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Rocky Mountain Regulatory Affairs Society

is pleased to announce our annual

The Essential Quality System Regulation Course
January 27, 2012
8:00 am - 5:00 pm

This is a newly designed, one-day course covering the fundamentals of the Quality System Regulation. It is a must-
attend course for all personnel working in quality systems or regulatory affairs in the medical device industry.

The Essential Quality System Regulation Course is designed to provide students with a clear understanding of the
requirements of this regulation as well as the deliverables that the FDA expects to find during their inspections. Practical
solutions as well as consequences of non-compliance will also be covered.

Who should attend?

This course is directed towards those who are responsible for the design, implementation and maintenance of the
quality system, QA, R&D, manufacturing, and regulatory affairs. Management at all levels of the organization,
especially those with executive responsibility, will find the legal and regulatory requirements and consequences covered
in this course enlightening.

Instructors:

The Instructors are Benita Chappell, RAC, CBA, Cericon LLC and John Chappell, RAC, CBA, Cericon LLC. John
and Benita have over 30 years each in effectively leading regulatory affairs and quality systems. They have successfully
led resolution of many FDA Warning Letters and consent decrees. They bring an enormous amount of knowledge and
practical insight into leading, designing and implementing effective and compliant quality systems.

Location:
PPA Event Center, 2105 Decatur Street, Denver, CO 80211

Fee:
The fee is $275.00 and includes all course materials, continental breakfast and lunch.

BE AWARE THAT THE SEMINAR IS LIMITED TO 40 REGISTRANTS - so sign up right away, if you wish to attend.
To register, go to www.regonline.com/QSR12

For additional details or information, contact Nan Matthews, programs@rmras.org or 303-843-6414.




