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Enhancement of General Chapter 1058 Analytical Instruments
and Systems Qualification: A Full Lifecycle Approach
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United States Pharmacopoeia (USP) has two General Chapters summarizing the lifecycle approaches and
requirements to ensure data quality by demonstrating metrological (<1058>) and procedural integrity (<1220>).United
States Pharmacopoeia (USP) General Chapter <1058> on Analytical Instrument Qualification (AlQ) is undergoing a
revision process which intends to enhance the current version to a fully lifecycle approach and support General
Chapter <1220> on Analytical Procedure Lifecycle. General Chapter <1058> is intended to provide a framework
establishing ‘fitness for intended use’ of instruments and systems for use within analytical procedures generating
results which are ‘fit for intended purpose’ in accordance with General Chapter <1220> for establishing compliance
with the standard monographs of the USP.
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Instrument and system manufacturers, industry end users (such as pharmaceutical Industry research and
development laboratory staff, QC laboratory staff, metrology groups staff in centralized laboratories), contract
research and development and contract pharmaceutical manufacturers laboratory staff and related functions staff,
industry associations and groups as well as regulators, Analytical Chemistry and Pharmaceutical Science graduate
students and postdocs. Analytical Chemistry and Pharmaceutical Sciences faculty, Validation and metrology
engineers, staff and managers, independent consultants.

#E S Language:
YiiE (FYECFH)  English (with English subtitles)

REHRZ R PEXEH USP-China Empowering a healthy tomorrow
PR R T ASHT NERR 999 528 22 [H ok JE B #4: 801-804 2= (200137)

Tel: (86) 21-68619800, Fax: (86) 21-68619810

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


mailto:uspcn@usp.org
http://www.usp.org/

USP Education

Ps R

X G 7% # & 5 FEE USPOn-Demand Webinar
T EMRGHIA: SEGFERGE

Enhancement of General Chapter 1058 Analytical Instruments
and Systems Qualification: a Full Lifecycle Approach

HHHA4 Instructor:

Christopher Burgess i+, EEZ#AHZF R BN ALESMTE IR R SRR
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Dr. Burgess has published over 100 papers, articles and books in analytical chemistry and analytical science. He is a
Chartered Chemist and has more than 50 years’ experience in the pharmaceutical industry initially with Glaxo in Analytical
R&D, Quality Control and Quality Assurance followed by 30 years in international consultancy. He was appointed to the
United States Pharmacopoeia’s Council of Experts 2010 to 2025 revising and reviewing spectroscopic general chapters
<85x> and <185x> series and is a visiting professor at the University of Strathclyde’s School of Pharmacy and Biomedical
Sciences (SIPBS). He was a member of the USP Expert Panel which developed General Chapter <1220> and is
chairman of the JSC tasked with revising General Chapter <1058>.
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Access to this course expires 14 days from the date of registration or until you mark it ‘Complete’ in your transcript—
whichever occurs first.
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