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The united states pharmacopoeia published the revised general chapter < 797> pharmaceutical
compounding – sterile preparations in usp- nf issue 1 on novem. garbing requirements. a pdf document
of the usp chapter on sterile compounding of drugs and bulk drugs for human and animal use. the
compounder tients. sterile compounding is defined as combining, admixing, diluting, pooling,
reconstituting, repackaging, or otherwise altering a drug product or bulk drug substance to create a
sterile preparation. signi■cant revisions are made to section 2.
major edits to the chapter include: 1. the proposed revision includes changes to the definition,
categories, personnel, facilities, equipment, testing, labeling, buds, and quality assurance of csps. it
also includes information on microbial risk levels, beyond- use dates, batch sizes, recall, and more.
category 1 and 2: the facility’ s sops must describe disinfection procedures for reusing goggles,
respirators, and other reusable equipment. usp has no role in the enforcement of compounding
chapters. 5 µm and larger per cubic meter [ current iso] and cubic feet [ former federal standard no. usp
provides 3 types of public standards for compounding. 797 pharmaceutical compounding sterile
preparations. in accordance with the rules and procedures of the – council of experts, usp is postponing
the official date of pharmaceutical compounding— sterile preparations < 797>. sterile compounding
differs from nonsterile compounding ( see pharmaceutical compounding nonsterile preparations 795
and good compounding practices 1075) primarily by requiring a test for. 30 legal recognition, ensuring
compliance with usp standards is the usp 797 pdf responsibility of regulatory bodies.
797 ■ pharmaceutical compounding — sterile preparations. to allow for a one- year implementation
period, the chapter will become official on. the aha provides an overview of the new and revised
pharmacy compounding standards released by usp in june, including the final version of general
chapter ( pharmaceutical compounding of sterile preparations) and the new general chapter (
hazardous drugs handling in healthcare settings). both chapter revisions had been pre- posted. •
contain formulations for specific preparations for which there is no suitable commercially available
product. the changes to usp < 797> aim to improve patient safety, enhance the overall quality of sterile
compounding, and provide clearer guidance for compounding professionals.
in accordance with usp’ s bylaws, the responsible. sterile compounding is defined as combining,
admixing, diluting, pooling, reconstituting, repackaging, or otherwise altering a drug product or bulk
drug substance to. 795> and < 797> background on novem, usp published proposed revisions to the
usp compounding general chapters; < 795> pharmaceutical compounding — nonsterile preparations
and < 797> pharmaceutical compounding — sterile preparations in the pharmacopoeial forum ( pffor
public comment. usp encourages early implementation. please refer to the current edition of the usp- nf
for of˜ cial text. the following are the major changes and are not meant to be an exhaustive list of the
entirety of all changes made. may use one plate incubated at two different temperatures or. usp
compounded preparation. • establish practice standards to help ensure the quality of compounded
preparations.
usp general chapter < 797> faqs usp general chapter < 797> education courses sign up for usp
updates this text is a courtesy copy of general chapter < 797> pharmaceutical compounding— sterile
preparations, intended to be used as an informational tool and resource only. learn about the
development process, access the official document, and sign up for updates and education courses.



usp clari■ed personnel involved with sterile compounding process from designated person, delegated
training oversight. incubation and temperature procedures must follow directions in box 6. this chapter
provides procedures and requirements for compounding sterile preparations. veterinarians are required
by law to provide food-. 209e, fs 209e] ) * class name particle count iso class u. in accordance with usp’
s bylaws, the responsible expert committees considered the information raised in the appeals and
issued decisions on the appeals ( see decisions on appeals to usp < 795> and < 797> and < 825> ).
pursuant to general notices 2. the following represents key changes from the currently enforceable
version of usp chapter < 797> ( last major revision in ) to the revised usp chapter < 797> ( oficial as of
novem). usp general chapters.
learn how to prepare your organization for compliance, assess your risks and resources, and access
resources from ashe and ashhra. æ797 ç pharmaceutical compounding— sterile preparations, usp 39
page 626. after publication of the revised and new compounding standards, usp received appeals on
certain provisions in < 795>, < 797>, and < 825>. this chapter describes the minimum standards to be
followed for the preparation of compounded sterile pdf preparations ( csps) for human and animal
drugs. iso classification of particulate matter in room air ( limits are in particles of 0. the usp
compounding expert committee is proposing to revise the chapter on sterile compounding activities and
exclude administration of medication from the scope of the chapter. on janu, the first version of usp
chapter < 797>, pharmaceutical compound- ing: sterile preparations became official, 1which details the
procedures and requirements for compounding sterile preparations and sets standards that are
applicable to all prac- tice settings in usp 797 pdf which sterile preparations are compounded. after
publication of the revised < 797> on j, usp received appeals on certain provisions of the chapter. the
required garb, manner of storage, and usp 797 pdf order of garbing must be determined by the facility
and documented in the facility’ s sops.
it is proposed to revise this chapter to improve clarity, respond to stakeholder input, and reflect new
science. reorganized existing chapter to group similar topics together, eliminate redundancies, and
clarify requirements. while environmental monitoring plays a critical role in usp < 797> compliance, it’ s
important to recognize that it’ s just one piece of the larger puzzle. training and evaluation. category 3:
the facility’ s sops pdf must describe. the chapter covers the minimum standards, requirements, and
guidance for preparing compounded sterile preparations ( csps) in pdf different categories and
scenarios. usp general chapter 797 provides standards for preparing compounded sterile medications
to ensure patient safety and quality.
336 ■ 795■ pharmaceutical compounding— nonsterile preparations / physical tests usp 34 acteristics
of the compounded preparation ( see chapter knowledge of drug regulation and disposition in animal
pa- ■ 1191■, responsibility of the pharmacist). revision bulletin. may use 2 plates incubated at two
different temperatures ( less time). address their unique needs. the usp faq for usp < 797> clearly
states that any personnel who ‘ touch’ a csp must have training, but not all personnel require the same
training. incubate at 30° – 35° for no less than 48 hrs, followed by 20° – 25° for no less than 5 additional
days. regulators may choose to enforce the requirements of < 797> with respect to veterinarians
compounding for animal patients. introduction and scope.


