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2N Introduction:
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The U.S. Pharmacopeia invites you to the USP Workshop on Analytical Procedure Lifecycle and AQbD’ on
April 15™ 2024. This workshop will focus on the evolution of analytical procedures validation in the
pharmaceutical landscape, emphasizing the "procedure life cycle" approach based on AQbD principles.
Discussions will explore compendial approaches, including the holistic 3-stage procedure lifecycle framework
from USP General Chapter <1220> and other USP validation-related chapters. Talks will cover concepts like
Analytical Target Profile (ATP), application of QbD principles during procedure design (stage 1) and strategies
for procedure performance qualification and ongoing monitoring (stage 2 and 3), including tools (e.g., control
charting) that can be used to ensure procedure fithess for use at stage 3. The workshop will also address the
implications of ICH guidelines Q14 and Q2(R2), emphasizing the key role of knowledge and quality risk
management. Case studies will illustrate practical AQbD application in the development and validation of
procedures for pharmaceutical quality testing.
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Chemical medicine and Biologics APIl/formulation QC/QA/R&D managers and staff; compendial liaison, regulatory

affairs; CRO lab manager and analytical chemists; regulators; academic research involving analytical procedures;
others interested in the topics of the workshop.
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USP Workshop on Analytical Procedure Lifecycle and AQbD: ICH

Q14/Q2(R2) and Compendial Approaches
20245F4B15H FE - k%  Apr. 15,2024 Shanghai, China

£iYH#E Agenda:

8:30-8:40 IXEDFF{% Welcome Opening
HEL|, EEHHERSESHIFREXELZIE Geoff Tsen, Vice President & General Manager, USP, China
2025 £FFhR (FREZEL) (9101 PG AIGIEESENETE Y
8:40-9:00 Introduction to the Revision of Ch.P 2025 (9101 Analytical Procedure Validation Guideline)
X, IHERRAURNERKEARERERK
Yu Wang , Former Deputy Director, Jiangsu Institute for Food and Drug Control, China
PFHERIE: (SOARREMMI RESREN <1220
9:00-10:30 Analytical Procedure Validation: Traditional Concept and the Lifecycle Approach-USP <1220>
Amanda Guiraldelli, EEE A FERSRIFESLIE Amanda Guiraldelli, Scientific Affairs Manager, USP, Switzerland
10:30-10:50 % Q&A
10:50-11:10 B[ Coffee Break
11:10-11:40 ICHQ14 and Q2(R2) F¥3RHISZME Implications of ICHQ14 and Q2(R2)
Amanda Guiraldelli, EEEZHFERESRIFESZEZIE Amanda Guiraldelli, Scientific Affairs Manager, USP, Switzerland
11:40-12:10 SIFEWREDR Analytical Target Profile
Amanda Guiraldelli, EEEZHFZERESRIFESZEZIE Amanda Guiraldelli, Scientific Affairs Manager, USP, Switzerland
12:10-12:30 iB% Q&A
12:30-13:30 4Ftf Lunch Break
13:30.14:00 BYER 3: S iEEREISSEESIE Stage 3 — Ongoing Procedure Performance Verification
' ' Amanda Guiraldelli, EEEZHFERESRIFESZZIE Amanda Guiraldelli, Scientific Affairs Manager, USP, Switzerland
14:0014:40 26t 1: R AabD RNIFARISEMISRAGZE Case Study 1: Stability Indicating Method Development Using AQbD Principles
' ' Amanda Guiraldelli, EEEZHFZERESRIFEFZIE Amanda Guiraldelli, Scientific Affairs Manager, USP, Switzerland
14:40-15:00 |E—‘_|§ Q&A
15:00-15:20 ZE Coffee Break
6T 2: APLC EES THIEIDRELSSE H gNMR 5iEFR
15:20-15:50 Case Study 2: Application of the Analytical Procedure Lifecycle Concept to a Quantitative *H NMR Method for Total Dammarane-Type
’ ’ Saponins
s, I KFZAE R Jiayu Yang, College of Pharmacy, Zhejiang University, China
ZBIS3HT 3: AQbD EBETE Elisa FENGEFRRISEPRIZHA
15:50-16:20 Case Study 3: ELISA Assay Method Development and Validation Using AQbD Principles
S, It IR RIRHDBIR/AT Lu Han, Simcere Sanroadbio, China
16:20-16:40 |‘ﬂ§ Q&A
16:40 £55R Wrap-up
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USP Workshop on Analytical Procedure Lifecycle and AQbD: ICH
Q14/Q2(R2) and Compendial Approaches

20245F4B15H FE - k%  Apr. 15,2024 Shanghai, China

£ & Location:

Eig$RTE MBRRIENE InterContinental Shanghai Pudong
ik ERTRERIX KBS 777 S
Address: No.777 Zhangyang Road, Pudong District, Shanghai

£iWiES Language:

/X (IREREERS) Chinese / English (simultaneous interpretation will be offered)

<% Fee: ARM5005t/ A RMB 500/person
T AEEETE, EREFHMBEABIE, Including fees of attending, coffee break and lunch only.

& AR Register Procedures:

1. TE&IRE. %% (HUEH: 2024 £ 4 B 8 H) Make online registration and payment by Apr. 8, 2024.
BRHEXE (ZiRA) #ITELERS

USP-China AR M UE M /2: USP-China Account (RMB)

WA RAGHMIERABARRS (Li§) BRAS
HS: 684112464 120
Ri7: ZERTERLAILEST

2. REGH: SREEEBTREEZESREMME

E-invoice will be sent by email after the conference.

REHRE FSHEX EE USP-China

WP R VR AR X PR 999 54k = [E bRk € B #5 801-804 % (200137)
Tel: (86) 21-68619800, Fax: (86) 21-68619810

E-mail: uspcn@usp.org, Website: www.usp.org

Empowering a healthy tomorrow


mailto:uspcn@usp.org
http://www.usp.org/
https://www.usp-edu.org/

