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Pharmacopoeial Chromatography: 

Revising USP Chapter <621>
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The USP General Chapter Chromatography <621> is one of the most widely cited general chapters throughout the USP-NF.  In order to keep pace with changes in the scientific, compendial and regulatory landscapes, <621> has continued to evolve over the years.  A significant revision was published in Pharmacopeial Forum (PF) 35(6) [Nov-Dec 2009] which proposed the elimination of chromatography theory and other descriptive information from the chapter and instead focused the content on definitions, calculations and interpretation of chromatograms.  Another key aspect of this revision was the harmonization to the corresponding chapter 2.2.46 Chromatographic Separations Techniques in the European Pharmacopeia.  An accompanying Stimuli article published in the same volume of PF presented the rationale for allowing a 50% decrease in particle size and a 70% change in column length without the need for verification as long as equivalent or better column performance is obtained.   These are important changes with practical implications of decreased analysis time and solvent consumption. The revised <621> was published in USP 34-NF 29 in November 2010 with an official date of May 1, 2011.
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