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Highlights
= Introduction to the ECA AIQSV Guide
* Analytical Instrument Qualification and System Validation (AIQSV) Lifecycle and
AIQSV Risk Assessment
= Evolution of Analytical Procedure Validation: The Analytical Procedure Lifecycle
= Update on the revision of USP <1058>
= Qverview of Qualification of Chromatographs and Validation of Chromatography
Data Systems
= Q&A Sessions
= For free download: The new AIQSV Guide and other Guides developed by the AQCG
S x [Analytical & 509 discount for participants of the ECA
:ECA: Quality Control . course “Analytical Instrument Qualification
* 4 % |Group from 14 - 16 May 2024 in Vienna, Austria.
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Programme

Objective

The objectives of this Live Online Training are:

= Understand the rationale for the lifecycle approach for
new ECA AIQSV Guide

= Learn the risk-based risk assessment approach to
determine ‘fitness for use’

= Overview of these principles to specific examples for
analytical instruments and systems

= Provide an insight into the ECA AQCG collaboration with
the USP

Background

Although qualification of analytical instruments has been a
regulatory requirement in the GMP regulations since the 1970s,
it was only the publication of United Stated Pharmacopoeia
(USP) General Chapter <1058> on Analytical Instrument Quali-
fication in 2008 that provided a formal requirement. This is
still the only pharmacopoeial general chapter on the subject. In
2017, <1058> was updated and currently there are Stimuli to
the Revision Process articles about moving from the 4Qs Mod-
el to a three phase lifecycle model to be congruent with USP
<1220> on Analytical Procedure Lifecycle.

The ECA Analytical Quality Control Group (AQCG) Guide for an
Integrated Lifecycle Approach to Analytical Instrument Qualifi-
cation and System Validation (AIQSV) was written to be a prac-
tical guide for risk-based instrument qualification and system
validation. It adopts a three-phase lifecycle and not the 4Qs
model similar to proposals for update of USP <1058>. The
Guide has six appendices outlining how to qualify and validate
common instruments and systems used in GMP regulated lab-
oratories.

All participants receive a free copy of the new Guide and the
other guides developed by the AQCG for download.

Target Audience

This Live Online Training is aimed at the following:

= Managers and staff from Quality Control and Analytical
Development Laboratories of pharmaceutical compa-
nies, Contract Research Organisations and Contract
Manufacturing Organisations involved in qualifying
analytical instruments and systems

= CSV staffinvolved in validating laboratory computerised
systems

= Quality Assurance staff involved in reviewing laboratory
qualification and validation documents

* Auditors (internal and external) responsible for auditing
qualification and validation of analytical instruments
and systems

Moderator

Dr Markus Funk (CONCEPT HEIDELBERG and Administration
Manager of the ECA AQCG)

Programme

Introduction to the Live Online Training and the
AQCG

Dr Markus Funk (CONCEPT HEIDELBERG and Administration
Manager of the ECA AQCG)

Overview of the structure and activities of the ECA
Foundation

Introduce the ECA AQCG Board

AQCG Aims & Objectives

ECA AQCG Published Guidelines

Introduction to the new AQCG ECA AIQSV Guide
Dr Chris Burgess, Burgess Analytical Consultancy Ltd, UK

Rationale for the Guide and the development process
Acknowledgements

What's in and what’s out of the AIQSV guide
Collaborative 2-day meeting with USP on practical
implementation at Pharmalab on 26/27 November 2024
in Dusseldorf/Neuss

An overview of the AIQSV Lifecycle
Dr Chris Burgess, Burgess Analytical Consultancy Ltd, UK

Why the 4Qs model is inadequate for most analytical
instruments and systems

IQ, OQ and PQ dropped by FDA in 2002 and GAMP in 2008
Lifecycle phases and threads

Phase 1: Specify and Select

Phase 2: Qualification / Validation of Instruments and
Systems

Phase 3: Continued Performance Verification

Who does what; Roles and Responsibilities

Evolution of Analytical Procedure Validation: The
Analytical Procedure Lifecycle
Dr Amanda Guiraldelli-Mahr, United States Pharmacopoeia

USP’s journey in the creation of compendial approaches
incorporating QbD principles

Introduction to the Analytical Procedure Lifecycle
Framework described in USP <1220>

USP Analytical Instrument Qualification (AIQ) Joint
Subcommittees and collaborative efforts

Stimuli Articles on AIQ, update on the revision of USP
<1058> and collaborative 2-day Workshop to allow
broader stakeholder input & debate

Planned two-day AQCG/USP session at Pharmalab 2024

Introduction to the AQCG’s new ECA Guide for an Integrated Lifecycle Approach to Analytical Instrument Qualification and System Validation



AIQSV Risk Assessment; an Integrated Approach
Dr Bob McDowall, R.D.McDowall Limited, UK

= Overview of the AIQSV Guide risk assessment

* Understanding why a different intended use defines a
different USP <1058> Group and sub type for the same
make and model of instrument/system

= Analytical computerised systems are not created equal:
validation approaches vary from a single integrated
validation document to a networked CDS

Overview of Qualification of Chromatographs and
Validation of Chromatography Data Systems
Dr Bob McDowall, R.D.McDowall Limited, UK

= Laboratory specification of liquid chromatographs
versus supplier specifications

= Supplier’s qualification protocols and qualification data

= Risk based validation of a chromatography data system

= Specifying testable or verifiable user requirements

= How to leverage the supplier software development and
testing

= Practical user acceptance testing

Wash Up Session & Close of Meeting
Dr Chris Burgess, Burgess Analytical Consultancy Ltd, UK

= Review and feedback on Guide
= Soliciting topics for the two-day AIQSV Guide meeting at
Pharmalab 2024

More about the Pharmalab Congress

The event for all pharmaceutical laboratory sectors will
take place for the 12th time from 25-27 November 2024
- on site in Duisseldorf/Neuss.

The Pharmalab 2024 conferences will cover various top-
ics and lectures on analytics, bioanalytics and microbiol-
ogy, including a two-day track “Analytical Instrument
Qualification and System Validation” on practical im-
plementation with speakers from USP and the AQCG.

PharmaLab
% Congress & Exhibition

Allinformation at www.pharmalab-congress.com

Speakers

' ﬁ‘ Dr Christopher Burgess

" : -
i ’) Burgess Analytical Consultancy Limited,
Qualified Person, USP Council of Experts 2010 to 2025
and Chairman of the AQCG Board
Dr Christopher Burgess is a Chartered Chemist and has more
than 49 years’ experience in the pharmaceutical industry initi-
ally with Glaxo in Analytical R&D, Quality Control and Quality
Assurance followed by 29 years in international consultancy.
He is a “Qualified Person” in the European Union. He was ap-
pointed to the United States Pharmacopoeia’s Council of Ex-
perts and Expert Committees 2010 to 2025 revising and re-
viewing spectroscopic general chapters <85x> and <185X>
series and is a visiting professor at the University of
Strathclyde’s School of Pharmacy and Biomedical Sciences
(SIPBS). In addition, he is the chairman of the ECA Analytical
Quality Control Group and a member of the Extended board of
European Compliance Academy Foundation. He was a member
of the USP Expert Panel which developed General Chapter
<1220> and is chairman of the JSC revising General Chapter
<1058>.

Dr Amanda Guiraldelli-Mahr
Scientific Affairs Manager at United
States Pharmacopoeia

Dr Amanda Guiraldelli has been with USP since 2012 and holds
the position of scientific affairs manager. She is also the scien-
tific liaison for the USP chapters <1220> Analytical Procedure
Life Cycle and <1039> Chemometrics in the compendial sci-
ence group-general chapters. She is visiting professor at the
University of Campinas (UNICAMP) in Brazil at the Institute of
Chemistry and is a frequent speaker and instructor on topics
related to analytical procedure life cycle and Analytical Quality
by Design (AQbD). Amanda is specialist in chromatography,
mass spectrometry and chemometrics and has more than 15
years of experience in pharmaceutical R&D areas. Amandais a
graduate in pharmacy & biochemistry and holds a Ph.D. in ana-
lytical chemistry from the University of Sdo Paulo.

Dr Bob McDowall
R D McDowall Limited, UK

Member of the AQCG Board and Member of the ECA IT
Compliance Interest Group

Dr Bob McDowall is an Analytical chemist with over 50 years
experience including 15 years working in the pharmaceutical
industry and over 30 years as a consultant. He is Director of R
D McDowall Ltd., UK. He has written and taught extensively on
compliance within analytical laboratories including qualifica-
tion of instruments and validation of informatics solutions.
Bob is the writer of the Questions of Quality (LC-GC Europe)
and Focus on Quality (Spectroscopy) columns and is a member
of the Editorial Advisory Boards of several journals. He is the
author of Data Integrity and Data Governance: Practical Imple-
mentation for Regulated Laboratories.
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nars. At www.gmp-compliance.org/training/online-training-
technical-information you will find all the information you
need to participate in our events and you can check if your
system meets the necessary requirements to participate. If
the installation of browser extensions is not possible due to
your rights in the IT system, please contact your IT depart-
ment. Webex is a standard nowadays and the necessary in-

We use Webex for our live online training courses and webi-
stallation is fast and easy.

Fees (per delegate, plus VAT)

Date of the Live Online Training
Monday, 29 April 2024, 10.00 - 16.00 h CEST
Non-ECA Members EUR 790,-

Technical Requirements
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The presentations will be made available to you prior to the Live

Online Training as PDF files. After the event, you will automati-
ECA has entrusted Concept Heidelberg with the organisation
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Dr Markus Funk (Operations Director) at

+49(0)62 21/84 44 40, or at

¥20Te0v0/4D

For questions regarding organisation please contact:
Mr Maximillian Bauer (Organisation Manager) at

+49(0)62 21/84 44 25 or at
bauer@concept-heidelberg.de

funk@concept-heidelberg.de
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