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Participants receive templates /
sample documents from
various validation phases

Highlights
= Which Documents for the Validation of Computer-based Systems are
Required by Regulation?
»  Which Documents are Checked in the Course of an Inspection?
=  What Level of Detail must Documents Have?
= Who is Responsible for Review and Approval?

Stay informed with the GMP
Newsletters from ECA

The ECA offers various free of charge
GMP newsletters for which you can sub-
scribe to according to your needs.

To subscribe, simply scan the EMiEiE
QR code on the right or visit
www.gmp-compliance.org/
gmp-newsletter




Programme

Objectives

GMP-relevant computerised systems must be validated. The val-
idation activities shall be sufficiently documented in order to al-
low inspectors as well as internal and external auditors to re-
view and to understand the validation rigour and accuracy. The
Live Online Training will give an overview of the necessary quali-
fication and validation documentation, including its structure
and level of detail. The responsibilities of both suppliers as well
as their regulated customers will be considered.

Background

“What is not documented has not been done!” The accurate doc-
umentation of all CSV activities is the prerequisite for success-
fully passing regulatory inspections as well as customer audits.
On the other hand, creating the documents and maintaining
their integrity is also time-consuming and costly. Here it is im-
portant to find a balance between “as few as possible but as
much as necessary”.

Target Audience

This Live Online Training is directed at employees from the phar-
maceutical industry and suppliers who have to prepare CSV doc-
uments and to document the validation activities of the comput-
erised systems or who will have to carry this out in the future.
Both beginners and employees with initial experience are ad-
dressed.

Participants receive templates / sample
documents from various validation phases

Programme

Qualification Documentation Overview

Qualification / Validation Plan

System Description

Specifications

Requirements management / requirement traceability
Risk management

Verification

- Design Review, 1Q, 0Q, PQ

- FAT, SAT

= SOPs, agreements

= Qualification / Validation Report

= Qualification documentation scalability

Inspector’s Preconditions & Principles

= Guidelines

= Definitionen & Wording

= Overall Responsibility

= Essential PQS-Elements

= Lifecycle Approach IT-System

=  Good Documentation Practice (incl. ALCOA)

Computerised System Validation: From Quality
Manual to CSV SOP and CS VMP

= Regulator expectations to the PQS
= PQS structure

= Quality Manual

*  High level CSV SOP

* IT-/CS-VMP

CS-VMP and Inventory Lists

= CSVMP objective and purpose
- Planning / Reporting
= CSVMP structure proposal
= Management of the inventory lists
= Proposal for system classification

Inspector’s View to Structure & Documents

= Validation Structure

= Documentation Structure

= Essential Topics Project Phase (Validation)

= Essential Topics Operational Phase (Routine)

Supporting SOPs within a CSV Scope

= What SOPs?
= SOP structure proposal
= Recommendation

Data-/Documentation Management & Integrity

= Lifecycle Approach Data/Documents

= |dentification of critical data/documents
= Lifecycle & Integrity Risk

= Data Governance Masterplan

Qualification / Validation Plan

= Objectives
= Responsibilities
= Structure proposal for a Qualification / Validation Plan
= (Critical aspects
- Data flows
- ldentification of the GxP relevant data
- Life cycle
- Risk management
- Overall acceptance criteria
- System release

Qualification / Validation Report -
System Description

= Objectives
= Responsibilities
= Structure proposal
= (Critical aspects
- Deviation from the planned procedure
- Failure and deviation handling
- Maintaining the qualified/validated state
= System Description
- Objectives
- Responsibilities
- Structure proposal
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URS - User Requirements Specification

Q/V Project Close Down

= URS objectives
= URS structure proposal
- Functional vs non-functional requirements
= Responsibilities
= Recommendation

Design Review: Supplier Documentation / Solution
Selection

= Design review objectives
= Leveraging supplier effort
- Review of services offered
- URS vs system functionalities
- URS vs system support, e.g.: SLA
- Quality and usability of the user manual
- Quality and usability of technical documentation
= Design review report
= Consolidation of the qualification/validation process

FS - Functional Specification

= FSobjectives

= How much is enough?
- Whenis a FS required / needed?
- What content?

= Responsibilities

= FSstructure proposal

= Recommendation
- Process workflow and user roles
- Print-outs / reports
- Audit trail entries

CS - Configuration Specification

= (S objectives
= Responsibilities
= Structure proposal
= Content
= Recommendation
- When is a CS required / needed?
- Configuration report vs Configuration Specification

Project Design Review

= Planning and supporting system handover
- Closing the project
- Which documents are needed?
- Which documents need to be updated?
- Final system release
- Previous System Retirement

Speakers

Dr Rainer Gnibl,

District Government of Upper Bavaria,

Munich, Germany

Dr Rainer Gnibl is pharmacist and GMP Inspector for
the District Government and the EMA and performs GMP in-
spections worldwide. Before that, he was working for the Bava-
rian Ministry of Environment and Health.

Uwe Mai,

Bayer, Leverkusen, Germany

| With Bayer AG since 1990, responsible for quality as-
surance since 2012, particularly in the areas of quali-

fication and computer validation

A

Yves Samson, Kereon,

Basel, Switzerland

Yves joined the industry where he served as project

and site engineer automation. In 2002, he founded
Kereon AG. He is member of GAMP® Europe Steering Commit-
tee, co-founder and chairman of GAMP® Francophone and edi-
ted the French version of GAMP® 4 / 5.

= Project consistency check

- Project approach

- Documentation

- Are the risk management outcomes properly taken

into account?

- Are the audit report measures properly implemented?
= Traceability matrix
= Design Review Report

Testing Documentation: 1Q / 0Q / PQ

Your Benefit

CERTIFICATE

Internationally Acknowledged
Certificate from ECA Academy

The EU GMP Guide requires: ... All personnel
should be aware of the principles of Good
Manufacturing Practice that affect them and
receive initial and continuing training,...". This
is why you receive an acknowledged partici-
pant certificate, which lists the contents of
the seminar in detail and with which you
document your training.

= Installation Qualification (1Q) & Configuration

Specification (CS)

= Operational Qualification (0OQ) vs Functional Specification
(FS)

» Performance Qualification (PQ)

= Scalability

= Recommendation: How to leverage FAT & SAT results?
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ining

Wednesday, 10 December 2025, 09.00 h - 17.15 h

Thursday, 11 December 2025, 09.00 h - 17.15h
Friday, 12 December 2025, 09.00 h - 13.00 h

Date of the Live Online Tra
nars. At https:/www.gmp-compliance.org/training/online-
training-technical-information you will find all the informa-
tion you need to participate in our events and you can check if

your system meets the necessary requirements to partici-
partment. Webex is a standard nowadays and the necessary

due to your rights in the IT system, please contact your IT de-
installation is fast and easy.

We use Webex for our live online training courses and webi-
pate. If the installation of browser extensions is not possible

All times mentioned are CET.
Technical Requirements
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tomatically receive your certificate of participation.

We also offer many of the training courses and conferences as
recordings. This means that you can watch the videos of the
event ,on demand” - whenever it suits you - on our web serv-
er. It is quite uncomplicated and doesn’t require any software
- you simply watch the video on your browser. You can find all
recorded events at www.gmp-compliance.org/recordings.

ECA has entrusted Concept Heidelberg with the organisation
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69007 Heidelberg, Germany
Phone +49(0)62 21/84 44-0

PE/17092025

(0)6221/84 44 34

info@concept-heidelberg.de

(0)6221/84 44 41, or at

mangel@concept-heidelberg.de.
For questions regarding organisation please contact

Mr Ronny Strohwald (Organisation Manager) at

For questions regarding content please contact:
+49(0)62 21 /84 44 51, or per e-mail at

Dr. Andreas Mangel (Operations Director) at

www.concept-heidelberg.de
strohwald@concept-heidelberg.de

‘9% 00T @2U3134u0d 33 03 Jolid S}aM 7 UIYIIM UoIjeljaIU.) -

‘% 0§ 92U8.24U03 33 03 Jolid SXP9M  J13UN UoIIejPIUE) -

‘% G 92UdJ24U0 3y} 03 Jolid $}IM € |13UN UoNE]PIUED -

‘% QT 92UdJ24U0 3y} 03 Jolid $339M # I3UN UoIFejIUE) -

1599} Buissado.d Suimoioy ay3 a1eyd 3snw am Aja.i3us 19dued 03 aney nok 4| 'z
‘awi Aue 3e anZea)od 21n113sqns e awod)am o3 Addey ase app ‘T

:suoido om) aAeY NOA 93U.3§U0I 3Y3 pulIe Jouued ok |

SUOIIPUOI pUE SWIIB) |eIBUID

ANVWYIO
819q1apIaH £0069-a

¥€ v¥ ¥8/12 29 (0) 61+ Xed
¥9/10T X0g "Od
5¥39713d13H LdIDNOD

1949y 3no |1y aseayd 4y ay3 uo suon

-e2y129ds ay1 wouj sa1eIABp SSalppe-031-])iq 8yl 4|



