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Inhalation and Nasal Products
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This course focuses on the major aspects related to the quality and performance of aerosols and inhaled medications

as described in the USP-NF General Chapters <5> Product Quality Tests for Inhalation and Nasal Drug Products,

General Chapter <6071> Product Performance Tests for Inhalation and Nasal Drug Products, as well as other related

chapters that will also be addressed.

Upon completion of this course, you will:

* lIdentify drug targeting as it relates to the lungs by oral inhalation and by topical application to the nasal cavity.

*  Summarize and discuss the physical-chemical properties of inhaled aerosols/sprays/powders and mechanisms
of dispersion.

* Explain the importance of quality testing and product performance as they relate to oral and nasal inhalation
products.

* lIdentify the purposes of USP-NF General Chapters <5>, <601>, <1601>, <1602>, <1603>, and the draft version
of <1604>.

* Understand the operation of the apparatuses for determining delivered drug uniformity (DDU) and aerodynamic
particle size distribution (APSD) of inhaled products.
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QA/QC analysts and managers, analytical scientists and managers, product development staff, regulatory staff,
consultants involved with regulatory science of inhalation products.
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Dr. Mitchell is a private consultant specializing in the laboratory evaluation of orally inhaled products (OIPs) of all types. He was
appointed to the Expert Committee: General Chapters-Dosage Forms (GC-DF) of the USP for the 2010-2015, 2016-2020, and
2020-2025 terms, where he chairs the Aerosols subcommittee to the GC-DF Committee. He was Scientific Director of Trudell
Medical International until September 2013, with responsibility for all aspects of in vitro aerosol testing. He is involved in several
industry-wide organizations involved with inhaled medical aerosol delivery, particularly, the European Pharmaceutical Aerosol
Group (EPAG), as well as serving as a Scientific Adviser to the International Pharmaceutical Aerosol Consortium on Regulation
and Science (IPAC-RS). He is a Fellow of the Royal Society of Chemistry and a Chartered Scientist and Chemist. He helped found
the UK-Irish Aerosol Society where he is an honorary life member. He is also a member of the American Association of
Pharmaceutical Scientists (Inhalation and Nasal Community) and the American Association for Aerosol Research (AAAR). He is
an Adjunct Professor at the University of Western Ontario and an Affiliate Professor at the Daniel K. Inouye College of Pharmacy

of the University of Hawaii at Hilo. He has been a faculty member for the annual International Society for Aerosols in Medicine
(ISAM) Aerosol School since 2009.
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This course will be only available to you for 14 days from the day of successful registration or until you mark it ‘Complete’ in your
transcript— whichever occurs first.
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