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Standards and Best Practices to Support Trace Metal Quantification in
Cell Culture Chemically Defined Media and Hydrolysate

HAERHE Course Duration: 6543+4F 65 minutes
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Many elements such as copper, manganese, zinc, and iron have significant biological relevance, and are well
established as key contributors to glycoprotein synthesis and glycosylation that can impact biologics manufacturing.
The identification and controls of trace element impurities in a presumed highly pure compendium grade individual
components are essential in a global supply chain of raw materials for chemically defined media and hydrolysate
formulations. This focus of trace elements in cell-culture media will establish: Best practices guide for measurement
of single digit low parts-per-billion measurement using ICP-MS and ICP-OES instruments, Discussion on approach
to sample preparations and sample digestions, Matrix interference removal and polyatomic interferences-Do’s and
Don'ts.
By taking this course, you will:
» Awareness within the industry for recognizing that trace elements are critical for biologics and can impact
product quality
» Measurement of techniques for biologics is very different from small molecule approach
» Collaboration essential between media manufacturer and biopharma industry to identify contaminants and
establish control

= Awareness of USP and Bioforum activities to support best practices and standards in support of upstream
bioprocessing.
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Anyone in the biologics industry- media vendors or suppliers, supply chain or engineer or scientist working on
upstream bioprocessing manufacturing and development.
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Standards and Best Practices to Support Trace Metal Quantification in
Cell Culture Chemically Defined Media and Hydrolysate

WIHAAE Instructor:
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Julian Goy, Ph.D., Facilitator/Account Manager, Biophorum
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Dr. Julian Goy, Facilitator/Account Manager at Biophorum, facilitates the Raw Materials workstream within the Drug
Substance Phorum of BioPhorum. The role involves leading peer to peer teams of biopharmaceutical companies in
innovation and best practice development activities, towards solution implementation. To date, the workstream has
focused on trace metals in cell culture media and hydrolysates including the associated use of ‘inductively coupled
plasma - mass spectroscopy’ as an analytical technique. The team has also developed industry best practice guidance
for the assessment of raw material risks in biopharmaceutical processes. Julian uses 20 years of experience from the

pharmaceutical, automotive battery and oil industries to help the team achieve its goals; as well as a Ph.D. in plant cell
tissue culture from The University of Edinburgh and an MBA from Warwick Business School.
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Diane McCarthy, Ph.D., Senior Manager, Science & Standards, Global Biologics, USP
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Dr. McCarthy is a senior manager of science and standards within USP’s Global Biologics department. She works with
stakeholders to identify areas where standards are needed and defined and develop new standards. Prior to joining
USP, Dr. McCarthy was senior scientific director at Caprion Biosciences, where she focused on the use of mass
spectrometry for characterization of biologics and host cell proteins. Her previous roles also included Director of
Scientific Affairs at Ezose Sciences, where she focused on identification and quantification of glycans by mass

spectrometry, and Global Manager of Biomarker Research Center at Bio-Rad Laboratories, where directed translational
and biomarker research contracts and collaborations with industry, key consortia, academic and government groups.
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Bala Ramanathan, Ph.D., Senior Scientist, Biotherapeutics Material Sciences, Janssen
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PR Instructor (continued)

Dr. Bala Ramanathan, Senior Scientist in the Biotherapeutics Material Sciences department at Janssen, is an analytical
chemist working on media characterization, upstream cell culture processes, and raw materials characterization for
downstream and fill finish for biologics. His primary role is to identify solutions for raw material issues, analytical
method development for both small and large molecule raw material, excipients. He actively participates in
investigations of commercial manufacturing of monoclonal antibodies, vaccines, cell and gene modalities. He has
worked as small molecule analytical development chemist in his previous job and is a PhD graduate in chemistry from
Michigan State University. His post-doctoral research includes stints at both Michigan State university and University of
Michigan.
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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.

BIFE A Fee: 600 st AT/ AN RMB 600/attendee

R4 I3\ Register Procedures:
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USP-China Yk S ':  USP-China account
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2. REEAEL: P/ mREr g7 APt Invoice is available after registration.

REHMZ R X HHE USP-China Empowering a healthy tomorrow
RE R B HRRSRGX R AL 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/
https://www.usp-edu.org/

