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Cross Contamination Control

Implementation of a Cross Contamination Control Strategy

Live Online Conference on 1/2 October 2024

Highlights

Regulatory Requirements: Contamination Control Strategy & Cross Contamination
Sources of Cross Contamination

Containment Solutions - Avoiding Exposure - Minimizing Cross Contamination
Segregation of Material & Processes

Cross Contamination through poor Organisation

Cross Contamination through poor HVAC Design

Cross Contamination through poor Equipment Design

Cleaning & Cleaning Validation

Relevant Documentation: CCS, HBEL, QRM



Programme

Objective

This GMP training aims at unveiling possible risks of cross con-
tamination during the production process of pharmaceutical
products and APIs. This is especially important for patients’ safe-
ty, product quality and to be in compliance with chapters 3 and 5
of the EU GMP regulation as well as the new EU GMP Annex 1. The
prevention of cross contamination is part of the contamination
control strategy and has to be documented accordingly, taking
into consideration QRM principles according to ICH-Q9.

You will learn
= how to detect possible risks
= how to avoid cross contamination
= how to prove the avoidance of cross contamination
= how to document a regulatory compliant strategy

Background

Cross Contamination is one of the highest risks for patients us-
ing pharmaceutical products. Not only the presence of small
amounts of antibiotics or other highly potent compounds in me-
dicinal products can cause severe damage, but also carryover of
one product into another pharmaceutical product is of high risk
to the patient. According to the Medicines & Healthcare Prod-
ucts Regulatory Agency in the United Kingdom for example,
Product contamination is the second to third highest reason for
recalls in the UK in recent years.

The EU commission already reacted on that in 2015 by updating
the chapters 3 (premises & equipment) and 5 (production) with
the focus on minimizing the risk of cross contamination. Already
three years before a new EMA Guide on setting health-based ex-
posure limits was published. This new guide has massive impact
on the dedication of facilities and also on the calculation of limits
for cleaning validation. Limits for the maximum carryover now
have to be calculated by considering the toxicological/pharma-
cological properties of each single product, answering the ques-
tion: how much cross contamination is allowed. The latest docu-
ment addressing cross contamination is the new EU GMP Annex 1.
It contains several paragraphs dealing with cross contamination
and contamination in general which includes a risk-based Con-
tamination Control Strategy (CCS) aligned with Quality Risk
Management principles according to ICH-QO9.

Reasons for cross contamination can be manifold and caused by
technical as well as organisational deficiencies. Insufficient
cleaning of equipment, poor facility design or inappropriate de-
sign of the HVAC system may be reasons as well as contamina-
tion via personnel or primary packing material. But also, the de-
sign of the production process itself can be the cause for cross
contamination, for example due to open product handling during
transfer or sampling operations in shared plants without ade-
quate measures.

It is therefore extremely important to mitigate the risk of cross
contamination, starting already at the design phase of processes
and equipment. In addition, it is essential to understand how
contamination risks can be detected.

Some measures include quality oversight walks in production ar-
eas or reviewing the documents (SOPs, technical drawings, etc.)
already during process development, design qualification and
additionally on a regular basis which has to be predefined.

This mitigation of cross contamination risks should be included
and regularly reviewed - and updated if required - as part of the
contamination control strategy (CCS) which has to be docu-
mented accordingly.

Target Audience

This training is aimed at production, QA and engineering depart-
ments of pharmaceutical companies to maintain product quality
and patient safety in a regulatory compliant production life cy-
cle. Suppliers for the pharmaceutical industry are also addressed
in order to better understand the requirements of their custom-

ers.

Moderator

Robert G. Schwarz

Programme

Regulatory Requirements: Contamination Control
Strategy & Cross Contamination

The view of EMA

The view of US-FDA

Shared facilities regulations
Contamination and sterile products

Sources of Contamination - Modes of Cross Contam-
ination - Segregation

Do different sources mean different impact?

Where cross contamination could occur and different
likelihoods

Is segregation a no brainer?

Cross contamination in Biotech

Containment Solutions - Avoiding Exposure -
Minimizing Cross Contamination

Exposure and how to calculate

Equipment and containment concepts

- Closed product handling

- Sampling

- Material transfer

The PDE/ADE concept: how much contamination is
allowed?

Avoiding of cross contamination

- Airborn contamination

- Contamination of surfaces

Verification of the tightness of a containment system
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Cross Contamination through poor Organisation

= Organisational points to consider
= The human factor
= Theimportance of training and motivation

Cross Contamination through poor HVAC Design

= Airborne particles

= Pressure / hygienic zones - maintaining over pressure
= The clean corridor concept

= Simulation and visualisation of air flow

= Classification of ventilation systems

= Concepts for HVAC systems

= Components of AHUs (filters, Duct work, etc...)

= Classification and change of filters

= Control and monitoring strategies

Cross Contamination through poor Equipment
Design

= Cleanability of equipment as the key to avoiding cross-
contamination

= In-line cleanability? - Cleanability for parts that are
disassembled?

* Importance of drainability (cross-contamination by
product and detergent residues)

=  Gap-free and dead-space-free design of system compo-
nents
- Components (connections, valves, pumps, sensors)
- Mixing and preparation vessels, bioreactors

= Cross-contamination due to lack of technical support
- Deterioration of surface quality
- Wear of static and dynamic seals

Cleaning & Cleaning Validation

= Poor cleaning - main reason for cross contamination

= Dealing with multipurpose strategies in cross contamina-
tion control

= Cross Contamination - main focus of cleaning validation

Documentation: CCS, HBEL assessment, QRM

= Cross contamination control and CCS
= HBEL - from the environmental risk to patient’s risk
= Cross contamination control - it is all about QRM

Speakers

Nikolaus Ferstl

Facility Engineering Services

Nikolaus Ferstl studied mechanical engineering and
carried out pharmaceutical projects worldwide for
LSMW/M+W as project and branch manager in Vienna. From
2009 to 2024, he was Technical Director of the University Hospi-
tal Regensburg and a freelance consultant for building and
cleanroom technology. Today he is Managing Director of Facility
Engineering Services GmbH.

Dr Markus Keller

Fraunhofer Institute for Manufacturing En-

gineering and Automation (IPA)

Dr Markus Keller is a biologist and project manager
at the Fraunhofer Institute for Manufacturing Engineering and
Automation (IPA), Department of Cleanroom and Microproduc-
tion. His area of expertise includes the qualification of plants
with regard to their cleanroom suitability.

Robert G. Schwarz

GXP TrainCon, Austria

Robert Schwarz has a degree in bioprocess engi-
neering and biotechnological quality management.
From 2001, he led the environmental monitoring team at Baxter,
and from 2005 to 2018 he was a validation specialist for device
qualification, sterilisation validation and cleaning validation.
Since 2010, he has also been passing on his experience as a uni-
versity lecturer. In 2019, he began working as a freelance trainer
and founded his consulting company GxP-TrainCon in 2022.

Dr Harad Stahl

GEA

Dr Harald Stahl worked in the Pharmaceutical De-
: velopment of Schering AG in Germany. Since 1995 he
served within GEA Process Technology in various positions.
Presently he owns the position of a Group Director Application
& Strategy Management of GEA. He has published more than 20
papers on various aspects of pharmaceutical production.

Your Benefit

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 addi-
tional certification. Simply choose any
three courses within the programme ac-
cording 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 knowl-
edge in GMP and GDP compliance. Please find more informa-
tion at www.gmp-certification.org
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Date Live Online Training
Tuesday, 1 October 2024,
09.00 to approx. 17.00 h
Wednesday, 2 October 2024,
All times mentioned are CEST.

09.00 to approx. 15.00 h
At www.gmp-compliance.org/training/online-train-

We use Webex for our live online training courses and webi-
ing-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 partici-
pate. If the installation of browser extensions is not possible
due to your rights in the IT system, please contact your IT
department. Webex is a standard nowadays and the neces-

Technical Requirements

nars.
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Live Online Training as PDF files. After the event, you will au-

Via the attached reservation form, by e-mail or by fax mes-
tomatically receive your certificate of participation.

The presentations will be made available to you prior to the

o« po
15) o
2 )
o S
[} [
o ©
() =
= Q.
i :
© e
: 3
oy
m :
—~ o
. — © 3
a I A= 2
b4 > o g - ot
[} 7, o o= © pt
o > © x5 @ S
S Bol5 g ==
+ e;@_/IUSD. c =
R 20" w3 = <7}
() Rsae Q (@]
v wpE S s L g <
c Yo@ged & 2
9 5
R Vo E o O c g o)
e} T S~ 0 o ac o S —
2 L 8oesoyg S8 o =
= c = ©
© v E E s o © S 3
@ peeMD.rm. o = <
c ~“s=m=o90Y 0 o ]
= (%] ] o .= = . wn
> oY cY 0 wvo g
@ v ua ©O>O W () e Pust
S Lom<zLEE 5% o

‘813q1apIaH s! uondIpsIIN( jo 1uno) “Aldde |1eys me) uewsan

“(2z20Z AInf 40 sy) i(pawaguod 3 3ou |jim JuawiAed Jo 3di2d3.) 22194

-u0d ay3 ui 3edidnted 03 pajaua a1e nok quawAed N0k paniadal aney am Jaye
Auo 194 3uswAed ay3 apew jou aaey NoA 41 uaAS ‘9394 uoies3si3au )ny Y3 Aed 03
aAeY 1]im noA ‘sn pawiojul Buiney Inoyiim 3uaAs ay) je seadde Jou op nok ased uj
"23esSaW UNOA 9AI2IA1 IM LIYM Je B}

40 3uiod ay3 03 Buipiodde paje|ndjed aq uayl JjIm 234 Uoile)jddUEd BY| “BulM
U1 sn wiojui 03 aney noK ‘yied axe)3 Jouued noA J| “adueseadde-uou Jo uone)Pd

: )

<

o =

2 =

L 2

)

s 0

— I3}

= =

2 O

v S

o +~ o

S &= v

@ >
2 28, SR
= ©
) b ©d
ws G685 v EYVS5G
_

Y o 3 oc s3I o=
=S () L <

c O U (g L
W 52 G LHIJ3TT
me anc..lnL E4m02/ee
S« c B 0w 2LFIJISTS
v O o - © o~ == e
o 9 ‘S5 5 c Hleompp
cC= ®co oBTF2Y Y
e..la wn VB e o O &
Y = n O O xIT +&% o O
o E C © .2 W o @CC
“— 5 © .C C U m o ® =
c 00 = = o c + =2

[} < o y© © x O %
o S0 2 O00aqc gE
OEF Ouwo O oo uw £ 2

-UBd JO 3SBD Ul 3Np ale $39) 3A0qe pue uoijelisiSal Sulpuiq e si siy| :3uesoduw)
*9210AUL

40 3d122a1 uaye shep QT UIyIM suondNpPap Inoym d)qeked :juawhed jo swaa)
‘uol3e|)

-Ued B 03 aNp palindul 53503 J3y30 4o sal3jeuad a.eylle 3uUnodsIp 4oy 3)qisuodsal
39 30U ||IM 5Y38713AI1TH LdIINOD “Pled s394 o punyas |y e dA1Ia4 [)Im pue
31qissod se uoos se payiou aq |Im s3ueiIsi3as ‘pa)jadued 3q ISNW JUBAS 3Y3 §|
"JUBA? UE ]22UBD 03 10 32130U IN0YIIM sixeads 1o

‘51039n435U1 ‘s|eaiew ay3 a3ueyd 03 3y3u ay3 san1asal 9Y3g13aI3H LdIDNOD

(ut Ny aseald) 11ew-3

Xe4 / auoyd

Kiunod

9pod diz

J1e)

a)qeaiydde j1 4aquin JapaQ dseydingd

JaquinN @| 1VA S, Auedwod nok a1ed1pul asesd ueiodu)

Auedwo)

juawedag

dweudns ‘Duweu jsiy D)}

]043U0D UOIEUIWEIUOY) SSOJ)

(1n4 ur 8391dwod 3se3)d) W04 UOIEAIBSY

207 4290300 ¢/1
:3ululed] aunuQ aAI]

For questions regarding content please contact:

Dr Robert Eicher (Operations Director) at

20220T0/HM

For questions regarding organisation please contact:
Ms Nicole Bach (Organisation Manager) at

eicher@concept-heidelberg.de.
+49(0)62 21/84 44 22, or at

+49(0)62 21/84 44 12 or per e-mail at
bach@concept-heidelberg.de.

‘05 00T 22Ua134U0d 3y} 03 Jolid S}aM 7 UIYIIM UOIje]|dU.)) -

9% 0§ 92Ua19ju03 33 03 Jold $23M 7 |I3Un UojejjPIU.D -

‘9% GZ 92Ua19ju0d 33 03 Jold $323M € |IUN Uoe}|dUE) -

‘9% QT 92Ua43U02 3] 0] Jolud S399M # |13UN UOIIe)PIUE) -

1599 Suissadoud Suimoi)oy ayy a84eyd 3snw am Ajauiius 1adued 03 aney nok | 'z
‘awi Aue Je anZea))od 21n113sqns e awod)am o3 Addey aue app ‘T

:suoido om3 aney noA 93uaJa4u0d 3y} pualle Jouued nok |

SUOI}IPUOD pUE SWJd) |eIdUd

ANVINYID
31aq19p1eH £0069-A

v€ v¥ ¥8/12 29 (0) 61+ Xed
¥9/10T X0g "O'd
94¥3973dI3H LdIDNOD

1243y 3n0 ||y aseajd ySu ayy uo suon

-e21129ds a3} WoJj Sa}eIAP SSAIPPE-03-]]1q Ay 4|



