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1. Category 2 CSPs are characterized by:
A. They are prepared in a standard pharmacy setting.
B. They have shorter beyond-use dates (BUDs).
C. They are prepared in a cleanroom suite.
D. They do not require sterile techniques.

2. What is the general purpose of filter integrity testing?
A. To determine the filter's lifespan
B. To verify performance under normal conditions
C. To ensure sterility of processed items
D. To assess the physical appearance of the filter

3. What is the significance of documenting compounding
procedures?
A. It enhances the aesthetics of the workspace
B. It provides accountability and traceability of the compounds
C. It serves as a guideline for future decorations
D. It increases the workload for technicians

4. What does viable air sampling evaluate in compounding
environments?
A. Temperature control
B. Airborne microorganisms
C. Particle size distribution
D. Chemical exposure levels

5. Which type of equipment is an example of a C-PEC?
A. Heating oven
B. Class I, II, or III BSCs
C. Ultrasonic cleaner
D. Refrigerator

6. What characterizes ISO Class 5 environments?
A. 10-25 air changes per hour
B. 240-360 air changes per hour
C. 30-60 air changes per hour
D. Unlimited air flow
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7. What is a potential consequence of compromised sterility
in compounded preparations?
A. Increased efficiency of workflow
B. Improved patient trust
C. Adverse reactions in patients
D. Lower production costs

8. What is a key function of a closed-system drug-transfer
device (CSTD)?
A. To allow full access to environmental air
B. To prohibit environmental contaminants' transfer
C. To enhance vapor release into the atmosphere
D. To facilitate manual handling of hazardous drugs

9. What is the main risk associated with inadequate air
quality in cleanrooms?
A. Reduced equipment lifespan
B. Increased risk of contamination
C. Higher utility costs
D. Improved efficiency in workflows

10. What role does labeling play in compartmentalized sterile
preparations?
A. It is mainly for aesthetic purposes
B. It provides essential information for safe administration
C. It is optional and can be skipped
D. It serves no real purpose
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Answers
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1. C
2. C
3. B
4. B
5. B
6. B
7. C
8. B
9. B
10. B
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Explanations

7Sample study guide. Visit https://cspt.examzify.com for the full version

SA
M

PLE



1. Category 2 CSPs are characterized by:
A. They are prepared in a standard pharmacy setting.
B. They have shorter beyond-use dates (BUDs).
C. They are prepared in a cleanroom suite.
D. They do not require sterile techniques.

Category 2 CSPs, or Compounded Sterile Preparations, are characterized by being
prepared in a cleanroom suite. This environment is critical to maintaining sterility and
preventing contamination during the preparation of these medications. The cleanroom
suite is designed to meet specific cleanliness standards and conditions that help ensure
the safety and efficacy of the drug being compounded.  This distinction is important
because Category 2 CSPs are typically those that are more complex and may involve a
higher risk of contamination, necessitating strict adherence to sterile techniques and the
use of controlled environments. The cleanroom suite provides the air filtration and
controlled conditions essential for achieving and maintaining the required sterility.  In
comparison, the other options refer to incorrect elements regarding Category 2 CSPs.
While it is true that they have a defined beyond-use date (BUD), the characterization of
having shorter BUDs doesn't specifically define this category, as the BUD can vary based
on numerous factors including the nature of the preparation. Similarly, these CSPs do
require sterile techniques, contrary to the incorrect reference about not requiring such
techniques. Lastly, the reference to a standard pharmacy setting does not accurately
describe the controlled and sterile environments needed for Category 2 preparations.

2. What is the general purpose of filter integrity testing?
A. To determine the filter's lifespan
B. To verify performance under normal conditions
C. To ensure sterility of processed items
D. To assess the physical appearance of the filter

The general purpose of filter integrity testing is to ensure sterility of processed items.
This testing is crucial in sterile compounding and other processes where maintaining
sterility is essential. Filters, particularly in pharmacy and healthcare settings, are
utilized to remove contaminants, including bacteria and particulate matter, from
solutions before they are dispensed or administered.   Filter integrity testing assesses
whether these filters are functioning correctly and effectively removing all required
contaminants, which confirms that the final product is sterile. By validating the
performance of filters, technicians can ensure that no breaches have occurred that could
compromise sterility, thus safeguarding patient safety and adherence to regulatory
standards.   While filter lifespan, performance under normal conditions, and physical
appearance may be relevant factors, the primary focus of integrity testing fundamentally
lies in the assurance that the end product is free from microbial contamination, thereby
maintaining sterility throughout the preparation process.
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3. What is the significance of documenting compounding
procedures?
A. It enhances the aesthetics of the workspace
B. It provides accountability and traceability of the compounds
C. It serves as a guideline for future decorations
D. It increases the workload for technicians

The significance of documenting compounding procedures lies primarily in the
accountability and traceability it provides for the compounded preparations. When
procedures are meticulously recorded, it allows for a clear understanding of what was
done during the compounding process, which is crucial for ensuring patient safety and
regulatory compliance. This documentation helps in tracking the steps taken, the
ingredients used, and any specific methods applied, creating a reliable record that can be
referenced if any issues arise or if a compounding process needs to be replicated in the
future.  Moreover, this level of documentation is important for audits and inspections to
verify that all protocols were followed correctly and that the final compounded products
meet the required safety and quality standards. Ultimately, thorough documentation
supports overall quality assurance in compounding practices.

4. What does viable air sampling evaluate in compounding
environments?
A. Temperature control
B. Airborne microorganisms
C. Particle size distribution
D. Chemical exposure levels

Viable air sampling is a crucial aspect of monitoring compounding environments,
particularly in sterile settings, as it evaluates the presence of airborne microorganisms.
This type of sampling involves collecting air samples and then culturing them to
determine if any viable bacteria or fungi are present. The presence of these
microorganisms can pose a significant risk to patient safety, as they can contaminate
sterile products during compounding.   By identifying and quantifying microbial
contamination in the air, viable air sampling helps ensure that the compounding
environment maintains its sterility and meets regulatory standards. This is especially
important in settings where sterile preparations are made, as even a small amount of
contamination can lead to serious health consequences for patients.  Other options focus
on different aspects of environmental monitoring. For instance, temperature control is
vital in maintaining the stability of compounded products but does not directly relate to
microbial contamination. Particle size distribution pertains to the characteristics of
particulates in the air but does not measure biological contaminants. Similarly, while
monitoring chemical exposure levels is essential for safety, it does not address the
evaluation of microbes in the air. Thus, viable air sampling specifically targets the risk of
airborne microorganisms, making it a fundamental practice in ensuring the integrity of
compounded sterile preparations.
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5. Which type of equipment is an example of a C-PEC?
A. Heating oven
B. Class I, II, or III BSCs
C. Ultrasonic cleaner
D. Refrigerator

A C-PEC, or Containment Primary Engineering Control, is designed specifically to protect
both the product being compounded and the personnel involved in the preparation
process. The examples of Class I, II, or III Biological Safety Cabinets (BSCs) fall into this
category because they create an environment that minimizes exposure to hazardous
materials. These cabinets use sophisticated airflow systems to filter and recirculate air,
thereby providing a sterile work area and protecting operators from exposure to
potentially hazardous drugs or pathogens.  In the context of sterile compounding, using a
BSC is crucial as it ensures that both the sterile items being compounded and the
environment in which they are prepared are protected from contamination and exposure,
thus aligning with the regulations and best practices outlined by organizations such as
the United States Pharmacopeia (USP).  Other choices like heating ovens, ultrasonic
cleaners, and refrigerators serve different purposes and do not meet the requirements to
be considered C-PECs. Heating ovens might be used for sterilization or drying, ultrasonic
cleaners are primarily for cleaning instruments, and refrigerators are intended for
storing prepared compounds, but none provide the tailored environmental protection and
contamination controls characteristic of C-PECs.

6. What characterizes ISO Class 5 environments?
A. 10-25 air changes per hour
B. 240-360 air changes per hour
C. 30-60 air changes per hour
D. Unlimited air flow

ISO Class 5 environments are critical in compounding sterile preparations, particularly
in pharmacy settings. This classification is defined by stringent cleanliness standards
that must be maintained to ensure the safety of patients receiving sterile products. In a
Class 5 environment, the maximum allowable level of airborne particulate matter is 3,520
particles per cubic meter for particles greater than or equal to 0.5 micrometers in size.  
One of the key characteristics of an ISO Class 5 environment is the air change rate,
which is essential for maintaining its cleanliness. An air change rate of 240-360 air
changes per hour ensures that any contaminants are effectively removed from the
environment, minimizing the risk of infection or the introduction of pathogens in sterile
products. This high rate promotes constant filtration and circulation of air through HEPA
filters, which is critical in maintaining the sterile conditions necessary for compounded
sterile preparations.  Lower air change rates, such as 10-25 or 30-60 air changes per
hour, do not provide the same level of contamination control, making them insufficient
for ISO Class 5 classifications. Unlimited airflow is also not a defined characteristic of
this standard; while continuous airflow is beneficial, it must be regulated to maintain the
required conditions. Therefore, the specification of
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7. What is a potential consequence of compromised sterility
in compounded preparations?
A. Increased efficiency of workflow
B. Improved patient trust
C. Adverse reactions in patients
D. Lower production costs

Compromised sterility in compounded preparations can lead to adverse reactions in
patients. When medications or sterile products are not prepared in a sterile environment,
they may become contaminated with microorganisms, including bacteria, fungi, or
viruses. This contamination can result in serious infections or complications when
administered to patients, particularly those with weakened immune systems or
underlying health conditions.  Patients receiving these contaminated products may
exhibit a range of reactions, from mild allergic responses to severe life-threatening
infections. Therefore, maintaining sterility is crucial for ensuring the safety and
effectiveness of compounded medications, directly impacting patient health outcomes.
This highlight underscores the importance of stringent sterile compounding practices in
healthcare settings.

8. What is a key function of a closed-system drug-transfer
device (CSTD)?
A. To allow full access to environmental air
B. To prohibit environmental contaminants' transfer
C. To enhance vapor release into the atmosphere
D. To facilitate manual handling of hazardous drugs

A closed-system drug-transfer device (CSTD) is designed primarily to prevent the transfer
of environmental contaminants into the system and to contain the hazardous drug within
it, thereby protecting healthcare workers and the environment from exposure. This
function is critical in maintaining sterility and preventing the potential hazards
associated with handling and preparing medications, particularly those that can be toxic
or harmful.  The technology employed in CSTDs helps to minimize leakage and
evaporation of hazardous drugs, ensuring that when these substances are being
prepared, transferred, or infused, there is no risk of them escaping into the
surroundings. This protective feature is vital for safeguarding staff, patients, and the
general environment from exposure to potentially harmful substances.  In contrast,
allowing full access to environmental air would undermine the very purpose of a CSTD,
exposing the drug to contamination. Enhancing vapor release into the atmosphere is
directly contrary to the design intent of CSTDs, which aims to contain such vapors.
Likewise, while it is important to handle hazardous drugs carefully, a CSTD does not
facilitate manual handling; rather, it provides a controlled environment to do so while
minimizing risk. Thus, the prohibition of environmental contaminants' transfer is the key
function that underscores the importance of CSTDs in healthcare settings.
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9. What is the main risk associated with inadequate air
quality in cleanrooms?
A. Reduced equipment lifespan
B. Increased risk of contamination
C. Higher utility costs
D. Improved efficiency in workflows

The primary risk associated with inadequate air quality in cleanrooms is indeed an
increased risk of contamination. Cleanrooms are designed to minimize the introduction,
generation, and retention of airborne particles as well as to control other environmental
factors such as temperature and humidity. Proper air quality is essential to maintain the
sterility of compounded sterile preparations. When air quality is not adequately
controlled, there is a higher likelihood of contaminants entering the cleanroom
environment.   This can result in particulate contamination from various sources,
including personnel, equipment, and the environment itself. In a cleanroom where sterile
products are prepared, any contamination can lead to unsafe medications and potentially
harm patients. Furthermore, increased contamination can necessitate more frequent
cleaning and validation processes, which can affect overall operational efficiency and
safety standards.  While other aspects like equipment lifespan, utility costs, and workflow
efficiency are important considerations in a cleanroom environment, they are secondary
to the critical aspect of preventing contamination. Not maintaining proper air quality can
jeopardize medication safety and efficacy, making it the most significant risk in the
context of compounded sterile preparations.

10. What role does labeling play in compartmentalized sterile
preparations?
A. It is mainly for aesthetic purposes
B. It provides essential information for safe administration
C. It is optional and can be skipped
D. It serves no real purpose

Labeling in compartmentalized sterile preparations serves a critical function by
providing essential information that ensures the safe administration of medications.
Proper labeling communicates vital details such as the name of the preparation, dosage,
route of administration, expiration date, and any special storage conditions or warnings
regarding the medication. This information is crucial for healthcare providers to confirm
the correct medication is administered to the right patient, in the correct dose, and via
the appropriate method, minimizing the risk of errors and adverse reactions.  The
effectiveness of sterile preparations relies not only on the technical aspects of their
creation but also on the clarity and accuracy of their labeling. A well-structured label
supports safe medication practices and adherence to regulatory and safety standards
within healthcare settings. In situations where multiple preparations may look similar, a
clear and comprehensive label becomes even more significant in preventing potential
mix-ups.  Overall, the labeling process is integral to patient safety and the efficient
functioning of healthcare services.
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