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= ECA’s GPG Integrated Qualification and Validation

= How suppliers work: Good Engineering Practice in Qualification

= Cooperation between customers and suppliers on Integrated Qualification

and Validation
= ECA Q&V Guide and tools: Risk-based qualification from from URS to PQ
= ECA Q&V Case Study: Fast and effective project execution with suppliers

Case studies for the use of ECA’s Integrated

Qualification and Validation guide




Programme

Objective

A team of pharmaceutical companies, engineering companies
and suppliers have developed ECA’s Integrated Qualification
and Validation Guide over 3 years. Since autumn 2020 the
version 1.0 is available. The key for a successful qualification
project is the “hand-in-hand” work from suppliers and custom-
ers together. With the integration of Good Engineering Practice
(GEP) into qualification activities GEP-tests can be used also for
the qualification phases - without retesting. This is one of the
core concepts in the guide . With this course the practical “how
to do” will be explained with “real-life” case studies.

Background

Almost 30 years after the coming into force oft he EU GMP Guide
in 1992 equipment qualification is still often a miracle. Qualifica-
tion projects overrun scheduled time limits. Failures are discov-
ered in the IQ and OQ exercises. To fix this and the deviation re-
ports extend the time limits again. A non-harmonized
terminology causes one of the main problems, especially when it
comes to the integration of good engineering practice into quali-
fication. But on the other side is the integration of good engi-
neering practice activities a key factor for qualification fast-track
projects. How can this come together? This is the content of
ECA’s Integrated Qualification and Validation Guide.

Target Audience

Everyone who may be influenced by the Annex 15 revision and
FDA Process Validation Guidance regarding Qualification/Verifi-
cation and Process Validation activities and want to see how the
guide can be implemented in practice.

Programme

Overview: Integrated Qualification and
Validation:Good Practice Guide from ECA

= Development of ECA’s Integration and Validation
guideline

= Main content

= Comparision to other qualification guides

How suppliers work: Good Engineering Practice in
Qualification

Basic Engineering Workflows (CD, BD, DD - EPCMQ
Projects)

Process-, Equipment Engineers and more (the full picture)
Key Documents in Engineering Processes

FAT, SAT and Commissioning

How a supplier can support qualification

Typical pitfalls?

Cooperation between customers and suppliers on
Integrated Qualification and Validation

Importance of Project Quality Plan (PQP) as upfront
clarification document

Agreement of scope of supply and services - task for both
contractual partners

Technical documentation, Test documentation and
execution - the effect of work-shops for common
understanding and agreement

Importance of Qualification Project Management - Colla-
boration spirit as key success factor

ECA Q&V Guide and tools: Risk-based qualification
from URS to PQ

Critical Aspects Risk Assessment (CARA) and its 3 steps
Interface between Product and process requirements
(PPURS) and URS

CARA and the “red thread” of user requirements

Support C&Q tools: Use of Test Matrix (TM) and Require-
ments Traceability Matrix (RTM) from DQ to PQ

ECA Q&V Case Study: Fast and effective project
execution with suppliers

International standard, common language with suppliers
Using the best ideas in our company

Categories of equipment: benefit during qualification
What would we expect from our suppliers?

Integrated Qualification and Validation from a pharma
perspective

Effective Equipment Qualification according to Annex 15 | 08 June 2021



Speaker

Speakers

Eva Baumgartner
Syntacoll

Eva-Maria Baumgartner studied biotechnology at the University
of Applied

Sciences Weihenstephan-Triesdorf and has been with Syntacoll
GmbH since 2004. She has managed various qualification and
validation projects for the registration of new medicinal pro-
ducts, medical devices and combination products.

Dr Berthold Diithorn
- Syntegon

o

The pharmacist Berthold Diithorn currently serves as Vice Pre-
sident within Syntegon with global responsibility for Validation
and Compliance Services, Integrated SolutionsDigitalization So-
lutions and as General Manager of Valicare GmbH. He published
several articles on isolation technology.For more than 20 years
he is active in the area of clean room standardisation (ISO TC
209).

Ralf Gengenbach
gempex

Ralf Gengenbach is founder and managing director of gempex
Co. Ltd., Germany. He is member of different organisations,
among others DIN UA2 (Board for standards ‘biotechnology’), of
DECHEMA and ISPE. He is approved Quality Auditor according
to DIN I1SO 9000ff.

Gert Moelgaard
Moelgaard Consulting

TR, T

Gert Mglgaard has more than 25 years experience in the phar-
maceutical and biotech industry, including several years of ex-
perience in process control, automation, computer systems va-
lidation and process validation as well as process engineering
and consulting. He has previously worked in Novo Nordisk,
Novo Nordisk Engineering and NNE Pharmaplan. From 2009-
2012 Gert Moelgaard was been involved in training FDA’s inve-
stigators at FDA’s internal training on the 2011 Guidance on
Process Validation and has contributed to several books and
technical guidelines.

Rafael de Souza
Pharmaplan

Rafael is MSc in Analytical Chemistry and is PMP certified.
During his more than 16 years of professional career, he has
wide experience in good manufacturing practice (GMP), quality
assurance and commissioning, qualification and validation
(CQ&V) in the pharmaceutical and biotech industries from pro-
jects in Switzerland, Brazil, Denmark and France.

He has been working on projects leading activities following
traditional principles for Commissioning and Qualification as
well as Risk and Science based principles (including projects
based on ASTM E-2500).

Your Benefits

Internationally Acknowledged Certificate from ECA
Academy

CERTIFICATE

The EU GMP Guide requires: ,,...
All personnel should be aware
of the principles of Good Manu-
facturing Practice that affect
them and receive initial and
continuing training,...". This is
why you receive an acknow!-
edged participant certificate,
which lists the contents of the
seminar in detail and with
which you document your train-

ing.

Guide to Integrated Qualification
and Validation

Volickstion Groap SECAY

All delegates receive the version
1.0 of ECA’s Integrated Qualifi-
cation and Validation Guide- A
guide to effective qualification
based on Customer-Supplier
Partnership with a lot of tem-
plates.

Good Practice Guide

Integrated Qualification
and Validation

A guide 1o effective qualification
based on Customer - Supplier Partnership
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Tuesday, 8 June 2021,09.00 - 17.15

All times mentioned are CEST
department. WebEx is a standard nowadays and the neces-

For our Live Online Training Courses and Webinars, we use
Cisco WebEx, one of the leading suppliers of online meetings.
At http://www.webex.com/test-meeting.html you can check
if your system meets the necessary requirements for the par-
ticipation at a WebEx meeting and at the same time install the
necessary plug-in. Please just enter your name and e-mail ad-
dress for the test. If the installation is not possible because of
your rights for the computer system, please contact your IT
sary installation is fast and easy.

Date of the Live Online Training

Technical Requirements

|||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||||| - -

'91ISGIM SI3 UO WIOJ 1IBIUOD 3] BIA W1}
Aue e e3ep Aw Jo U01I)3P 10 UOI11II0D ‘UOIEIYIPOL DY) 40§ S UED | Jey] dJou
| “(Jway Aoearidesn/Buoaouerdwod-dws-mmm//:dizy e £orjod Adeand ays osje
99s) saj3ied p1y3 03 paso)dsip aq 3ou {jim e3ep jeuosiad A sauo Jejiwis Jo Japao
SIU3 Y3IM UOI3ejau U Uojjew.ojul aw puds Ajuo |jim 31ag)apiay 1daduo) passad
-oud pue palo3s s| ejep jeuostad Aw jeyy sai3e 03 aepap Aqaiay | ydiym 1oy
4ap4o siy3 jo Suissadold ay3 oy ezep Aw asn |im 31aq)apiaH 1daduo) “eleq Jeu
-0s43d Aw 4o Buissadoad ay3 3dadde | quana siyy 1oy BuriaisiBau Ag :Ad1jod Adeaid

g < 2 5

b <&

T o o =

= + '

S g s 3

w 2 S 5

o w - O .

v g Q > c

v Y Pe) ;> O

= 0 S5 = .=

= o P o c +
o g S >0 g

m&a = mw.m

E=R (= oL 2t

© 2 ; == ©
—_ RS v c = O
= g3 a3 T & ©
< £t ® ~ o > g o
> © = v o <2
pm - = tesm

n 5 ¢ T < 9
S =] & o = ¢
= S €3 c . .._ruumﬁﬁ
. —_

Q N 45 O o 32w = L g
IR ) 525 t&88:

=R

Lcsx5w o S ¥¢ W=, S
S 2, c gy = IS
amooEO.l ] c CW.dV/
o " x o, 5 oo 83 s )
V5D 5 90Q e LI
e_Ler_bp ndrp nomm
n v v v O E O = © O
dsrmmc O o) —_ = O g
9 225 5 S 9 9 9O H S8 =
emeMr c Sl STtoe>
a £ QL R ==
EgsG<E S5 ® 2 E c 2:=Tg
SMMKUw. 2 2d® PESE
Q ©

VY Y g0 o0+ E 2 Vg v £
vgascses YEx3s o 2>5
Lon<z~fPfF S @58 aEs3Se

‘813q1apIaH s! uondIpsIIN( Jo 1uno) “Ajdde |1eys me) uewsan

‘(2107 Aenuef jo sy) j(pawayuod 3 3ou jim JuawiAed Jo 3di223.) U194

-u0d ay3 ut edidnted 03 pajaus aie nok quawAed N0k paaiadal aney am Jaye
Auo 12/ 3uswAed ay3 apew jou aney noA i uans ‘@34 uoirelisidad |y ayy Aed o3
aAey 1]im noK ‘sn pawiojul Buiney 3noyiim 3uaAa ay) Je seadde Jou op nok ased
‘98essawl 1ok aA12291 am UdIYM Je awiy

40 juiod ay3 03 Buipiodde pajejnded aq Uayy J)IM 934 UoiIe|PIURd By SulM
ul sn wuojul 03 aAey nok ‘yied axe3 Jouued nok | “sdueseadde-uou 1o uoe})ad

need to watch it is an Internet browser - no additional soft-
ware. You can order the recording of the Live Online Training
at the earliest 10 days after the live performance at https://
www.gmp-compliance.org/gmp-webinars/recorded-gmp-

This recording will be provided on our media server. All you
webinars.

Independent from the Live Online Training Courses, you can
also order a recording of this training at the same conditions.

ECA has entrusted Concept Heidelberg with the

The official conference language will be English.
organisation of this event.

Conference language
Ordering a Recording
Organisation and Contact
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Phone +49(0)62 21/84 44-0 Fax +49(0)62 21/84 44 34

info@concept-heidelberg.de

www.concept-heidelberg.de
For questions regarding organisation please contact:

Ms Nicole Bach (Organisation Manager) at

For questions regarding content please contact:
+49(0)6221/84 44 22, or at

Mr Sven Pommeranz (Operations Director) at

P.0.Box 10 17 64 | 69007 Heidelberg, Germany
+49(0)6221/84 44 47, or at

pommeranz@concept-heidelberg.de.

CONCEPT HEIDELBERG
bach@concept-heidelberg.de.
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