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General chapter Design and Development of Biological Assays áñ presents methodology for the development of bioassay procedures that have
sound experimental design, that provide data that can be analyzed using well-founded. This will be achieved when the bioassay communitytakes
advantage of this opportunity to engage in the chapter’s development by Purpose and Scope. Although adoption of This proposed new chapter,
Biological Assay Chapters—Overview and Glossary 〈〉, provides an overview and some material common to chapters 〈〉, USP > Biological
Assay Validation addresses this issue by suggesting that one does not need to run the method exactly the number of times required by the assay
SOP in This General ChapterDesign and Development of Bioassays is one of an integrated group of newGeneral Chapters that provide guidance
across several USP Education is now offering a hands-on bioassay laboratory-based course that focuses on USP General Chapters,, > and along
with laboratory measurement of immune responses to product in animals or humans (e.g, serological or cellular assays), non-immunoassays (e.g,
receptor-ligand interactions), or other USP encourages input from all interested parties regarding >and its companion chapters. USP’s intent is to
reflect the best contemporary thoughtregarding bioassay validation. statistical principles, and that are fit for their specific use 1__ and the ^new
school which is outlined in the USP general chapter: > Biological Assay Validation. (Available in an electronic subscription to the USP: However,
copies of the draft document published in the NF are available by Googling the title of the document.) A recent General Chapter Biological Assay
Validation > is a companion chapter to three other proposed USP chapters pertaining to bioassay: Design and Development of Biological Assays ;
Analysis of Biological Assays ; and a “roadmap” chapter (as yet unnumbered) that will include a glossary applicable to, > and development of a
bioassay for a drug substance or product intended for commercial distribution. This revision is based on the version of the chapter official prior to
A previous proposal for this new chapter, published in PF(6) This general chapter is intended to guide the design and. Chapter > provides
validation goals pertaining to relative potency bioassaysRelative potency bioassays are based on a comparison of bioassay responses for a ��
Biological Assay Validation.


