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The Background

There are some fundamental differences between the approaches to sterilization utilized in
the US and Europe. These differences became more emphasized in the mid 1990's with the
publication.of HTM 2010 and EN 285. The EU. approach is not clearly codified and reference
to high level documents such as Rules & Guidance for Pharmaceutical Manufacturers &
Distributors 2007 (Orange Guide) provide little guidance to Production, QA, Validation and
other professionals.

The EMA has a consistent approach to their audits and may cite a number of sources of
guidance. These often relate to the medical devices industry and only some sections of these
are relevant to the pharma and biotech industries. Furthermore, many of the requirements
are not universal, being applied to the equipment sterilization process and not terminal
product sterilization, or vice versa.

The Course Objectives

The objective of the one day course is to provide attendees with explicitly clear guidance as
to the regulatory expectations, to detail common regulatory failures and highlight frequent
errors in interpretation.

This will be done by dealing with each of the high level requirements and drilling down to a
specific reference (or references) that will be explained in detail, using US terminology, where
possible. Where corresponding requirements exist in PDA Technical Reports, for example,
these references will also be provided.

The detailed course notes will contain all the necessary references and provide relevant
extracts.

However, the course is not intended to be a simple progression through the various
regulations but is meant to provide an in depth understanding of the EU approach that will
include the history/derivation of the various requirements and the acceptance criteria utilized.
Understanding the EU approach will enhance understanding of the sterilization process and
will allow attendees to deal with any regulatory concerns or issues with a knowledgeable and
confident approach.

Every Question Answered

Attendees are very welcome to pre-submit any questions to info@carltex.com and these will
be dealt with anonymously during the course. In addition to ample opportunities to ask
questions during the course, Keith Shuttleworth will also be available on the evening of the
course to deal with additional questions on a one-to-one basis. A private LinkedIn Group has
also been specifically established for delegates to ask any follow up questions they may
have.
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Keith Shuttleworth Course: EU Sterilization Explained

& Associates

CARLT ﬂ Philadelphia, PA areaL-0 TCI:JQZLZ';, April 3, 2012

PO Box 770

N k, NY 10960

(545) 535.3406 Hours: 8:30 AM - 5:00 PM
FAX (845) 535-3407 Price: $95000
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Attendee Contact Information

O Mr OMs ODr
NAME (First, MI, Last)
Job Title

Dept
Company
Address
City State Zip
Country E-mail
Business Phone FAX

Payment Options

(3 American Express O MasterCard O Visa O Check payable to Carltex Inc
Account Number / / / Expiration Date /

Name (exactly as it appears on card) _
Billing Address
City State Zip
Country

General Information

Registration Fee includes Full Course Materials, Certificate of Attendance, Continental Breakfast,
Networking Lunch, Refreshments and Snacks, and an invitation to join an Exclusive Linkedin EU
Discussion Group,

This Course is subject to minimum registration quota. If registration is full, and demand exists, an
additional day will be added to the schedule.

Payment is due with Registration. If paying by check please remit to: Carltex Inc, PO Box 770, Nyack,
NY 10960.

Please feel free to pass this information along to any interested colleagues involved in sterilization

processes.
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