USP Education

-
EEHHAEFEHE EF T IEE USPSelf-paced Course
SR 7 AR E o BHIFIAQLDFF AR M

Analytical Procedure Life Cycle and Application of the AQbD Approach

PR Course Duration: 12/MEF 12 hours
PERA Course Format: AL HTZIMRA,  Self-paced
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Based on USP General Chapter <1220>, this course provides an understanding of how to apply the Analytical
Procedure Life Cycle approach. Participants will examine analytical procedure attributes and parameters, risks
associated with procedure design, and strategies used to qualify procedures and to perform continuous performance
verification.

Course activities include self-paced e-learning modules, recordings of live virtual sessions, case studies to reinforce

knowledge, supplemental videos featuring various software programs, and assessment containing the knowledge

check questions.

Upon completion of this course, you will be able to:

* Define the Analytical Procedure Life Cycle, as per USP <1220>.

*  Explain the importance of the Analytical Target Profile and its impact on a procedure.

* Understand the application and importance of AQbD within the APLC framework.

* Learn key aspects of the quality risk management process as applied to all stages of the APLC.

*  Describe identification of critical procedure quality attributes, critical procedure parameters, and risk assessment.

*  Explain how to establish Analytical Procedure Performance Characteristics criteria.

* Learn how to define Method Operable Design Region (MODR) and establish analytical control strategies for the
procedure.

*  Understand how software can be used to design experiments and confirm that an analytical procedure is suitable
for its intended purpose.

*  Conduct procedure qualification and ongoing procedure verification.
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Horacio Pappa, Ph.D., Senior Director, General Chapters, Science-General Chapters, USP
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Dr. Pappa has been with USP since 2003. He is currently the Senior Director of the General Chapters Department,
Science division of the USP. He provides scientific leadership to a team of scientific liaisons responsible for the
activities of six different expert committees that cover the majority of the USP General Chapters. Horacio earned his
Ph.D. in Pharmaceutical Chemistry from the University of Buenos Aires. He has authored many publications and peer-
reviewed articles and is a frequent speaker and instructor on topics related to Chromatography and Validation. Prior to
joining USP, he worked in the pharmaceutical industry in QA/QC. Horacio held the position of Assistant Professor of
Quality Control in the Faculty of Pharmacy at Buenos Aires University, and Executive Secretary of the Argentine
Pharmacopeia in the period 1997-2001. He is a Quality Engineer certified by the American Society for Quality.
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Amanda Guiraldelli has been with USP since 2012 and holds the position of scientific affairs manager and principle
scientist in the compendial science group-general chapters. She is the scientific liaison to the USP Measurement
and Data Quality Expert Committee, where she works to develop and revise USP standards. Previously, Amanda
worked as senior scientist at the USP reference standard laboratory for 8 years with characterization of compendial
standards. She is visiting professor at the University of Campinas (UNICAMP) Brazil at the Institute of Chemistry
and is a frequent speaker and instructor on topics related to analytical procedure life cycle and Analytical Quality by
Design (AQbD). Amanda is specialist in chromatography, mass spectrometry and chemometrics and has more than
14 years of experience in pharmaceutical R&D areas. Prior to joining USP, she was R&D scientist in a
pharmaceutical industry and visiting scientist at TU Berlin in Germany and Leiden University in Netherlands (Center
for Proteomics and Metabolomics) working on proteins characterization by LC-HRMS and method development
using UHPLC-HRMS. Amanda is graduated in pharmacy biochemistry and holds a Ph.D. in analytical chemistry
from the University of Sdo Paulo (metabolomics by UHPLC-HRMS, GC-MS and 1H NMR and chemometrics).
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2R Who Should Attend:
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Compendial Liaison, QC chemist, QA manager & staff, QC manager, R&D, Regulators

WHEES Language:
% English

PRFEH M Access Deadline:
AURFELE USP-US 29I °F & 34T .
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This course will be only available to you for 6 months from the day of successful registration or until you mark the
course ‘Complete’ in your transcript— whichever occurs first.

BB Fee:
2,500c AR /A RMB 2,500/attendee

& Register Procedures:
1. A E GRS HHTELMRA . 449,  Click here for online registration and payment.

USP-China Y%K "  USP-China account:

WEK A\ Beneficiary: RZHMIFEHREBEARRS (L) FRAA
S Account No.: 6841 12464 120

4147 Bank: KXERITARAF LT

2. BRARUSP-China LYEAN G, FREU L iR%8EH:. Contact USP-China staff for access link.
021-68619800 ext. 8892, karen. fei@usp. org
021-68619800 ext. 7811, dw@usp. org

3. REEAIHL: PR/ MR IR HE  Invoice is available after registration.
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