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Evolution of Specifications and Analytical Methods
During Synthetic Peptide Drug Development
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This on-demand webinar will focus on challenges related to measurement of process and product related impurities
with a case study to illustrate the principles. Development of specifications within a product life cycle framework will
be included with considerations that are helpful at each step. Regulatory and compendial guidance will be identified
so that participants are aware of relevant references. A significant portion of the webinar will focus on challenges
related to measurement of process and product related impurities with a helpful case study to illustrate the principles.
This on-demand webinar was led by Dr. Michael Verlander, a well-known expert in this field, who has successfully
brought many synthetic peptides through the development and approval process.
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Analytical scientist, QA/QC analysts, R&D scientists & managers, Manufacturing scientists & managers,

Regulatory affairs specialists of Synthetic peptide drug manufacturers, Contract research organizations, Contract
manufacturing organizations
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Michael Verlander, D. Phil, Ph.D., USP Biologics Monographs 1 — Peptides & Insulins Expert
Committee Member
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Dr. Verlander, President of Proactive Quality Compliance, Inc., is currently acting as an independent consultant
supporting the pharmaceutical industry in the areas of quality and regulatory compliance; he also serves as a member
of USP’s Biologics Monographs 1, Peptides and Insulins Expert Committee, as well as the Expert Panel. Prior to this,

he gained extensive experience in the areas of quality assurance and regulatory affairs in contract manufacturing
organizations.

Dr. Verlander received his undergraduate and graduate training in organic chemistry at the University of Oxford and his
postdoctoral training at the Salk Institute for Biological Studies, La Jolla, California. He has authored more than 50
scientific papers and numerous patents on peptides and related topics.
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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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