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About This Course
A quality vision for the future state of pharmaceutical development and manufacturing was agreed
between industry and regulators at ICH in 2003.

“A harmonized pharmaceutical quality system applicable across the lifecycle of the product
emphasizing an integrated approach to quality risk management and science.”

This led to, and steered, the development of ICH guidelines Q8/Q8R (Pharmaceutical Development),
Q9 (Quality Risk Management) and Q10 (Pharmaceutical Quality System) over the period 2003-2008.

Now that the guidelines are complete we are moving into the implementation phase of the journey
to modernize industry and regulatory approaches towards a more science and risk-based way of
operating. 

If successful, implementation of Q8, 9 and 10 should deliver benefits for all stakeholders.

This course will provide an understanding of why the guidelines are important, their content, their
practical use and real case studies of the benefits of implementation.

Expert speakers from industry and the regulators will present their views on the guidelines and
implementation.

Whilst technically ICH guidelines provide guidance, they are accepted by regulators and ‘strongly
recommended’.  It is therefore essential that individuals and companies are fully aware of their impact
and the potential competitive advantages of implementing them.

What You Will Learn
• Why the industry needs to change

• The intent of Q8, 9 and 10 and how they fit together

• Fundamentals and practical uses of Q8, 9 and 10

• Tools and techniques to support implementation

• Implementation case studies – real examples and business benefits from industry

• The regulators’ viewpoint
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Please reserve me a place on this course...
First/only delegate attending: $2675.00
Additional delegate(s) attending from same site: $2140.00
Includes: tuition, comprehensive course notes, attendance certificate, breakfasts, lunches and refreshments
Excludes: all hotel accommodation and dinners (see Hotel Accommodation section)

An NSF International Company

Surname Mr/Mrs/Miss/Ms/Dr

First Name Job Title

Company

Full Street Address

Zip Code

Delegate Tel No Delegate Fax No

Delegate Email

Accommodation: I require accommodation Yes            No
Please indicate any special/extra requirements (dietary/accommodation)

To guarantee your accommodation reservation, credit card details must be supplied
Card Number & Expiry Date (please write clearly)

Course Fees: Check, payable to David Begg Associates USA LLC for the full invoiced amount of $2675.00 (first/only delegate)
$2140.00 (additional delegate(s) from same site) (net of ALL bank charges) to be attached to this Booking Form and sent to David
Begg Associates USA LLC at the address below.  Settlement must be received at least 10 working days prior to the course start date.
Cancellations within 25 working days of the course start date are subject to charges (see Cancellations section).  If a Purchase Order
number is necessary to effect settlement of our invoice please provide it in the box below.

Date Purchase Order number

Check enclosed     Yes           No

Authorized Signature 

To aid prompt confirmation of your booking, please ensure you submit a completed application form which bears an authorized
signature and Purchase Order number

The programme and other information contained in this brochure are correct at the time of printing and are published in good faith.
David Begg Associates reserves the right to make any changes which may become necessary



A global business designed to expand your
territories into the European market, with
courses, in-house training and auditing
taking place all around the world

-global.com

David Begg Associates are specialists in
providing top quality consultancy,
auditing and training to the
pharmaceutical industry worldwide.
We are widely regarded as the premier provider of pharmaceutical
training and every year literally thousands of delegates from all over
the world benefit from attending our courses.  We have been training
staff from the pharmaceutical industry in Europe since 1986 and in
the US since 2004.

We know that our courses, and our unique style of training, will
assist companies to achieve their quality and business objectives, and
their staff to maximize their contribution to those ideals.  We look
forward to helping you realize your full potential.
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David Begg Associates USA LLC
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101 Federal Street
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