Glossary*
Allergenic extract prescription set: Combinations of licensed allergenic extracts which
would be mixed and diluted to provide subcutaneous immunotherapy to an individual patient,
even though these allergenic extract combinations are not specified in the approved BLAs for
the licensed biological products.
Allergenic extracts: Biological substances used for the diagnosis and/or treatment of
allergic diseases such as allergic rhinitis, allergic sinusitis, allergic conjunctivitis, bee venom
allergy, and food allergy.
Allergenic extracts compounding area (AECA): A designated, unclassified space, area, or
room with a visible perimeter that is suitable for preparation of allergenic extract prescription
sets.
Aseptic processing: A method by which separate, sterile components (e.g., drugs,
containers, or closures) are brought together under conditions that maintain their sterility. The
components can either be purchased as sterile or, when starting with nonsterile components,
can be separately sterilized prior to combining (e.g., by membrane filtration, autoclave).
Aseptic technique: A set of methods used to keep objects and areas free of
microorganisms and thereby minimize infection risk to the patient. It is accomplished through
practices that maintain the microbe count at an irreducible minimum.
Compounding: The process of combining, admixing, diluting, pooling, reconstituting,
repackaging, or otherwise altering a drug or bulk drug substance to create a sterile
medication.
Garb: Items such as gloves, garments (e.g., gowns, coveralls), shoe covers, head and facial
hair covers, masks, and other items designed to reduce particle-shedding from personnel
and minimize the risk of contamination of CSP(s).
Gloved fingertip and thumb sampling: Process to evaluate a compounder's competency in
correctly performing hand hygiene and garbing.
Media-fill test: A simulation used to qualify processes and personnel engaged in sterile
compounding to ensure that the processes and personnel are able to prepare CSPs without
contamination.
USP
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