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Significant revisions to standards for residual solvents found in USP-NF General Chapter <467> Residual Solvents
became official on March 1, 2019. At the same time the companion USP chapter <1467> Residual Solvents-
Verification of Compendial Procedures and Validation of Alternative Procedures became official. Additional revisions
were made to USP <467> and became official on December 1, 2020 to align with ICH Q3C(R6) which reclassified
methylisobutylketone from a Class 3 to a Class 2 residual solvent and added triethylamine as a new Class 3 residual
solvent. Other related topics will be discussed including validation and verification of residual solvent testing as
outlined in USP <1467>.
Upon completion of this course, you will be able to:
¢ Understand the historical approaches and standards contained in USP General Chapter <467>.
o Apply a risk-based strategy concept for complying with residual solvents content in pharmaceutical
requirements of USP <467>.
e lllustrate Options 1 and 2, as well as Procedures A, B, and C as described in USP <467>.
Differentiate between validation and verification and understand when to use alternative procedures.
Understand validation and verification requirements as described in USP General Chapter >1467>.
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QCI/QA, Compliance staff, Laboratory scientists, Managers in the pharmaceutical and allied industries, Regulatory
professionals.
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Dr. Edmond Biba is a Principal Scientist to the USP General Chapters-Chemical Analysis Expert Committee and USP
General Chapters-Physical Analysis Expert Committee. Since Joining USP in 2001, Dr. Biba served as a scientist in
the Research and Development Laboratory and in the Reference Standards Evaluation Department.
Prior to joining USP, Dr. Biba was a National Research Council-Walter Reed Army Institute of Research Postdoctoral
Fellow in the Medicinal Chemistry Department of Experimental Therapeutic Division conducting research on bioassay
directed drug discovery and mechanism of action-based design and the synthesis of new antimalarial drug candidates.
Dr. Biba received his Ph.D. in Chemistry-Synthetic Organic Chemistry from the American University, Washington DC,
and a B.Sc. in Chemical Engineering /Chemistry from University of Tirana, Tirana, Albania.
Dr. Biba is member of Sigma Xi- The Scientific Research Honor Society, American Chemical Society, American

Association of Pharmaceutical Scientists, ICH Q3C(R8) Working Group, and a member of Pharmaceutical Quality
Technical Committee of the Pharmaceutical Quality Research Institute (PQRI).
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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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