Nuclear Pharmacy: Departments
Questions when 795, 797, and
825 are Official - Part 2

Jessica Comstock, PharmD, BCNP

Nuclear Pharmacy Conference: October 7-8, 2023

\

Financial Disclosures

» Employee of PharmalLogic
Holdings Corp.

Learning Objectives

Describe the changes taking place with the
implementation of USP 825, 797, and 795.

Identify the additional USP Chapters that are applicable

to nuclear pharmacy.

Describe how internal procedures and parameters are
determined and why they matter.
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. USP <825> Radiopharmaceuticals - Preparation,
Dispensing, and
. USP <795> Pharmaceutical Compounding - Nonsterile
Preparations
« USP <797> Pharmaceutical Compounding - Sterile
Preparations

Outline

« USP <7> Labeling

« USP <71> Sterility Tests

« USP <85> Bacterial Endotoxins Tests

« USP <659> Packaging and Storage Requirements

« USP <790> Visible Particulates in Injections

« USP <1116> Microbiological Control and Monitoring of
Aseptic Processing Environments

USP <7> Labeling Official: September 1, 2023

Enforceable: November 1, 2023
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Compoundod Vetrar Prparaions
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USP <7> Questions

The following is the date or time beyond which a compounded preparation
must be discarded:

& Expiration Date
@ Beyond Use Date

USP <7> Questions

The following is the date or time beyond which a compounded preparation
must be discarded:

& Expiration Date
@ Beyond Use Date
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USP <7> Questions

True or False: USP 825 does not list the “Route of Administration” as a
required labeling component and therefore does not have to be listed on a
radiopharmaceutical.

& True
¥ False

USP <7> Questions

True or False: USP 825 does not list the “Route of Administration” as a
required labeling component and therefore does not have to be listed on a
radiopharmaceutical.

& True
¥ False

USP <71> Sterility Official: Prior to 2013

Tests Enforceable: Prior to 2013
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USP <71> Questions

Which of the following is primarily used to identify the presence of anaerobic
bacteria.

& Soybean-Casein Digest
© Fluid Thioglycollate Medium
Tryptic Soy Broth

USP <71> Questions

Which of the following is primarily used to identify the presence of anaerobic
bacteria.

& Soybean-Casein Digest
© Fluid Thioglycollate Medium
& Tryptic Soy Broth
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USP <71> Questions

For how many days do you incubate the media when performing sterility
testing?

& 14 days

© 7days

& No less than 48 hours at 30-35C and than no less than 5 days at 20-25C

USP <71> Questions

For how many days do you incubate the media when performing sterility
testing?

& 14 days

© 7 days

& No less than 48 hours at 30-35C and than no less than 5 days at 20-25C

USP <85>
Bacterial
Endotoxin Tests

Official: May 1, 2018

Enforceable: May 1, 2018
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USP <659>

Packaging and Official: April 1, 2021
ging

Storage Enforceable: April 1, 2021

Requirements

(659) PACKAGING AND STORAGE REQUREMENTS
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USP <790> Visible
Particulates in
Injections

Official: May 1, 2016
Enforceable: May 1, 2016

(790) VISBLE PARTICULATES IN INJECTIONS
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USP <71> Questions

True or False: If the package insert for a radiopharmaceutical only requires
RCP testing, a visual inspection is not necessary?

& True
® False

USP <71> Questions

True or False: If the package insert for an injectable radiopharmaceutical
only requires RCP testing, a visual inspection is not necessary?

& True
® False

USP <1116>
Microbiological
Control and
Monitoring of
Aseptic
Processing
Environments

Official: Prior to 2013
Enforceable: Prior to 2013
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(1116) MCROBIOLOGICAL CONTROL AND MONITORING OF
ENVIRONMENTS
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