 3.0 Validation Package does not cover User interface tests
such as password and audit trail tests.

3.1 Executing the OQ
Execute the Operational Qualification to verify the correctness of mathematical calculations performed by
PLA 3.0 at your workstation, using data sets verified by Stegmann Systems.
Note: The OQ process validates one PLA 3.0 installation at a time. If you work with several
installations, you have to execute the process for each of them.

About this task
Each PLA 3.0 data analysis add-on comes equipped with protected operational reference data in the form
of an Operational Qualification package (OQ package). An OQ package contains a set of verified data sets
in the form of Operational Qualification documents (OQ documents).
When you execute an OQ, an OQ test document is created for each OQ document.
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Figure 3-2 Generation of OQ test documents during the execution of an OQ

The OQ test document holds the verified data set of the respective OQ document. It typically checks
a single aspect of a complex calculation routine and contains descriptions of test purpose, data setup,
and expected results. The OQ test document is calculated and the results are compared with the results
from the verified data set.
You can identify an OQ test document by a purple triangle in the upper right corner of the document icon
.

Procedure
To execute the OQ:
1. In the Navigator, select the folder where you want to save the OQ test documents.
2. On the Validation menu, select

Operational Qualification (OQ)....

3. In the Operational Qualification (OQ) dialog, select the following data:
a. Source file: The OQ package of the add-on you want to qualify.
b. Report file: The directory where you want to save the OQ report. By default, the OQ process
uses the default output path set in the PLA 3.0 preferences.
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Figure 3-3 Selection of the OQ setup for the Dose-response analysis package

4. To start the OQ process, click Proceed.
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5. A dialog informs you about the progress and displays a corresponding message when the
process is completed. To directly view the report, click OQ Report.

Figure 3-4 Protocol details of a successfully executed OQ process

Tip: To view details about the cryptographic signature applied to a specific protocol entry,
select the entry and click Signature.

Result
The OQ report is saved in the directory you selected. If the execution was successful, the Certificate of
Qualification is displayed on the first page of the report. If deviations are detected, the OQ fails and the
report is generated without a certificate.

12/21

User Guide | PLA 3.0 Validation Package | Version 3.0.6

In the Navigator, an OQ folder is created for the validated add-on with subfolders for each document
type. The OQ test documents of each document type are displayed in subfolders, mirroring the
calculation routines they belong to.
This setup allows for easy extensibility of the OQ data. Additional calculation routines can be added
without touching the original folder structure. Verification of OQ test documents within these folders
remains valid.

Example
In the following example, an OQ was performed for the Dose-response analysis package version 1.0.0.
For the Dose-response analysis document type, the test results for dose transformation are available in
the 'OQ 03 Dose transformation' subfolder:

Figure 3-5 OQ results in the Navigator for the Dose-response analysis package

Tip: The Navigator displayed above uses a side-by-side view, comparable to Microsoft Windows
File Explorer.
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3.2 Certificate of Qualification
In the case of a successfully executed OQ, the first page of the report shows the Certificate of
Qualification.

Figure 3-6 Certificate of Qualification for a successful OQ
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4 PERFORMANCE QUALIFICATION
The Performance Qualification process (PQ process) of the PLA 3.0 Validation Package verifies the
correctness of mathematical calculations performed by PLA 3.0 on the target systems, using data sets
verified by the customer.
Performance Qualification with the PLA 3.0 Validation Package is a three-step process.

1

2

Preparation

3

Execution

Figure 4-1 Performance Qualification steps with the PLA 3.0 Validation Package

In the first two steps, you prepare the qualification. You create a Performance Qualification definition
document (PQ definition document) with a data set verified by you and export it as a Performance
Qualification package (PQ package). In the third step, you use your PQ package to execute the PQ and
verify the mathematical calculations at your workstation.
Important: In contrast to the OQ process, the PQ process always verifies the whole result set of
a calculation.

4.1 Preparation
4.1.1 Creating a PQ definition document
Create a PQ definition document with the data set you want to use for verification.

About this task
You can create several PQ definition documents and export them as one PQ package. To do so, repeat
the steps below for each data set you want to use, and save the resulting PQ definition documents in the
same folder.

Procedure
To create a PQ definition document:
1. Open the assay document that contains the data set you want to use.
2. On the Validation menu, select
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3. Select the folder in the Navigator where you want to save the PQ definition document and click
OK.
Tip: The folder you select here is used when you export the PQ definition document as a
PQ package. We recommend using a separate folder for PQ definition documents only.
Result: A PQ definition document is created and opened in the Content editor. In the Navigator,
you can identify this document type by a blue square in the upper right corner of the document
icon. In the following example, Quantitative response assay documents were used to create PQ
definition documents:

Figure 4-2 PQ definition documents in the detail view of the Navigator

4. Calculate the PQ definition document: On the action bar, click

Calculate.

5. Verify that the result of the calculation performed by PLA 3.0 is consistent with the results of the
original assay.

4.1.2 Exporting PQ definition documents
Export PQ definition documents as a PQ package and use their data sets to verify the mathematical
calculations at your workstation..

About this task
You can export all PQ definition documents from a specific folder only, exporting individual documents is
not possible.

Procedure
To export PQ definition documents:
1. In the Navigator, select the folder that contains the documents you want to export.
Other document types located in this folder are ignored.
2. On the Validation menu, select

Export PQ Definition.

3. In the Export Performance Qualification Package dialog, under Target file, select the directory
where you want to save the PQ package.
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Figure 4-3 Selection of the PQ package during export of PQ definition documents

4. To start the export process, click Proceed.
Result: A PQ package (.edppqx) is created in the folder you selected.

What to do next
You can use the PQ package for the following purposes:

▪ Requalification of the original workstation, for example, after changing the hardware or updating
PLA 3.0 or other software components.

▪ Qualification of additional workstations in the target environment.
Copy the PQ package to the other workstations and execute the PQ there. If the PQ package
contains documents with an outdated document structure, the structure is automatically
upgraded while the PQ process is executed. The contents of the PQ package is not changed.

▪ Qualification of external laboratories.

4.2 Executing the PQ
Execute the Performance Qualification to verify the correctness of mathematical calculations performed
by PLA 3.0 at your workstation, using your data sets.
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Note: The PQ process validates one PLA 3.0 installation at a time. If you work with several
installations, you have to execute the process for each of them.

About this task
When you execute a PQ, PQ test documents are generated. They contain the test results and the
calculated results of the respective data set. You can identify them by a blue triangle in the upper right
corner of the document icon.

Procedure
To execute the PQ:
1. On the Validation menu, select

Performance Qualification (PQ)...

2. In the Performance Qualification (PQ) dialog, select the following data:
a. Source file: The PQ package (.edppqx) you created.
b. Report file: The directory where you want to save the PQ report. By default, the OQ process
uses the default output path set in the PLA 3.0 preferences.

Figure 4-4 Selection of the PQ package for Performance Qualification

3. To start the PQ process, click Proceed.
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Note: If the PQ package contains documents with an outdated document structure, the
structure is automatically upgraded during the process. The contents of the PQ package
is not changed.
4. A dialog informs you about the progress and displays a corresponding message when the
process is completed. To directly view the report, click PQ Report.

Figure 4-5 Protocol details of a successfully executed PQ process

Tip: To view details about the cryptographic signature applied to a specific protocol entry,
select the entry and click Signature.

19/21

DU0025

Result
The PQ report is saved in the directory you selected. If the execution was successful, the Certificate of
Qualification is displayed on the first page of the report. If deviations are detected, the PQ fails and the
report is generated without a certificate.
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4.3 Certificate of Qualification
In the case of a successfully executed PQ, the first page of the report shows the Certificate of
Qualification.

Figure 4-6 Certificate of Qualification for a successful PQ
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