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The quality of starting materials is critical for successful pharmaceutical manufacturing strategies. For
biomanufacturing the challenges are further amplified due to the use of a wide variety of raw materials, cell lines, and
naturally-derived materials with an increased risk for the introduction of unwanted impurities and adventitious agents.
This presentation will provide an overview and updates on USP documentary standards containing best practices for
qualifying incoming materials, demonstrating viral clearance, cryopreservation, cell banking, and controlling impurities
derived from cell substrates for therapeutic proteins.
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Global scientists, Managers, and Regulators interested in biotech topics
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Dr. Maura Kibbey is Senior Scientific Fellow for Education and Training in USP’s Global Biologics Department. Dr.
Kibbey collaborates with scientific experts and trainers to bring more educational offerings to USP’s biologics
stakeholders. Previously, Maura directed a team of liaisons working with the five USP Expert Committees and multiple
Expert Panels for biologics, peptides, and antibiotics to develop standards that support biopharmaceutical quality
assessment and development. Before joining USP, Dr. Kibbey worked for several biotechnology and diagnostic
companies in the Washington DC area as well as at the National Institutes of Health. Her scientific expertise includes
development and validation of many different assay types for measurement of individual molecules, their activities, or

binding interactions. She has published over 40 peer-reviewed articles and has been an invited speaker or workshop
organizer for numerous scientific conferences.

REHRZ R PEXEH USP-China Empowering a healthy tomorrow
pE (R BB SR X SR 520 5 (200131)

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

A

x F # # & %4 5 FE E USPOn-Demand Webinar
S SRR AR E R EE

Qualification of Raw Materials and Cell Substrates for
Biomanufacturing

BIES Language:
PR (EYECFEE)  English (with English subtitles)

#4277 R Register Procedures:
RFERARTR BEF USP SUERIFICPRE, SHXE GRERSRL) HITELRE.

PEFEA B Access Duration:
BTSN ES M. BESBARINERE, 14 KA, SRR HEEE E 55,
(IRE I 7 B SR RFE SR 5 EASHE )

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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