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Excipient GMP Auditing Workshop
March 2, 2005
Key Bridge Marriott

— 1401 Lee Highway
Arlington, Virginia 22209

Tel: 703-524-6400 Fax: 703-524-8964

A full-day comprehensive workshop devoted to excipient GMP auditing

IPEA Board of techniques. It is intended for pharmaceutical & chemical company auditors
Directors who assess practices followed by excipient manufacturers.
Walter F. Joppy FULL-DAY WORKSHOP PROGRAM
Chief Executive Officer
«sUniqueness of Excipient Ingredients
Irwin B. Silverstein, Ph.D. “*Excipient GMP Compliance
Chief Operating Officer - IPEC Excipient GMPs
Workshop Facilitator - Comparison of Applicable Excipient cGMP Requirements to
ISO 9001
Robert G. Pinco Esquire - Comparison of Excipient cGMP to Q7a and CFR211
Buchanan Ingersoll Law _ - Application_ of Excipient cGMP to Distribution Practices
Offices s*Assessing GMP Compliance
- Audits

- Questionnaires
Arthur J. Falk, Ph.'D' - Assessing a Manufacturer Compliant with Applicable Food GMP
Elan Pharmaceutical Regulations
Management Corporation ++GMP Auditing Considerations
- Full Excipient Audit
- Risk Based Excipient Audit
s»Excipient Audit Expectations
- Common deficiencies
- Qualification/Validation
- Change Management & Significant Change Notification
«»Compliance Consideration
- Top Ten GMP Compliance List
- Risk of Contamination
- Excipient COA
- Alternate Assessment Methods
+IPEA Audit Program

Wednesday, March 2, 2005

8:00 am — 8:30 am Check in and Registration
8:30 am —4:30 WORKSHOP SESSION

Irwin B. Silverstein, Ph.D.
IPEA Chief Operating Officer —Workshop L eader
This interactive workshop explores the USP excipient GMP requirements and reviews the various methods of ensuring
conformance, emphasizing site audit. The USP excipient GMPs were developed from the IPEC Good Manufacturing
Practices Guide for Bulk Pharmaceutical Excipients which isthe basis for this workshop. At the completion of the
workshop, the participant will be able to focus on the compliance issues important to the manufacture of excipients as
opposed to those of API or dosage form manufacture.

*** Register early - workshop space limited ***

Register on-line at www.ipeainc.com or call 703-351-5266



FULL-DAY WORKSHOP REGISTRATION - March 2. 2005

Cancellations
Refunds
Substitutions

Hotel
Accommodations

Registration

Cancellations for this conference must be made in writing and can be mailed, e-mailed
or faxed to:

IPEA Excipient Auditing Workshop

1655 N. Ft. Myer Drive, Suite 700

Arlington, VA 22209

Fax: 703-525-5157 E-mail: ipeainc@aol.com

The registration fee is fully refundable if cancellation is received by Friday, February
11, 2005. Cancellations received after that date will not be refunded.

Registrations are transferable to another company representative at any time.

If you plan on arriving Sunday night, reservations should be made directly with the Key
Bridge Marriott Hotel.

A block of rooms has been reserved for Workshop participants who are also attending
the IPEC-Americas Regulatory Conference at the rate of $174 per night single/double.
Reservations must be secured by Monday, February 7, 2005. After this date,
reservations can be made on a space and rate-available basis only.

Be sure to mention that you are also attending the IPEC-Americas Regulatory
Affairs Conference in order to receive the special IPEC rate.

Hotel reservations and cancellations are the responsibility of workshop registrants and
should be made directly through Marriott reservations at 1-800-228-9290

Fee Schedule - Register by January 3rd and receive a discount of $50
| Employees of IPEC-Americas Member Companies $ 450.00

Fees Nonmembers $ 550.00
[ Government/Academic $ 50.00
Continental breakfast, breaks and lunch included
Last Name First Name Middle Initial  Degree
Title Name for Badge

Organization

Address
City State Zip
Daytime Phone Fax Email

Full payment is needed for processing registration form.
Make checks payable to: IPEA, Inc. Enclosed is my check for $ (U.S. dollars)

Credit cards not accepted. One registration per form; copy the form as needed. Please send to:

IPEA Workshop Registration
1655 N. Ft. Myer Drive #700
Arlington, VA 22209

Register on-line at www.ipeainc.com or call 703-351-5266




