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Current Developments in
Containment

The new SMEPAC Guideline

Live Online Training on 26 June 2025
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Highlights

= QOccupational health and GMP aspects

= How much containment is necessary

= Presentation of the new ISPE SMEPAC Guideline
= Containment Measurements in Practice

= Comparability of Measurements

= Handling Limit Values



Programme

Objective

The primary focus of this conference is the newly updated ISPE
SMEPAC Guideline and its impact on modern containment strate-
gies. By examining real-world measurement techniques, hazard
assessments, and compliance best practices, participants will
learn how to implement and validate robust containment meas-
urements under the latest requirements, ensuring safety for
workers as well as patients by reducing the risk of cross contami-
nation.

Background

In our highly regulated environment GMP sets the baseline for
safe and consistent production. Containment strategies bridge
the gap between operational efficiency and regulatory compli-
ance. By minimizing the risk of cross-contamination and expo-
sure, effective containment systems not only safeguard product
quality but also protect employees from potent or hazardous
substances.

Recent developments underline the growing importance of con-
tainment. The new ISPE SMEPAC (Standardized Methodology
for the Evaluation of Pharma Airborne Particle Emissions from
Containment Systems) Guideline represents a significant mile-
stone, offering a unified approach to assess and validate con-
tainment performance. This guideline provides clear methodolo-
gies for measuring airborne particulate concentrations, thus
helping manufacturers align their processes with stringent safe-
ty and quality requirements. As advanced therapies continue to
emerge - often involving highly potent active pharmaceutical in-
gredients (HPAPIs) - the need for robust containment systems
becomes all the more critical.

This conference will delve into the multifaceted aspects of con-
tainment, focusing on how to effectively integrate GMP princi-
ples with cutting-edge technological solutions. Industry experts
will share best practices for designing, implementing, and main-
taining containment measures that meet current regulatory
standards.

Target Audience
This conference targets professionals from production, engi-
neering, quality and occupational health, as well as suppliers of

containment solution, dealing with the tightness of containment
systems.

Moderator

Martin Schéler

Programme

Introduction to Containment

Occupational health and GMP aspects
Containment systems

Primary and secondary containment

How much containment?

Assessing the hazard (potency & toxicity)

OEBs and OELs as determinants for containment

Presentation of the new SMEPAC Guideline

The new guide

Why was there a need for a new version?
Who participated in it?

What has changed?

Carrying out SMEPAC Measurements

Monitoring concepts

Roles and responsibilities

Monitoring strategy (air, surface, direct reading, sampling
heads)

Do’s and don’ts for SMEPAC monitoring

Results as an example

Statistical evaluation if not discussed otherwise

Comparability of Measurements

The project dilemma: where are we now with expectations
on containment performance and the reality of ,measure-
ment after delivery”?

What does the new SMEPAC guideline say on comparabili-
ty of measurements?

Avoid misunderstanding: drug load vs. ,total dust”

Which factors are influencing a containment measure-
ment?

Case study: comparison of measurement results for the
same equipment in different environments

Handling Limit Values in Practice

SMEPAC vs occupational exposure measurements
Monitoring occupational exposure for new containment
systems

Handling of occupational exposure measurement results
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The new SMEPAC Guide

Previously titled ISPE Good Practice Guide: Assessing the
Particulate Containment Performance of Pharmaceutical
Equipment, this third edition has been renamed Standar-
dized Methodology for the Evaluation of Pharma Airborne
Particle Emissions from Containment Systems. It provi-
des standardized methods for evaluating containment
performance by sampling and analysing airborne and sur-
face deposits of surrogate materials under defined test
conditions, reflecting well-established industry and occu-
pational hygiene practices.

This updated edition includes guidance on complex equip-
ment and continuous manufacturing processes, expan-
ded surrogate selection, and revised test protocols. It in-
corporates experiences from numerous containment
assessments and serves as a worldwide resource for both
equipment suppliers and end users. The SMEPAC Guide is
available at www.ispe.org.

Speakers

Silke Biichl

Praevena

Silke Biichlis an IOHA-certified occupational hygien-
ist with more than 20 years of experience in the field
of occupational hygiene. She is the owner of Praevena AG, a ser-
vice provider in the field of occupational hygiene. Praevena car-
ries out occupational hygiene measurements and SMEPAC
Measurements and supports in all matters relating to occupa-
tional hygiene.

After completing her Master’s degree at the ETH Zurich/Univer-
sity of Lausanne in 2003, she worked as an occupational hygien-
ist in various local and global positions at Novartis. In 2014 she
moved to the service sector at Praevena AG.

Dr Andreas Fliickiger

Formerly F. Hoffmann La-Roche

An occupational physician by training, Andreas
A Fluckiger was the head of the occupational health
services of the Roche Group for 32 years. Now retired from this
position, he continues to be active as a consultant in occupation-
al and GMP toxicology as well as process containment in the
pharmaceutical industry. He is still engaged in various interna-
tional organisations such as the International Association for
Occupational and Environmental Health in the Chemical Indus-
try (Medichem), the Society of Toxicology (SOT), ACGIH, and in
working groups of the ISPE and ASTM.

B Oliver Gottlieb
5 NNE

Rl Oliver Gottlieb is a Process & Chemical Engineer and

works for NNE as a Senior Specialist/SME in the pro-

cess department for Drug Substance. He has more than 20 years
of experience in the Pharmaceutical Industry with focus on con-
tainment and chemical API production. He is co-author of ISPE’s
SMEPAC Guide and Containment Manual.

Dr Martin Schéler

Fette Compacting

Martin Schéler is the Vice President Technology at
Fette Compacting. He is an expert in containment
technologies and has significantly contributed to the develop-
ment of Fette Compacting’s Containment Guard method. Mar-
tin Schéler currently leads the Containment Working Group of
ISPE D/A/CH and is one of the co-authors of the new ISPE SME-
PAC Good Practice Guide.

Dr Patrick Sproll

Lonza

Patrick Sproll has been working as an Occupational

¥ = Hygienist at Lonza Visp, Switzerland for the past

four years. He is significantly involved in the occupational expo-
sure monitoring program at Lonza Visp and other Swiss Lonza
sites. He is a member of the steering committee COP Contain-
ment ISPE Affiliate DACH and actively participates in a network
of Occupational Hygienists, Physicians and Toxicologists, who
form a working group of the Basel Chemical Industry (BCI).

Your Benefits

Internationally Acknowledged Certificate from
ECA Academy

The EU GMP Guide requires: ,...All per- __~""/icay
sonnel should be aware of the principles  sZss==

of Good Manufacturing Practice that af-
fect them and receive initial and con-
tinuing training,.... This is why you re-
ceive an acknowledged participant
certificate, which lists the contents of
the Live Online Training in detail and
with which you document your train-

ing.
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Thursday, 26 June 2025, 10.00 to approx. 16.50h

Date Live Online Training
All times mentioned are CEST.
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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.
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Via the attached reservation form, by e-mail or by fax - or
search and register directly at www.gmp-compliance.org un-
der the number 22337. To avoid incorrect information, please
give us the exact address and full name of the participant.
The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will au-
tomatically receive your certificate of participation.
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Dr Robert Eicher (Operations Director) at

STOTYOTO/HM

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

(0)62 21/84 44 66 or at

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

Ms Manuela Luckhaupt (Organisation Manager) at
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