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USP General Chapters <467> Residual Solvents and <1467> Residual Solvents
- Verification of Compendial Procedures and Validation of Alternative Procedures
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This course focuses on the control of residual solvents in pharmaceutical products to ensure patient safety. It is primarily based on
USP General Chapters <467> and <1467>, and the ICH Q3C guideline. The course covers the classification, allowed limits, and
control strategies for residual solvents, including what to do if a solvent is not listed. It also discusses regulatory aspects,
identification, control, and quantitation of residual solvents, and provides detailed explanations of analytical procedures and criteria
for their suitability and alternatives. The course includes examples of chromatograms with associated conditions.
Key topics include the following:

e Historical approaches and standards in USP General Chapter <467>
Risk-Based Classification of Residual Solvents
Risk-based strategy concept for complying with residual solvents content in pharmaceutical requirements of USP <467>
Examples of using Options 1 and 2 for Control of Class 2 and Class 3 Residual Solvents, and Procedures A, B, and C as
described in USP <467>
Validation and verification requirements in USP General Chapter <1467>
Validation and performance criteria when using alternative procedures
Chromatographic systems and analytical procedures
FDA guidance and CFR sections related to residual solvents
The most recent revisions to USP <467> and <1467> (have been official on August 18!, 2025)
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QC/QA, Compliance staff, Laboratory scientists, Managers in the pharmaceutical and allied industries, Regulatory professionals.
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Edmond Biba, Ph.D., Senior Principal Scientist, Science-General Chapters, USP
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Dr. Edmond Biba is a Senior Principal Scientist working with 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.

BII%F Fee: 850 5t AR M/ A\ RMB 850/attendee
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