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Highlights

= Practical solution proposals

= Experience reports from inspections to implement
regulatory requirements

= Application of risk-based approaches for integrating PUPSIT into
existing cleanrooms

Regulatory Expectations &

Implementation




Programme

Objective

This seminar aims to provide participants with a comprehensive
understanding of the regulatory requirements and practical
challenges associated with Pre-Use Post Sterilisation Integrity
Testing (PUPSIT). The focus is on the requirements of Annex 1 of
the EU GMP guidelines, and the resulting expectations of the rel-
evant authorities and auditors. By the end of the training, par-
ticipants should be able to correctly interpret regulatory re-
quirements, make appropriate decisions based on risk
assessments, and develop specific implementation strategies
for their company.

Background

PUPSIT is not a simple system to implement. Many companies
face technical, spatial and organisational challenges. Existing
systems in particular are often not easily adapted for PUPSIT im-
plementation. While some manufacturers have already success-
fully implemented PUPSIT, others are still struggling or need to
create a well-founded risk analysis to justify an alternative ap-
proach or the avoidance of PUPSIT altogether.

To understand the relevance and complexity of this topic, it is es-
sential to look at the regulatory background. The revised Annex
1 of the EU Guidelines for Good Manufacturing Practice (GMP),
which came into force in 2023, introduced significantly more de-
tailed and stringent requirements for the manufacture of sterile
medicinal products. One of the key additions is the reinforced
expectation that PUPSIT should be performed unless a scientifi-
cally justified and documented risk assessment can be provided
as to why it is not feasible or necessary.

PUPSIT is a critical quality assurance step in sterile filtration
processes. It involves performing an integrity test on the steri-
lising-grade filter after sterilisation but before use. This ensures
that the filter has not been damaged during sterilisation (e.g., by
heat or pressure) and will function as intended when product is
passed through it. The purpose is to confirm the filter’s integrity
before it comes into contact with the product, thus minimizing
the risk of contamination and ensuring product sterility.

Despite its importance from a regulatory and patient safety
standpoint, the implementation of PUPSIT in practice can be
complex. Many systems in aseptic production environments
were not designed with PUPSIT in mind. Significant redesigns,
investment and operational adjustments are often required to
adjust these systems to allow for reliable and validated PUPSIT
procedures. Furthermore, space limitations in cleanrooms, the
need for additional equipment, and changes to SOPs and train-
ing programs all add to the burden.

This seminar will address these issues from multiple perspec-
tives. It begins with an overview of the regulatory framework
and the expectations that inspectors bring to audits regarding
PUPSIT and Annex 1 compliance. It then moves on to practical
aspects, discussing how companies can approach implementa-
tion, what challenges they may face, and how to navigate them.

Finally, it presents a structured, risk-based methodology for
evaluating whether PUPSIT is required and how to integrate it
into existing processes if needed. By combining regulatory in-
sight, practical guidance, and risk-based thinking, the program
provides valuable orientation for decision-makers in pharma-
ceutical manufacturing who are faced with the critical question:
“PUPSIT - yes or no?”

Target Audience

This seminar is aimed at pharmaceutical industry specialists and
managers who work in aseptic manufacturing and quality con-
trol, and who have either already introduced PUPSIT or still have
to implement it. The program is relevant for people with the fol-
lowing background:

= Employees from the Quality Assurance and Quality Control
(QA/QC) departments

= Production managers and production engineers

= Validation and qualification managers

= Project managers and technology managers

= Auditors and inspection preparation teams

Moderator

Clemens Mundo, Concept Heidelberg
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Sterile Filtration - PUPSIT and Regulatory
Requirements Beyond
(Frank Sielaff)

= Requirements of Annex 1
= Expectations on PUPSIT
= Experiences from inspections

Practice Considerations for PUPSIT Decision
(Matthias Schaar)

= What does Pre-use Post Sterilization Integrity Testing
(PUPSIT) mean?

=  What do the guidelines say?

= What are the challenges, benefits and disadvantages for
implementation?

= So, what to do?

PUPSIT - Application of Risk Management
(Philip Hérsch)

= Considerations and risk evaluation when discussing
PUPSIT

= Important aspects when implementing PUPSIT in existing
clean rooms

= Roll-out considerations

You cannot attend the

Live Online Event?

We also offer many of the Live Online training courses and con-
ferences mentioned in this brochure as recordings. This means
that you can watch the videos of the event ,on demand” - whe-
never it suits your time - on our web server. Quite uncomplicated
without software - simply in the browser.

Interested? You can find all recorded events at
www.gmp-compliance.org/recordings.

Speakers

Dr Philip Horsch

Vetter Pharma

Director QA Process Performance &
System Compliance

Responsible for the topics Process Validation and Continued
Process Verification, Process & Quality System Trending, Combi-
nation Products, Quality Risk Management, IT-/QM-Systems,
System Compliance and Data Integrity.

Matthias Schaar
Novartis
Technical Steward Microbiology

Matthias Schaar has been working for Novartis in Switzerland
since 2007. He began building up his knowledge in microbiologi-
cal quality assurance and quality control. He supported the pro-
duction of sterile medicinal products with aseptic process vali-
dation, environmental control and sterilisation processes.
Currently, his main focus is on supporting the validation team
and routine manufacturing in the context of sterile filter valida-
tion and its application.

Dr Frank Sielaff
Regional Authority Darmstadt, Germany
GMP Inspector

GMP Inspector at the Regierungsprasidium Darmstadt with the
focus on inspection of drug manufacturers and laboratories in
Germany and countries outside of the EU. Before joining the
GMP inspectorate Frank was several years employed in the phar-
maceutical industry as Head of Quality Control and as Qualified
Person.

EEH. stay informed with the GMP
gl Newsletters from ECA

The ECA offers various free of charge GMP newsletters for
which you can subscribe to according to your needs.

To subscribe, simply scan the QR code on the &
right or visit www.gmp-compliance.org/ F
gmp-newsletter s
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Date of the Live Online Training
Thursday, 06 November 2025, 09.00 h - 12.30 h

v
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
ment. Webex is a standard nowadays and the necessary

your rights in the IT system, please contact your IT depart-
installation is fast and easy.

We use Webex for our live online training courses and webi-

Technical Requirements

'911SQ9M SIU] UO W0} 1DBIUOI BY) BIA W}
Aue je ejep Aw Jo UOII3]aP 40 UOIIIBII0 ‘UOITEIYIPOLL D] 40J 3SE UED | JeY] 310U
| "(JwayAoearidess/Bio aouerdwod-dws-mmm//:diry e Aarjod Aaeand ays osje
99s) saf3ied pJ1y3 03 paso)dsip aq 3ou {jim ezep jeuosiad Ay "sauo Jejiwis 1o Japio
SIY} Y3 UOIIE]aJ Ul UolBwWLIojUI dw puds Ajuo Jjim SiaqiapiaH 1daduo) "passad
-oud pue pato3s s| ejep jeuostad Aw jeyy sai3e 03 auepap Agaiay | yarym Joy
4apJo siyy jo Suissadold ayj oy erep Aw asn |im 319q)apisH 1daduo) “ereq Jeu
-0543d Aw yo Buissadoad ay3 3dadde | Quana siyy 10j BurialsiBau Ag :Aarjod Adealid

Fees (per delegate, plus VAT)

The conference fee is payable in advance after receipt of in-
Via the attached reservation form, by e-mail or by fax -
or search and register directly at www.gmp-compliance.org
The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will
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69007 Heidelberg, Germany
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For questions regarding organisation etc. please contact:

Ms Julia Grimmer (Organisation Manager) at

+49 (0) 6221/84 44 44, or at
julia.grimmer@concept-heidelberg.de

For questions regarding content please contact:
Mr Clemens Mundo (Operations Director) at

+49 (0) 6221/84 44 42, or at
mundo@concept-heidelberg.de

Phone: +49 (0) 6221/84 44 0
Fax: +49 (0) 6221/84 44 34

info@concept-heidelberg.de
www.concept-heidelberg.de
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