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COURSE
INTRODUCTION
Over the years, after visiting many pharmaceutical facilities, we have realized that
companies with similar processes used to share similar deficiencies. When talking
about aseptic processing, these shortcomings use to be related to a lack of knowledge
and/or understanding of the right practices to be followed while processing the
products, e.g. , how to behave correctly to protect the product in an aseptic
environment, or how to gown for an aseptic work.
This kind of "right behavior" is what we can generically call "Good Aseptic Practices".
What we aim to do in this seminar is teaching you these right practices and thus
helping you to incorporate them into your routine aseptic work.
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These "Good Aseptic Practices" are not difficult
to enumerate and describe, but they can be very
difficult to bring into the routine work unless
they are well understood,. Particularly, when notthat-good practices have already been acquired
and need to be corrected.
Our professional experience clearly indicates that
theoretical knowledge is necessary to learn the
”Good Aseptic Practices”, but it is by no means
sufficient. We know that learning them
is
something that needs a good combination of
theory and practice in an environment that
makes it easy.
This balance is exactly what we can offer you in
our seminars. We have both, a good theory
classroom and a fully equipped simulated
cleanroom in our facilities located in Terrassa,
nearby Barcelona (Spain). In case you cannot
come to Terrassa, we also can do it remotely. We
have all the needed smart technology to do it
this way, the same the best universities are using
worldwide.
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OBJECTIVE
The main goal of this course is
that
the
attendees,
after
completing this seminar, may
have the necessary theoretical
and
practical
knowledge
to
develop their tools or use the
ones learned or, even better, a
combination of both, when they
want to implement what they
have learned in the seminar.
We want them to be independent,
knowing “why to do”, “how to do”,
and “when to do” the aseptic
work correctly.
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CONTENTS
SOURCES OF
CONTAMINATION

FACILITIES

PERSONNEL
SANITIZATION /
STERILIZATION AND
DEPYROGENATION
ASEPTIC PROCESS
SIMULATION (APS)

Viable Particles and
Others Sources
of Contamination
Non Viable Particles
Personnel and Materials
as Contamination Sources

Sterile Process Flow
Clean Rooms
HVAC
Laminar Flow
Airlocks
Technical Skills
Washing Hands

Hygienic grades
RABS
Isolators
Personnel&Material flows
Smoke tests
Gowning
Aseptic Behavior

Moist Heat
Filtration
VPH

Dry Heat
Cleaning and Disinfecting

Policy/Approach
Worst Case selection

Acceptance Criteria
Reactions when APS fails

WHO SHOULD ATTEND?
Professionals who require an understanding of
the technical fundamentals of aseptic work.
Aseptic operations managers.
Operators working in Aseptic enviroment .
QA/QC/Sterility Assurance personnel.
Engineers with responsibilities for the design of
facilities where aseptic work is to be performed.
Aseptic processes auditors.
Aseptic related project managers.
Professionals new to aseptic work.

INFO@ASEPTICACADEMY.COM

(+34) 937 07 10 97

PROGRAM
DAY 1

DAY 2

14:00-18:00h

SOURCES
OF CONTAMINATION
08:30- 13:00h

FACILITIES I
14:00-18:00h

PERSONNEL I
DAY

3

08:30- 13:00h

FACILITIES II
14:00-18:00h

PERSONNEL II
SANITIZING
STERILIZATION
AND DEPYROGENATION
DAY 4

08:30- 13:00h

MEDIA FILL
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LEARNING BY EXPERIENCE
We combine the theory we know you need to understand, with the practical learnings on the
“WHATs” (what has to be done), to understand the “WHYs” (why activities have to be in a
particular way) and practicing the “HOWs" (“Good Aseptic Practices” performing the right way
to protect the product).
To explain the regulations, the “whats” and the “whys”, we have a special classroom designed
to make the communication between the speaker and the students easy and simple (be onsite or remote with our hybrid model). For practicing the "Good Aseptic Practices" (the
“hows”), we constructed an area simulating a real cleanroom environment, fully equipped
with the equipment you may have at your facilities.
The combination of both infrastructures allows us to practice as much as we need in a very
flexible way, to solve any doubt from a practical point of view at any time, moving from one
room to the other whenever we might need it to improve the learning experience.

M
OO
NR ION
EA AT
CL UL
SIM
INFO@ASEPTICACADEMY.COM

(+34) 937 07 10 97

SPEAKERS

CLAUDIA SIGG

RICARD CASTILLEJO
Principal Consultant and
founder of NOSIS GMP
Compliance and Quality
Partners,
a
consulting
company for the GMP
regulated sectors.

Principal Consultant and
founder of Claudia Sigg
GMP
Consultancy,
a
consulting company for the
GMP regulated sector.

GARTH MUSSEY
Certified Training Director
and Quality Compliance in
Boehringer Ingelheim, with
broad training management
and
quality
assurance
leadership background.

OUR TEAM ACCUMULATED MORE THAN

+55 Years

+300

+500

EXPERIENCE

AUDITS

COURSES

working in

performed at
manufacturing plants in

MULTINATIONAL
PHARMACEUTICAL

ASEPTIC ENVIROMENT
WORLDWIDE

companies

FEE

carried out

WORLDWIDE

+55 Years
COLLABORATION
worldwide with

UNIVERSITIES as
TEACHERS

INSCRIPTIONS

*EARLY BIRDS

NORMAL FEE

In situ attendees:

2.300€

2.800€

On-line attendees:

2.200 €

2.500€

To participate in this course it is necessary
to fill in the registration form.

d

The interested shall make the payment

Emerging Economies
In situ attendees:
On-line attendees:

1.000€

1.100€

575 €

600€

through a bank transfer before the deadline.

*Early Birds Fee until 31/01
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