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WHO SHOULD ATTEND

This course will benefit professionals in all industries with special significance for the following regulated
sectors: Pharmaceuticals, Food, Biotechnology, Medical Device, Dietary Supplement, Cosmetics, etc.

The information will be pertinent to personnel in the following job functions who are involved in supplier
selection, qualification, or oversight: Scientists, Formulators, Auditors, Managers, Purchasing Agents

Appropriate attendees may work in the following departments: Research and Development, QA/QC,
Regulatory, Purchasing

LEARNING OBJEGTIVES
Upon completion of this training, you will be able to:
¢ List supplier selection criteria and quality system requirements for ingredients emphasizing inactives
¢ Discuss audit standards and identify the assessment options
* Review quality assessment techniques for evaluation of supplier product quality
GOURSE DESCRIPTION

This 90-minute accredited online training will discuss important elements of a sound supplier qualification
program. Discussions will focus on the considerations in selecting a supplier and the techniques for
assessing the supplier's quality system. Special attention will be directed toward the evaluation of supplier
product quality, supply chain concemns, and notification of change. This presentation will include the latest
thinking by the FDA on this matter.

Module 1: Module 2: * Lot Selection
Supplier Selection Auditing the Supplier Notification of Change
¢ Criteria ¢ Audit Standards ¢ Importance of notification
— Business relationship -1S0 9001 ¢ Evaluation of changes
- Regulatory considerations - Food GMP Supply Chain issues
— Technical expertise — Excipient GMP ¢ Purchasing from a Distributor
¢ Quality System requirements ¢ Assessment Organizations — Distributor operations
—1S0 9001 Certification - 180 registrars — Distributor Quality System
- Food GMP - GMA Safe and AIBN Requirements
— Excipient GMP — USP Certified and IPEA e |dentifying the manufacturer
¢ Quality System Assessment Module 3: — Establishing Pedigree
TeChniqueS Evaluation of Supplier Product Question and Answer Session
— Questionnaire Quality
— Second Party Audit ¢ Requesting evaluation samples
— Third Party Audit * Process capability and Validation
COURSE DIRECTOR
Irwin Silverstein, President, IBS Consulting in Quality, LLC
ACCREDITATIONS
The Center for Professional Advancement has been approved as an Authorized Provider by the International Association for
Continuing Education and Training IACET), 8405 Greensboro Drive, Suite 800, McLean, VA 22102. In obtaining this approval,
IA( 9 EI- The Center for Professional Advancement has demonstrated that it complies with the ANSI/IACET Standards which are widely
recognized as standards of good practice intemationally. As a result of their Authorized Provider membership status, The Center
for Professional Advancement is authorized to offer IACET CEUs for its programs that qualify under the ANSI/IACET Standards.
REGISTRATION

TUITION*- Single Rate: U.S.$295.00 per person Group Rate: U.S.$245.00 per person**

Register at www.cfpa.com. Enter Course Offering #0810-705 into Quick Jump. To register use Priority Code: 520.
For Questions and Information call Customer Service at 732-613-4500.

Please Note: Multiple participants are not authorized to share access provided to a single registrant, a single dedicated seat license must be pur-
chased for each individual. CfPA reserves the right to cancel access or collect the group rate payment if this requirement has been
violated. Only registered participants will receive accreditation.

ABOUT ON-DEMAND:

Our pre-recorded on-line training courses are available for viewing at your convenience at your computer. Register for a CfPA on-demand course, your registration will be processed
within two (2) business days, after payment and registration are complete you will receive an email from olinetraining@cfpa.com with your password to access the on-demand
course. You will have two (2) business days to view the course. You MUST complete all polls and the course evaluation to receive your accreditation certificate for this course.

TERMS AND CONDITIONS
*Payment: Tuition payable in US funds net of all charges. Payment is due at time of registration in the form of a credit card. Please contact CfPA's Customer Service for other payment options.

**Group Rate: The Group Rate is for two or more enrollments, up to five registering from the same company at the same time. For groups of six or more, please contact Customer Service for

group pricing. Cancellations/No Show: “Live”- Registrants may cancel up to two working days prior to the course start date and will receive a letter of credit to be used towards a future course up to
one year from date of issuance. No credit will be issued for no-shows and/or cancellations less than two working days prior to the course. : “On-Demand”- No refund or credit will be issued for
no-shows and/or cancellations of on-demand training courses. CfPA is not responsible for any outside related costs incurred by registrant’s cancellation. ID 2227/ 08-173




