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The U.S. Pharmacopeia held the ‘USP Workshop on Analytical Procedure Lifecycle and AQbD’ on April 15th, 2024.
The recordings are from Amanda Guiraldelli’'s speeches on this workshop. This course 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 fitness 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.
(The live version of this recording took place on April 15, 2024)
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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
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Amanda Guiraldelli, Former Scientific Affairs Manager, USP

Amanda Guiraldelli 1 /&35 [H 24 1 2 (A 2 R} 2= S 53 A HUR 25 od M 5 P B 2K . T 2012 SE AR [EH 24
# (USP) . EJy USP RN EAMHE B+ X & Ak iR w, i & St i s A an R e w7
ERIRAEAH S USP pruErIHIEIT . AT, Amanda 7£ USP bR Seie S 4HAE S k72K 8 4, Tt
PREYIR AL . W2 L7 Campinas k2% (UNICAMP) 1k 22 HIF 78 BT 25 B 2085, 48wl o W v 26 i AL 3.
ST RE T (AQDD) A S AR OC UK R %R . Amanda 2Tl il ARkt
BTN L R, AR SSINA BT 15 KA. £ USP i, MR E s 2547k
fERFRFEFESR, (Rt 2 AR AR ol K22 A 2% Leiden K% (R (AR E AR 4L 2E 0 BIEERER,
HAF i@ LC-HRMS #4758 4 R AF LA L& A# | UHPLC-HRMS #4775 HF & . Amanda Sl &% K
ORI EAC L, AR T A A (UHPLC-HRMS. GC-MS, 'H NMR Ri4H %% &
W BT

Amanda Guiraldelli was the former scientific affairs manager and principal scientist in the compendial science group-
general chapters at United States Pharmacopeia (USP). She joined USP in 2012. She was the scientific liaison to
the USP Measurement and Data Quality Expert Committee, where she worked to develop and revised 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 graduates in pharmacy biochemistry and holds a Ph.D. in
analytical chemistry from the University of Sdo Paulo (metabolomics by UHPLC-HRMS, GC-MS and '"H NMR and
chemometrics).
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This course will only be available to you for 14 days from the day of successful registration or until you mark it

‘Complete’ in your transcript— whichever occurs first.
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