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Supplement
GMPs that Work
for You!

Learn how to make the GMP
regulations improve your company’s
efficiency and product quality.

e Operating Procedures
¢ Documentation

e Enforcement

Course Directed by:
Gary Callahan
President, Consulting Services, Inc.

Presented by:

Consulting Services, Inc.

Who Should Attend

This One-Day intensive course is
designed for Top Management and
Owners of Dietary = Supplement
Manufacturing facilities who desire to
increase their production output while
meeting the requirements of the new
GMPs for Dietary Supplements.

Others who would benefit from this
course would include... Plant or
Operations Managers, Quality Control
and Quality Assurance Managers,
Regulatory Compliance Managers, and
Production Managers.

Learning Objectives

*Upon completion of this course you will
understand how to utlize the new
regulations to enhance your company’s
operating systems.

*You will learn the methods of identifying
reoccurring obstacles that slow down
your processes and learn how to correct
them in accordance with the new
regulations.

*You will learn how well written
procedures help to create systems that
remove margins for error and make your
employees more valuable.

*You will learn how to simplify your
documentation  system, and how
documents play an important role in the
new regulations.



Course Outline

8:00 a.m.: Registration/Continental
Breakfast

8:30-9:00 a.m.: Introductions

9:00 - 10:00 a.m.: Overview of GMPs for
Dietary Supplements
Referencing 21CFR111.

10:00-10:15 a.m.: Break
(refreshments)

10:15 - 10:45 a.m.: Q&A on GMPs for
Dietary Supplements

10:45 - 12:00 p.m.: Procedures and
Operating System

Presentation on procedures written to
satisfy the new GMPs and how they can
affect your operation.

12:00 - 1:00 p.m.: Lunch (provided)

1:00 — 1:45 p.m.: Workshop
Writing a Procedure.

1:45 - 3:00 p.m.: Creating and
Controlling Documents

How to make documents work for you
and meet the new GMP regulations.

3:00 - 3:15 p.m.: Break (refreshments)

3:15-4:00 p.m.: Enforcement of GMPs
What exactly are we enforcing?

4:00 - 5:00 p.m.: Summary/Q&A/
Closeout

Course Director

Gary Callahan, has over forty years of hands-on
and management experience in the
pharmaceutical manufacturing industry.
Throughout his career, he has implemented many
GMP and SOP programs in several different
companies to meet compliance standards set by
the FDA. Mr. Callahan has managed key projects
resulting in securing five state issued drug licenses
for different drug manufacturing companies in the
State of California. He is also the author and
course director of the two-day short course
“Writing SOP’s for cGMP Compliance” offered
through the Center for Professional Advancement
in association with The Institute for Applied
Pharmaceutical Sciences, and recognized by the
International Association for Continuing Education
and Training (IACET), and accredited by the
Accreditation Council for Pharmacy Education
(ACPE). Mr. Callahan’s course is also recognized
by the Society of Manufacturing Engineers (SME)
and the American Society for Quality (ASQ).

Mr. Callahan holds a Bachelor of Science
degree in Business Administration and a
Masters degree in Business Management from
Almeda College and University. In addition, Mr.
Callahan has worked on the research and
development of new drug products at the
University of lowa, School of Pharmaceuticals.
He is also licensed by the California State
Board of Pharmacy as a Manufacturer of
Dangerous Drugs, is a long-standing member
and past President of the Pacific Technology
Exchange (PTE), and a member of ASQ and
the International Society of Pharmaceutical
Engineers (ISPE).

Contact Information

For more information about this course,
contact:

Consulting Services, Inc.
1-909-622-1415, Fax: 1-909-622-1935
www.comply2000.com

Course Location

This course will be held at the Sheraton Park
Hotel in Anaheim, California. The contact
number for the hotel is 714-750-1811. The
cost of hotel accommodations is not included
in the course fee. If participants which to book
a room at the hotel, they must make their own
reservations. Mention this course for a
discounted rate.

Registration

Offering # 1311-03

Dietary Supplement GMPs that Work for
You!
March 5, 2014

Last Name:

First Name:

Job Title:

Company:

Company Address:

City: State: ___ Zip:

Tel.: Fax:

E-mail:

Tuition:

Early Registration $450/$400*

(Pay by Jan 15, 2014)

Regular Registration $550/$500*
*Additional discount for two or more participants
registered at the same time from the same
company.

Checks for the full amount must be received
before the date of the course. Early registration
applies if postmarked before date indicated.
Make Checks Payable to:

Consulting Services, Inc.
7211 Haven Ave., Suite E-292
Alta Loma, CA 91701



