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Learning Objectives

Target Audience

In its six parts, this course explains how the requirements
laid down in the GMP and FDA regulations can be put
into technological and engineering practice. The subjects learned are practised in four workshops
This intensive course aims at extracting the GMP fundamentals for engineers and technicians from the wide
range of GMP regulations as well as teaching the important aspects of modern pharma-engineering.

This course is directed at staff in pharmaceutical manufacture, at technicians, engineers, planners and plant
constructors who are involved in tasks related to pharmaceutical engineering in their daily work.

Background
Regulatory Requirements
The regulatory requirements e. g. by FDA, EC, PIC/S,
WHO form the basis of a quality-oriented – i. e. GMPcompliant – manufacture of medicinal products. The
course answers the important question of where concrete requirements can be found at all.
Documentation
The GMP-/FDA-compliant documentation in pharmaceutical engineering has become the centre of attention
due to a large number of official inspections in the past
years. The requirements on the technical documentation
are pointed out and explained.
Pharma Engineering
Designing an appropriate layout which does not only fulfil regulatory demands but also includes effective material- and personal flows is content of this part, as well as
the different engineering phases during complex
projects.
GMP-compliant design of equipment
Apart from the regulations concerning manufacture itself
as well as quality control, a GMP-compliant design of
equipment forms the basis for fulfilling the technical requirements. In this respect, engineering assumes a prominent role in ensuring the safety of active pharmaceutical
ingredients and medicinal products.
Validation / Qualification
GMP regulations as well as official inspectors consider
qualified equipment and validated processes as the prerequisites for producing pharmaceutical quality. A crucial
point is the identification of the equipment and parts of
equipment that have to be qualified by means of a risk
analysis.
Routine Operation and technical QA aspects:
A regular and preventive maintenance in pharmaceutical
production as well as the documentation of changes are
essential elements of the QS system in pharmaceutical
engineering. Equally important for maintaining the validated and qualified state are a system for calibration and
a consistent change control procedure, which is among
other things checked more frequently during audits.

Programme

Part I Regulatory Requirements
An Overview - How Engineering Impacts on GMP and
the Regulatory Area
This part will start by giving an overview of GMP regulations and documents affecting engineering aspects of
pharmaceutical facilities. It will primarily cover the requirements of the FDA and European authorities, but it
will also make reference to other international agencies.
It will then concentrate on relevant regulations affecting
engineering design and it will give guidance as to how
engineers can interpret them to provide facilities that
have good operational and regulatory characteristics.

Part II Technical Documentation
Overview - The Important Documents in the
Pharmaceutical Industry
This part will give an overall view of some of the documents that are used in the pharmaceutical industry - especially those that impact on engineering and facilities.
SOP
 Requirements of GMP regulations
 Formal requirements
 Administration
 Basic rules of writing
WORKSHOP 1 Documentation
The understandability of technical instructions is the
prerequisite for the applicability and acceptance of
these documents. In the first workshop you learn to describe and structure work routines in a way that enables
the staff to implement them.

Part III Pharma Engineering
Engineering Phases
 From Basic Engineering to Detail Engineering
 Managing different authorities (GMP, safety, environment,..)
 How to set up a project plan and schedule

Layout, Plant Design, Room Classification
 Personal and material flows according to the GMP
requirements
 Clean room concepts for sterile and non-sterile
operations
 Design criteria for the HVAC system
 Airlock concept
 Integration of equipment

Part IV Design Complying with
GMP/FDA
Design Principles and Practical Examples
 FDA/GMP requirements
 Materials, surfaces, welds, seals and gaskets
 Required documentation
 Examples of GMP compliant equipment

Part V Validation, Qualification
Validation/Qualification
 Introduction/overview/regulatory background
 Targets/objectives
Validation Master Plan
 Targets/objectives/contents
 Regulatory background and project importance
Risk Analysis
 Targets and practical realisation: how and when to
perform a technical risk analysis
 Examples
WORKSHOP 2 Risk Analysis / User Requirement
Specification
Risk analysis is the core element in planning a plant and
becomes a crucial pointer in qualification. In this workshop, the user requirement specifications (URS) are
drawn up and, based on this, the creation of a risk analysis is explained and practised.
User Requirement Specification (URS), Functional
Design Specification (FDS)
 Advice on preparing the URS/FDS
 Importance for the qualification work
 Examples
Design Qualification (DQ)
 Description / Objectives & regulatory background
 Different ways of conduction the DQ
 Examples

WORKSHOP 3 FDS / Design Qualification
In the third workshop, which is based on Workshop 2,
you use your URS and align it with the supplier’s feature
design specification (FDS) according to your DQ plan
Factory Acceptance Test (FAT), Site Acceptance Test
(SAT)
 Description/objectives of the phases
 Examples
Installation Qualification (IQ), Operational Qualification (OQ), Performance Qualification (PQ)
 Description/objectives of the phases
 Qualification vs. commissioning
 Examples
WORKSHOP 4 Qualification
In the last part of these workshops, which are based on
each other, the workshop leaders help you to create an
IQ/OQ plan and how the qualification is completed.
ASTM E 2500: risk based qualification
This session aims at showing the different approaches to
qualification and validation. The risk based approach is
compared to the EU approach laid down in Annex 15. It
is openly discussed how the workshop would have
looked like, when the ASTM approach would have been
used. Usability, advantages and disadvantages can be understood easily by this approach.

Part VI Technical QA Aspects
Maintenance/Calibration
 Maintenance/calibration in the life-cycle model of an
equipment
 How to maintain a maintenance/calibration quality
system
 How to define frequencies, activities, tolerances,
acceptance criteria
 Permanent conflict: maintenance/calibration or
production
 Documentation, labelling
 Data integrity
 Electronic records in maintenance/calibration
Technical Change Control/
 Definitions of change management
 Regulatory aspects
 How to maintain a change control system
 Handling of deviations and OOS results

Alarms, malfunction, deviations
 Classification of technical deviations
 Correlation of malfunctions and CAPA
 Immediate measures
 Documentation in logbook and higher-level systems
 Practical examples
Speakers
Bruce Davis
Bruce Davis (Global Consulting)
Bruce Davis recently left AstraZeneca, UK, where, he had several
roles, including responsibility for new manufacturing facilities
(drug substance and drug product) and R&D facilities (laboratories and pilot plants). He also managed the company capital programme. He lead the process for changing the company approach to qualification internationally. He is past Chairman of
ISPE and has a lead role in their PQLI initiative involving practical
implementation of Quality by Design (QbD). He is Secretary to
ASTM E55.03 for Pharmaceutical Standards. He now he runs his
own consulting company for QbD, business and engineering
facilitation.
Holger Fabritz
NNE Pharmaplan GmbH
Mr Fabritz studied mechanical engineering at the technical university of Darmstadt and is working in the chemical and pharmaceutical industry since 1991. Before coming to NNE Pharmaplan,
he worked at the Merck KGaA as process engineer and as production manager. In 2002, he joined NNE Pharmaplan, heading
the group of qualification & validation. In this role, he coordinates the qualification services of NNE Pharmaplan in Bad Homburg. Currently, he leads consulting projects in the field of GMP
compliance, validation as well as conceptual design of API
plants.
Gordon Farquharson
Critical Systems Ltd.
Gordon is a chartered consulting engineer with 30 years experience of quality & safety critical processes and facilities used by
industries such as healthcare, life science, etc. Technology Division’s global operation. In recent years he has focused on technologies such as isolators, barrier technology, and mini-environments, critical utility systems. He has been involved in the
development of new regulatory standards, e.g. CEN/ISO cleanroom and contamination control standards, WHO GMP guidance and ISPE Baseline® Guides. He has recently worked with the
EMEA in London to help update and improve the cleanroom
classification and monitoring requirements in Annex 1 of the EU
and PIC/S GMPs. Gordon is Managing Director at Critical Systems Ltd.
Dr Afshin Hosseiny
Tabriz Consulting Limited
Dr Afshin Hosseiny is Managing Director of Tabriz Consulting
Ltd. Before working as a consultant, he was Director of Quality
Assurance for the Global Supply Network of GlaxoSmithKline.

Easy Registration
Form:
 Reservation
CONCEPT HEIDELBERG



P.O. Box 10 17 64
69007 Heidelberg
Germany

Reservation Form:
+ 49 6221 84 44 34

Date
Tuesday, 7 June 2011, 09.00 to approx 18.30 h
(Registration and coffee 08.30 - 09.00 h)
Wednesday, 8 June 2011, 08.30 – 18.30 h
Thursday, 9 June 2011, 08.30 – 16.15 h
Venue
Steigenberger Hotel Berlin
Los-Angeles-Platz 1
10789 Berlin, Germany
Phone +49 (0)30 212 7 - 0
Fax
+49 (0)30 212 7-799

Internet:
@ e-mail:
info@concept-heidelberg.de  www.gmp-compliance.org

What Is ECA?
The European Compliance Academy (ECA) is an independent
educational organisation chaired by a Scientific Advisory Board
with members of the pharmaceutical industry and regulatory
authorities. The ECA will provide support to the Pharmaceutical
Industry and Regulators to promote the move towards a harmonised set of GMP and regulatory guidelines by providing
information and interpretation of new or updated guidances.
What Are the Benefits of ECA?

Fees

First benefit:
During the membership, you enjoy a EUR 200 discount on the
regular participation fee of any European Conference organised by ECA in co-operation with CONCEPT HEIDELBERG.

ECA Members € 1,790.- per delegate plus VAT
APIC Members € 1,890.- per delegate plus VAT
(does not include ECA Membership)
Non-ECA Members € 1,990.- per delegate plus VAT
EU GMP Inspectorates € 995.- per delegate plus VAT
The conference fee is payable in advance after receipt of
invoice and includes conference documentation, dinner
on 7 June, lunch on all days and all refreshments.
VAT is reclaimable.

Second benefit:
The GMP Guideline Manager Software
with a large number of guidelines, e.g. EC
Directives, FDA Guidelines, ICH Guidelines, will be forwarded to you when you
are using your membership for a conference registration.
How Do You Become a Member of ECA?

Accommodation
CONCEPT HEIDELBERG has reserved a limited number of
rooms in the conference hotel. You will receive a room reservation form when you have registered for the event. Please use
this form for your room reservation or be sure to mention “ECA
Event” to receive the specially negotiated rate for the duration
of your stay. Reservation should be made directly with the hotel not later than 25 April 2011. Early reservation is recommended.
Registration
Via the attached reservation form, by e-mail or by fax message.
Or you register online at www.gmp-compliance.org.
Conference language
The official conference language will be English.

By participating in one of the European Compliance Conferences or Courses marked with ECA, you will automatically become a member of ECA for two years – free of charge. There
are no obligations for the
member! Conferences and Education Courses organised by
ECA will be realised in co-operation with CONCEPT HEIDELBERG. More information about ECA can be obtained on the
Website http://www.gmp-compliance.org.

Social Event
On Tuesday 7 June 2011 you are cordially invited to a social event. This is an excellent opportunity to share your
experiences with colleagues from other companies in a
relaxed atmosphere.

Organisation and Contact
CONCEPT HEIDELBERG
P.O. Box 10 17 64
D-69007 Heidelberg, Germany
Phone +49 (0) 62 21/84 44-0,
Fax +49 (0) 62 21/84 44 34
E-mail: info@concept-heidelberg.de
www.concept-heidelberg.de
For questions regarding content:
Dr Robert Eicher (Operations Director) at
+49-62 21 / 84 44 12, or per e-mail at
eicher@concept-heidelberg.de.
For questions regarding reservation, hotel,
organisation etc.:
Ms Jessica Stürmer (Organisation Manager) at
+49-62 21 / 84 44 43,
or per e-mail at stuermer@concept-heidelberg.de.
wa/vers1/020309

General terms and conditions
If you cannot attend the conference you have two options:
1. We are happy to welcome a substitute colleague at any time.
2. If you have to cancel entirely we must charge the following processing fees: Cancellation
 until 2 weeks prior to the conference 10 %,
 until 1 weeks prior to the conference 50 %
 within 1 week prior to the conference 100 %.
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Reservation Form (Please complete in full)

CONCEPT HEIDELBERG reserves the right to change the materials, instructors, or speakers
without notice or to cancel an event. If the event must be cancelled, registrants will be notified as soon as possible and will receive a full refund of fees paid. CONCEPT HEIDELBERG will
not be responsible for discount airfare penalties or other costs incurred due to a cancellation.
Terms of payment: Payable without deductions within 10 days after receipt of invoice.
Important: This is a binding registration and above fees are due in case of cancellation or
non-appearance. If you cannot take part, you have to inform us in writing. The cancellation

If the bill-to-address deviates from the specifications on the right,
please fill out here:

Country

fee will then be calculated according to the point of time at which we receive your message.
In case you do not appear at the event without having informed us, you will have to pay the
full registration fee, even if you have not made the payment yet. Only after we have received
your payment, you are entitled to participate in the conference (receipt of payment will not
be confirmed)!

Zip Code

Purchase Order No. if applicable

 + 49 6221 84 44 34

