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Programme

Objectives
Reasons to attend this conference:

	� You learn why PUPSIT found its way into the revised EU 
GMP Annex 1

	� Inspectors discuss what they expect from the implemen-
tation of PUPSIT in pharmaceutical companies

	� Pharmaceutical companies present their strategy for 
PUPSIT implementation in case studies

Background
PUPSIT is one of the most intensely and controversially dis-
cussed topics in the revised EU GMP Annex 1. But why do we 
have this intense discussion. Do the expectations of the regula-
tory authorities regarding the safety of sterile filtration differ 
from the practice in pharmaceutical companies? If so, why? Does 
PUPSIT now have to be implemented 100% in every case or 
where are there exceptions. If so, how must these be justified? 
Several case studies from pharmaceutical companies focus on 
the companies’ specific strategies for implementing the current 
PUPSIT requirements.
  

Target Audience
The event is directed at specialists from the pharmaceutical in-
dustry as well as at engineers and planners who have to deal 
with sterile filtration and especially PUPSIT in their daily prac-
tice.
It particularly addresses the departments:

	� Production
	� Quality assurance
	� Engineering / Technology

  

Moderator
Dr Simone Biel, Merck

Programme 28 March 2023
PUPSIT, or Not to PUPSIT….? 
Dr Sione Biel, Merck

Since the first draft of the new Annex 1 was published, the pre-
use post-sterilization integrity test (PUPSIT) of a sterile filter 
was one of the most discussed topics related to the Annex 1 re-
vision. 

	� How to interpret the Annex 1 PUPSIT clause?
	� Why is it a debate? 
	� And what is the industry’s answer on PUPSIT?

Practical Aspects of Pupsit Implementation 
Guillaume Lesage, Merck

	� Intricated with PUPSIT are several technical challenges 
related to the preparation of filtration systems:

	� Dry leak testing, flushing dynamics, Integrity test selec-
tion and dilution/drying challenges.

	� Filtration assembly characterization insights
	� Filter integrity test limits specific to single-use assembly

Case Study Boehringer Ingelheim Pharma: PUPSIT 
Risk Assessment: The Impact of Equipment Design 
Dr Florain Witte, Boehringer Ingelheim Pharma

	� Case study Boehringer Ingelheim
	� PDA risk-based approach
	� Holistic risk assessment including equipment design

PUPSIT – Annex 1 - Application of Risk Management 
Dr Philip Hörsch, Vetter Pharma-Fertigung

	� Risk Assessment for PUPSIT and Considerations of 
Associated Risks in Established Processes

	� Risks of flaw masking and filter damage
	� Product and process evaluations
	� Risk-Benefit analysis

Case Study Novartis Pharma: PUPSIT – YES or NO? 
Matthias Schaar, Novartis Pharma Stein

	� 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?

Congress Keynotes

28 March 2023
Comprehensive Transformation of DR. KADE’s 
Sites and Supply Chain
Dr Norbert Marquardt, Dr Kade Health Care

29 March 2023
Trends in Aseptic Manufacturing: Questions and 
demands for Pharma Machine Vendors 
Dr Friedrich Haefele, formerly Boehringer Ingelheim Pharma
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Case Study GSK: PUPSIT - From Design to Imple-
mentation 
Vincent Delferriere, GSK

	� Regulatory environment around PUPSIT
	� Design of Single Use Solution (from Generic to custom)
	� Technical Implementation challenges 
	� Extractable approach
	� Automation equipment
	� Supply challenges 

Programme 29 March 2023
Case Study Roche Diagnostics: Pre-Use Post Sterili-
sation Integrity Testing (PUPSIT) in the Revised 
Annex 1 - Friend or Foe of the Pharmaceutical 
Entrepreneur? 
Manuel Grund, Roche Diagnostics

	� 	Everything was better in the past... or was it? - An over-
view of the regulatory changes

	� PUPSIT and its scientific raison d’être
	� The process and the product - Which aspects play a major 

role?
	� Quality Risk Management in application

Live Demos

Annex 1 and Sterile Filtration – how to keep 
Flexibility and Regulatory Compliance 
Merck

	� We will showcase „gold standard“ and fault designed with 
live explanation what is not optimize in the design while 
implementing PUPSIT in SU FF assemblies

Palltronic® Flowstar V Integrity Test Instrument –
Taking Filter Integrity Testing to the Next Level 
Pall

	� Taking filter integrity testing to next level with Flowstar V
	� Installation, programming and test execution
	� Data integrity (ALCOA Plus) and 21 CFR Part 11 compliance
	� Automation and network integration
	� Data Management System

Podium Discussion on PUPSIT

Speakers
Dr Simone Biel
Merck
Simone Biel is a Senior Regulatory Consultant and 
provides regulatory expertise to our customers and 

internal stakeholders with a focus on Single-Use Technology and 
filtration.

Vincent Delferriere
GSK
Vincent is working in 11 years in the Global MSAT or-
ganization of GSK Vaccines. For the last 8 years, I 

lead global Single Use project in the life cycle area (POFF – PUP-
SIT), managing our suppliers, as well as developing new (micro)
technology in collaboration with our Technical R&D teams.

Manuel Grund
Roche Diagnostics
Since 2021, he has been developing and validating 
preparation and filling processes in silicone-free COP 

primary packaging for tray fillers as a process engineer for Paren-
teral Launches

Dr Philip Hörsch
Vetter Pharma-Fertigung
Between 2004 and 2015 as Project Manager Micro-
biology, Team and Site Manager Quality Operations 

at Vetter. Since 2015 Director Quality Assurance for (Process-) 
Validation, Risk Management, Trending, IT-Systems, IPC/Visual 
Inspection Systems and Specification Management Packaging 
Materials. 

Guillaume Lesage
Merck
During his 26 years of experience in filtration & sepa-
ration technologies deployed in the pharmaceutical 

industry, he has been involved in many projects for design, steri-
lization, validation, troubleshooting of critical filtration systems 
used in aseptic processing.

Matthias Schaar
Novartis Pharma Stein
Matthias started his career in Novartis Stein, Swit-
zerland in the Microbiological Department. Now he 

is supporting the sterile production more specialized with steri-
lization processes such as sterile filtration with the implementa-
tion of new products.    

Dr Florian Witte
Boehringer Ingelheim Pharma
Since 2021 he is heading the quality assurance unit 
for device development.
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Date of the Conference
Tuesday, 28 March 2023, 09.00 - 18.00 h
Wednesday, 29 March 2023, 09.00 - 17.00 h
Registration: 28/29 March 2023, 08.00 - 09.00 h
 
Venue
RheinMain CongressCenter (rmcc)
Friedrich-Ebert-Allee 1
65189 Wiesbaden
Phone: +49 (0) 611 / 1729-444
veranstaltungsservice-rmcc@wicm.de

Fees (per delegate, plus VAT)
The one day ticket is available for € 690,- plus VAT (until 31 January 
2023 only € 590,- plus VAT), both days for € 1,380 plus VAT (until 
31 January 2023 only € 1,180 plus VAT). It includes participation in 
any conference track of PharmaCongress 2023 on that day(s) and 
the visit of the PharmaTechnica Expo. In addition, lunch and bever-
ages during the tracks and in breaks as well as the social event on 
the evening of the first congress day, 28 March is included; please 
mark if you would like to attend the Social Event.

The fee is payable in advance after receipt of invoice.

Accommodation
CONCEPT HEIDELBERG has reserved a limited number of 
rooms close to the CongressCenter. You will receive a room res-
ervation form when you have registered for the conference. 
Reservation should be made directly with the hotel. Early res-
ervation is recommended.
 
Registration
Via the attached reservation form, by e-mail or by fax message. 
Or you register online at www.gmp-compliance.org.

Presentations/Certificate
The presentations for this event will be available for you to 
download and print before and after the event. Please note 
that no printed materials will be handed out on site and that 
there will not be any opportunity to print the presentations on 
site. After the event, you will automatically receive your certifi-
cate of participation.

Conference language
The official conference language will be English.

Organisation and Contact
ECA has entrusted Concept Heidelberg with the 
organisation of this event. 
CONCEPT HEIDELBERG  
P.O.Box 10 17 64  
69007 Heidelberg, Germany 
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 content please contact:
Dr Andreas Mangel (Operations Director) at 
+49 (0) 62 21 / 84 44 41, or at 
mangel@concept-heidelberg.de

For questions regarding organisation please contact:
Mr Ronny Strohwald (Organisation Manager) at 
+49 (0) 62 21 / 84 44 51, or at 
strohwald@concept-heidelberg.de W
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