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Overview of the cGMP requirements on the whole range of validation/qualification

Highlights

Regulatory Requirements
Risk Assessment
Validation Master Plan
Qualification

Validation

Computer Validation
Cleaning Validation
Qualification/Validation in API Manufacturing
Change Control

Case Study Qualification
Case Study Validation

New overview about Analytical

Method Validation




Programme

Objective

For years, the topic Validation/Qualification has been among the
top deviations in FDA's warning letter statistics. This is true both
of pharmaceutical manufacturers and of the APl industry. Other
frequent citations refer to the related topics Cleaning Validation
and Change Control. What is also checked during inspections -
and mentioned in warning letters - is Computer Validation.

In order to give you a broad overview of the cGMP requirements
on the whole range of Validation/Qualification, we have de-
signed this practice-oriented 2-day Validation Manager GMP
Education Course. In many pharmaceutical and API enterprises,
the Validation Manager has become an established function.

One focus will be on the FDA Guidance on Process Validation of
2011. What are differences, what are similarities to European
validation guidelines?

Target Audience

The addressees of the event are qualified staff charged with or
responsible for validation activities such as commissioners for
validation, heads of quality assurance, department heads, etc. It
also addresses members of validation teams (e.g. engineers,
chemists, pharmacists, microbiologists) as well as representa-
tives of the plant engineering industry and consultants.

Programme

Risk Assessment

= Why is Risk Assessment necessary?
= ICHQ9

= Risk Assessment techniques

= Case study

Validation Master Plan

= Target
= Format
= (Content

= Differences between PIC/S and Annex 15
= New requirements regarding Annex 15 revision
= Validation Master Plan and Lost Guide

Overview Analytical Method Validation

= ICHQ2
= ICHQ14

Qualification

= Why do we do this - history

= Update Annex 15 requirements

= DQ IQ 0Q, PQ - how the stages of validation fit together
= How to handle qualification logistics?

= Re-qualification

= Qualification of equipment in use

Case Study Qualification
The case study describes how a purified water system can
be qualified according to cGMP.

Process Validation

The Validation Life Cycle

Prospective vs concurrent validation

Is retrospective validation still allowed?

Are 3 runs still valid?

What does Hybrid Approach mean?

Revalidation vs Continued Process Verification and
Ongoing Process Verification
Similarities/differences between Process Validation
expectations in US and EU

Pitfalls

Overview Analytical Method Validation

Case Study Process Validation
The case study describes a Process Validation study of a
tabletting process.

Computer Validation

Organisation of Computer Validation
Classification (GAMP 5)

Risk analysis

Change control

Audit Trail

Legacy systems

CSA - Computer Software Assurance
Data Integrity

Cleaning Validation

Validation protocol

Risk Assessment

Sampling

Which limits are acceptable?

The new PDE approach in Annex 15 revision
Case study

Qualification/Validation in the Field of Chemical API
Manufacturing

Guidelines focused on Qualification/Validation aspects for
API production

GMP requirements for Qualification/Validation in the field
of API manufacturing

- Differences to drug manufacturing

- Retrospective qualification

- Revalidation

- Pitfalls

Change Management

Technical Change Management
Regulatory Change Management
Change Management documentation
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% Lynn Bryan, BSc. (University of Liverpool),
P.G.C.E (University of Reading), Ballygan
Consulting, U.K.

Lynn has had Qualified Person status within the industry for mor
than 10 years and has her own QA/Validation consultancy busi-
ness. Previously Lynn headed different management position
e.g. Quality Manager at a radiopharmaceutical manufacturer,
the Technical Manager at a veterinary manufacturer, validation
manager at a pharmaceutical company,, production support ma-
nager responsible for calibration, validation and new product in-
troduction. Lynn has been presenting on training courses on va-
lidation, training approach, GMP and water/steam systems for
over 15 years.

Dr Line Lundsberg-Nielsen, Lundsberg Con-
sulting Ltd

. -

Dr Line Lundsberg-Nielsen is a Global Technology Partner at
NNE Pharmaplan. She has many years of experience within the
pharmaceutical Industry and has a theoretical as well as practi-
cal approach to QbD, PAT and RTRT from working at Novo Nor-
disk and Lundbeck before being a consultant. Dr Lundsberg is an
active ISPE member and has had different chairing roles suppor-
ting QbD, PAT and PV implementation. She has practical expe-
riences from interaction with the FDA and EMA on QbD, PAT and
RTRT aspects.

Dr Wolfgang Schumacher, form. Hoffmann-
La Roche, Switzerland

Dr Schumacher studied chemistry and pharmacy. After entering
Asta Medica, he headed different positions. From 2001 to 2016
he was Head of the department of Quality Computer Systems at
F. Hoffmann-La Roche, Basle. He is a member of the ECA Adviso-
ry Board.

Dr Norbert Skuballa, Biologische Arznei-
mittel Heel, Germany

Norbert Skuballa is head of the Pharmaceutical Compliance Ma-
nagement function at Heel and responsible for development and
coordination of all compliance related GxP and regulatory affairs
processes. He has been working in the pharmaceutical industry
since 1991, mainly for Schering (now Bayer Pharmaceuticals) in
Research, Production and Quality Management.
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Four Q &A sessions (two on each day of the training)
ensure interaction and that your questions are answered.

Q & A sessions

Your Benefits

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 train-
ing,...". 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.

This Training Course is recognized for the GMP/
GDP Certification Scheme

Building on your education the ECA GMP/GDP certification
programmes provide you with the appropriate supplement
to acquire this qualification. This training course is the first
element for your additional certification. Simply choose
any three courses within the programme according to your
professional interest. Your certificate is then valid for two
years. To renew it, you can pick any training from the ECA
courses and conferences list within that two-years period
- allowing you to broaden your knowledge in GMP and GDP
compliance. Please find more information at www.gmp-
certification.org

Would you like to train a larger group of participants
in your company?

We offer practice-oriented GMP/GDP training courses on:
= Basic GMP
- APIs (ICH Q7)
- Medicinal Products
- Biopharmaceuticals
= Quality Assurance
= Quality Control
= Validation/Qualification
= Regulatory Affairs
= Sterile Manufacturing
= |T/ Computer Validation
* Good Distribution Practice (GDP)
* Data Integrity
= Packaging
= Medical Devices
= Technical Operations

You will find a time schedule for each training course at https://
www.gmp-compliance.org/training/gmp-gdp-in-house-train-
ings
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The conference fee is payable in advance after receipt of in-
Via the attached reservation form, by e-mail or by fax mes-
The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will auto-
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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.

We also offer many of the training courses and conferences as
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Phone +49 (0) 62 21/84 44-0 | Fax +49 (0) 62 21/84 44 34

info@concept-heidelberg.de

€202¥0CT/1Y

(0) 6221/84 44 47, or at
(0) 62 21/84 44 22, or per e-mail at
nicole.bach@concept-heidelberg.de.

For questions regarding content please contact:
pommeranz@concept-heidelberg.de.

Mr Sven Pommeranz (Operations Director) at
For questions regarding reservation, hotel,
Ms Nicole Bach (Organisation Manager) at

www.concept-heidelberg.de
organisation etc. please contact:

‘% 00T 22U494U02 3y} 03 Jolid $3a3M Z UIY}IM UoIlej@due) -

9% 0S 9UaJ24u0 3y} 03 Jolid $Yam 7 |13UN UolejPIUED -

‘% G 92Ua124u0 3y} 03 Jolid SYIM € |13UN UONE]PIUED -

‘% OT 92UdJ24U0 3y} 03 Jolid $}39M # I3UN UOIIEjdIUE) -

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

:suoido om) aAeY NOA 9U.3§U0I 3Y3 pulIe Jouued ok |

SUOI3IPUOI pUE SWIIB) |eIUID

ANVWYIO
819q1apIaH £0069-a

¥€ v¥ ¥8/12 29 (0) 6%+ Xed
¥9.10T X0g "0'd
5¥39713d13H LdIDNOD

1249y 3no 11y aseald ‘Y31 ay3 uo suon

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



