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Cell Banking for Manufacturing of Vaccine
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This course will provide International Council for Harmonization, World Health Organization, and USP guidelines
related to cell banking and characterization. Key cell banking concepts and usage will be covered including good
manufacturing practices, preparation, and process flow. The course content applies to cell substrate for a
recombinantly engineered biological product along with some vaccine-specific content. Participants will be engaged
in practical exercises and Q&As to reinforce learning. Participants will better understand suitable development,
cloning, and characterization of cell banks for the production of vaccines and other biologics as critical components
for the licensure and consistency of these products.

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

*  Explain cell banking

*  Describe cell banking in terms of ICH guidelines and USP general chapters

*  Explain the identification, qualification, and selection of primary cells

*  Summarize the rationale for the analysis of cell construct

*  Describe the most critical elements of the cell history that must be documented
*  Summarize the characterization of cells and cell banks

* Describe storage, controls, and logistics as it pertains to cell banking

ZiE SR Who Should Attend:
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R&D Cell Biologists, R&D Manufacturers, Research Scientists, Biotechnology Manufacturers, Pharmaceutical
Microbiologists

#EES Language:
YEiE (UL F%E) English (with English subtitles)
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PHIFANE Instructor:

Maura C. Kibbey 11, FIEEZHTE RS EREVTITREFFH TR
Maura C. Kibbey, Ph.D., Former Principal Scientific Fellow, Science - Global Biologics, USP

VBN USP 23RV B B MBS BB 5, Kibbey 18 4 5 HAbR =L 53T —i&, 0T
N USP ZE Wi it R ) 2 A S0 3 7l R B8 22 RO B ML IE IRAR . AEAEAE B AN U 2R 20T T B 2211, Kibbey
TV PR RS IRE NN, 5 USP N ERERASHMEZN LR 2 IRAHA R 5N 3L
Sk, E SCRPAEY I i R VS AT A bR HE . EMIN USP Z 8T,  WARHR-T-He RRiRs X ) A= W) R A2
WrAw] . LR SRR E S AR, iR KSR R AMERUEVF 2 A R AL, T & o)
T BT EEAE BEAEH . kSR T 40 ZRIEATIFRCCE, FEBO8IE N VF 2 B 2 W UFE Bt 2
HLFE .
Dr. Maura Kibbey was Principal Scientific Fellow for Education and Training in USP’s Global Biologics Department.
Dr. Kibbey collaborated 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.
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Thirty years of international, senior level experience in the pharmaceutical field in the private industry and as

international auditor and consultant, as per WHO, US and EU standards.

*  WHO external Auditor & Consultant. Since 2002 as external auditor, consultant and trainer for the World Health
Organization, Geneva, to qualify UN suppliers of vaccines (Indonesia, China, India, South Korea, Europe, US,
Canada, Russia and Brazil), and in-vitro diagnostics rapid tests for Malaria, HIV, Hepatitis (India, Japan). More
than 30 audits for WHO Prequalification performed. Official WHO reviewer of WHO TRS (e.g., new GMP’s for
Biological, TRS 999).

*  GMP & Quality System Trainer, Auditor & Consultant. Since 2001. Pharmaceutical, Vaccine & Medical Device
industries. cGMP training, auditing, and coaching. Plant design. Validation & Qualification. Aseptic process
operations for injectable and ophthalmic products. Sterilization processes (steam, ethylene oxide, dry heat and

gamma radiation sterilization). Third party audits of Distributors and API suppliers in China, Italy. GMP
Consultancy in pharmaceutical plants in India, US and Mexico. ISO 9001/13485 Lead Auditor.
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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.

1IFH Fee: 850 st AR/ A RMB 850/attendee

# 4 75 R Register Procedures:
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USP-China Y&3klik /" USP-China account

3K A Beneficiary: EZHHREFRBEARS (L) FRAFH
S Account No.: 6841 12464 120

4T Bank: EEBRITERAT LEHMT

2. RELANEL: Pus/miE 7 $2 4t Invoice is available after successful registration.
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