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In November 2020, the FDA released a revision of their “Insanitary Conditions at
Compounding Facilities” Document. The last time this was updated was in 2016. It's
intended to describe examples of insanitary conditions that FDA has observed shed-
bebieswmattho B s socinewmon-tnescee—aelidos—and seres-what FDA—ccls
isconsiders important in regards to cleanliness of facilities, and processes to reduce
contamination of compounded products. As stated, these guidance documents do not
establish legally enforceable responsibilities but instead describe the agency’s current
thinking on the topic. Unless specific regulations or statutory requirements are cited the
agency believes these should be viewed as recommendations.

The FDA focuses on regulating compounding facilities that are directly registered with
them (503B Outsourcing Facilities). They typically only get involved in 503A pharmacies
(Class A or B Licenses for our state), when they get reports of adverse events or quality
issues. It will be a rare occasion that a 503A pharmacy receives an inspection by the
FDA. It will be even rarer if there isn’t a precipitating event.

Some of the items mentioned in this document are abeve-and-beyonddifferent from
what USP and the State of Utah requwe aqd—may—neuqqake—sense—ﬁepa—phapmae%

state of Utah has adopted currently approved USP <795> and USP <797> into rule
Each pharmacy should ensure they are following these requlations. The inspections
sheets for each of these can be found on the DOPL website for your reference. Each
pharmacv will need to deC|de What to do with the conﬂlcts between FDA and USP






