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Introduction

Preparing for a certification exam can feel overwhelming, but with the
right tools, it becomes an opportunity to build confidence, sharpen your
skills, and move one step closer to your goals. At Examzify, we believe
that effective exam preparation isn’t just about memorization, it’s about
understanding the material, identifying knowledge gaps, and building
the test-taking strategies that lead to success.

This guide was designed to help you do exactly that.

Whether you’re preparing for a licensing exam, professional
certification, or entry-level qualification, this book offers structured
practice to reinforce key concepts. You’ll find a wide range of
multiple-choice questions, each followed by clear explanations to help
you understand not just the right answer, but why it’s correct.

The content in this guide is based on real-world exam objectives and
aligned with the types of questions and topics commonly found on
official tests. It’s ideal for learners who want to:

¢ Practice answering questions under realistic conditions,
e Improve accuracy and speed,

* Review explanations to strengthen weak areas, and

e Approach the exam with greater confidence.

We recommend using this book not as a stand-alone study tool, but
alongside other resources like flashcards, textbooks, or hands-on
training. For best results, we recommend working through each
question, reflecting on the explanation provided, and revisiting the
topics that challenge you most.

Remember: successful test preparation isn’t about getting every question
right the first time, it’s about learning from your mistakes and improving
over time. Stay focused, trust the process, and know that every page you
turn brings you closer to success.

Let’s begin.
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How to Use This Guide

This guide is designed to help you study more effectively and approach
your exam with confidence. Whether you're reviewing for the first time
or doing a final refresh, here’s how to get the most out of your Examzify
study guide:

1. Start with a Diagnostic Review

Skim through the questions to get a sense of what you know and what
you need to focus on. Your goal is to identify knowledge gaps early.

2. Study in Short, Focused Sessions

Break your study time into manageable blocks (e.g. 30 - 45 minutes).
Review a handful of questions, reflect on the explanations.

3. Learn from the Explanations

After answering a question, always read the explanation, even if you got
it right. It reinforces key points, corrects misunderstandings, and
teaches subtle distinctions between similar answers.

4. Track Your Progress

Use bookmarks or notes (if reading digitally) to mark difficult questions.
Revisit these regularly and track improvements over time.

5. Simulate the Real Exam

Once you're comfortable, try taking a full set of questions without
pausing. Set a timer and simulate test-day conditions to build confidence
and time management skills.

6. Repeat and Review

Don’t just study once, repetition builds retention. Re-attempt questions
after a few days and revisit explanations to reinforce learning. Pair this
guide with other Examzify tools like flashcards, and digital practice tests
to strengthen your preparation across formats.

There’s no single right way to study, but consistent, thoughtful effort
always wins. Use this guide flexibly, adapt the tips above to fit your pace
and learning style. You've got this!
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Questions




1. How long must annual and routine maintenance reports be
kept on file?

A. For one year

B. For the lifetime of the equipment
C. For a minimum of five years

D. Indefinitely, without exception

2. What is the main purpose of USP 797?
A. Establish standards for sterile compounding
B. Provide guidelines for non-sterile compounds
C. Ensure medication pricing is standardized
D. Regulate over-the-counter drugs

3. How often should environmental monitoring be performed
in compounding areas as per USP 797?

A. Every month regardless of workflow

B. On a regular schedule determined by the quality assurance
program

C. Only when new staff members are trained
D. Annually to comply with basic standards

4. What is considered a "critical site" in the context of
compounding?
A. A place where marketing strategies are developed
B. A location where compounded preparations are created
C. A part of the cleanroom where sterile products are processed
D. A storage area for compounded medications

5. Who is ultimately responsible for the proper packaging,
handling, transport, and storage of CSPs?

A. Technician

B. Pharmacist

C. Quality control officer
D. Clinical staff
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6. Which statement is true regarding the necessity for
auxiliary labels on CSPs?

A. Always required regardless of the situation
B. Not required at all

C. Necessary only for specific medications

D. Discretionary based on pharmacy policy

7. Who should be responsible for following and enforcing
SOPs in sterile compounding?

A. Only the pharmacy manager

B. All personnel involved in the compounding process
C. Only trained pharmacists

D. No one, as SOPs are not mandatory

8. If a laminar airflow workbench is turned off between

aseptic processing sessions, how long should it run before it
is used?

A. 15 minutes
B. 30 minutes
C. 45 minutes
D. 60 minutes

9. Sterile ingredients, components, devices, and mixtures are
exposed to air quality inferior to which ISO class?

A. ISO Class 3
B. ISO Class 5
C. ISO Class 7
D. ISO Class 9

10. Can adverse event reports be filed without a specific time
frame?

A. Yes, as long as they are documented properly
B. No, a time frame is always required

C. Only under extreme circumstances

D. Yes, but only for internal use
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Explanations




1. How long must annual and routine maintenance reports be
kept on file?

A. For one year

B. For the lifetime of the equipment
C. For a minimum of five years

D. Indefinitely, without exception

The requirement to retain annual and routine maintenance reports for the lifetime of the
equipment is grounded in the necessity for thorough documentation and accountability
in sterile compounding environments. This practice ensures that all maintenance
performed on the equipment can be traced back accurately for quality assurance,
regulatory compliance, and safety evaluations. Keeping these reports for the entire
lifetime of the equipment allows facilities to have a complete history of the equipment's
performance and any issues that may have arisen over time. This thorough
documentation can be pivotal during inspections or audits, where demonstrating that all
maintenance protocols have been followed properly can impact regulatory compliance
evaluations. Additionally, in the event of malfunction or failure of the equipment, having
an extensive maintenance history can aid in diagnosing problems and improving
practices that enhance the longevity and safety of the equipment utilized in sterile
processing.

2. What is the main purpose of USP 797?

A. Establish standards for sterile compounding
B. Provide guidelines for non-sterile compounds

C. Ensure medication pricing is standardized
D. Regulate over-the-counter drugs

The main purpose of USP 797 is to establish standards for sterile compounding. This set
of guidelines is crucial for ensuring the safety and effectiveness of compounded sterile
preparations (CSPs). By creating a structured framework, USP 797 aims to minimize the
risks of microbial contamination, excessive chemical or physical contamination, and
incorrect strength or dosage of medications. The guidelines encompass various aspects
of sterile compounding, including the environments where compounding occurs, the
training and qualifications of personnel, and the procedures for preparing and handling
sterile products. Adhering to these standards is essential for healthcare facilities and
pharmacists to protect patient safety and ensure high-quality pharmaceutical care.
While the other options address different areas of pharmacy practice, they do not pertain
directly to the fundamental intent of USP 797. For instance, guidelines for non-sterile
compounds fall under different standards, medication pricing is related to economic
aspects rather than compounding practices, and over-the-counter drug regulation is
covered by separate regulations that focus on non-prescription medication safety and
labeling.
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3. How often should environmental monitoring be performed
in compounding areas as per USP 797?

A. Every month regardless of workflow

B. On a regular schedule determined by the quality assurance
program

C. Only when new staff members are trained
D. Annually to comply with basic standards

Environmental monitoring in compounding areas, as per USP 797, should be performed
on a regular schedule determined by the quality assurance program. This approach
allows the facility to tailor the monitoring frequency based on specific risks associated
with their compounding activities, workflow patterns, and overall sterile compounding
practices. By utilizing a quality assurance program, facilities can ensure that monitoring
is comprehensive and responsive to changes in the environment, processes, or staff,
which is critical for maintaining sterility and patient safety. Regularly scheduled
monitoring helps identify potential contamination sources or trends over time,
facilitating timely interventions to maintain compliance with established standards. The
adaptability of this method allows for increased scrutiny during high-volume periods or
following significant changes in the compounding process while still ensuring oversight
during quieter times. Establishing a specific frequency based solely on rigid parameters
or only in response to training or compliance needs would not adequately address the
dynamic nature of compounding environments, emphasizing the importance of a tailored
approach in maintaining sterile conditions.

4. What is considered a "critical site" in the context of
compounding?

A. A place where marketing strategies are developed
B. A location where compounded preparations are created

C. A part of the cleanroom where sterile products are processed
D. A storage area for compounded medications

A "critical site" is defined as any location or component that exposes a compound to
potential contamination and therefore must be handled with strict adherence to aseptic
techniques. In the context of compounding, this typically refers to areas within a
cleanroom environment where sterile products are manipulated. These critical sites
include the surfaces of sterile equipment and devices, the connections on sterile
containers, and areas where sterile components are directly interfaced with non-sterile
substances. By maintaining stringent controls and practices in these locations, the risk
of introducing pathogens or particulates into compounded sterile preparations is
minimized. This is vital for ensuring patient safety and adherence to regulatory
standards outlined in USP 797. Other options described do not fit the definition of a
critical site within sterile compounding. For example, developing marketing strategies
involves no risk of contamination related to the compounding process, and while the
location where compounded preparations are created may be important, it's the specific
areas and surfaces during the preparation that are highlighted as critical. Lastly, storing
compounded medications does not expose them to risks associated with contamination
during the compounding process itself.
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5. Who is ultimately responsible for the proper packaging,
handling, transport, and storage of CSPs?

A. Technician
B. Pharmacist

C. Quality control officer
D. Clinical staff

The pharmacist is ultimately responsible for the proper packaging, handling, transport,
and storage of Compounded Sterile Preparations (CSPs). This responsibility stems from
the pharmacist's role in ensuring patient safety and the integrity of the compounded
products. As the licensed healthcare professional who oversees the compounding
process, the pharmacist is tasked with verifying that all procedures comply with
regulatory standards, including the guidelines set forth by USP 797. The pharmacist is
trained to understand the complexities of sterile compounding and is accountable for
ensuring that CSPs are prepared in a controlled environment, are properly labeled, and
are stored and transported under conditions that maintain their sterility and efficacy. By
overseeing these processes, the pharmacist assures that the final product meets the
required quality standards before it is dispensed to patients. While technicians and
other clinical staff members play essential roles in the compounding process, it is the
pharmacist who holds the ultimate responsibility for the safety and quality of CSPs.
Quality control officers may monitor processes and conduct inspections, but they do not
directly oversee the preparation and dispensing of medications. Therefore, the
pharmacist's role encapsulates both the accountability and authority necessary for
maintaining high standards in the handling of CSPs.

6. Which statement is true regarding the necessity for
auxiliary labels on CSPs?

A. Always required regardless of the situation
B. Not required at all

C. Necessary only for specific medications
D. Discretionary based on pharmacy policy

The statement that auxiliary labels on Compounded Sterile Preparations (CSPs) are not
required at all is misleading. In practice, auxiliary labels serve an important role in
providing critical information for the safe handling and administration of CSPs. These
labels can warn of potential side effects, administration routes, storage conditions, and
compatibility issues, ensuring that end users are well-informed about the medication
they are handling. CSPs may contain specific instructions or requirements based on the
drug composition, patient needs, or specific protocols followed within healthcare
settings. Therefore, the true necessity of auxiliary labels is to enhance patient safety and
medication effectiveness. While some medications might not require such labels, the
practice within the industry recognizes that they are often necessary to help prevent
medication errors and ensure proper use. It is essential for pharmacies to evaluate the
need for auxiliary labels on a case-by-case basis rather than dismissing their importance
completely. This consideration aligns with best practices in pharmacy to promote patient
safety and effective medication delivery.
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7. Who should be responsible for following and enforcing
SOPs in sterile compounding?

A. Only the pharmacy manager

B. All personnel involved in the compounding process
C. Only trained pharmacists

D. No one, as SOPs are not mandatory

The responsibility for following and enforcing standard operating procedures (SOPs) in
sterile compounding rests with all personnel involved in the compounding process. This
inclusive approach ensures that everyone who participates in the compounding
environment understands and adheres to established protocols, promoting overall safety
and quality in sterile preparations. When all staff members, regardless of their specific
roles or titles, engage in compliance with SOPs, it creates a comprehensive culture of
safety and accountability. Each person contributes to minimizing risks of contamination
and ensuring that products meet quality standards. Moreover, this shared responsibility
helps to foster teamwork and enhances communication among staff, as everyone remains
vigilant and aware of their role in maintaining compliance. In contrast, limiting
responsibility to only a pharmacy manager or specific individuals could lead to gaps in
adherence and oversight, as those outside of management or specific roles may
inadvertently bypass critical procedures. Additionally, the idea that SOPs are not
mandatory undermines the regulatory framework established by entities such as the USP,
which set standards to ensure patient safety and product integrity. Therefore,
emphasizing that all personnel are responsible for SOP compliance cultivates a proactive
approach to sterile compounding within the pharmacy environment.

8. If a laminar airflow workbench is turned off between

aseptic processing sessions, how long should it run before it
is used?

A. 15 minutes
B. 30 minutes
C. 45 minutes
D. 60 minutes

When a laminar airflow workbench is turned off between aseptic processing sessions, it is
essential to allow the unit to run for a specific duration before reuse to ensure proper air
quality and safe working conditions. The recommended duration for the workbench to
run before it is used again is 30 minutes. This timeframe allows the airflow system to
reach optimal performance and air velocity, helping to effectively remove airborne
contaminants and create a sterile environment. Continuous airflow helps maintain the
clean air that is necessary to protect sterile preparations from possible microbial
contamination. Establishing a routine of allowing the laminar flow hood to run for this
duration not only aligns with safety protocols but also adheres to best practices in sterile
compounding. It accommodates the time needed for the unit to achieve the necessary
flow patterns that ensure air quality is restored after being temporarily turned off.
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9. Sterile ingredients, components, devices, and mixtures are
exposed to air quality inferior to which ISO class?

A. ISO Class 3
B. ISO Class 5
C. ISO Class 7
D. ISO Class 9

The correct choice is based on the standards set forth by USP 797, which governs sterile
compounding practices and ensures that compounded sterile preparations (CSPs) are
made in environments that minimize contamination risk. According to these regulations,
sterile ingredients, components, devices, and mixtures must be prepared in environments
that are at least ISO Class 5 or better. ISO Class 5 air quality sets a standard of no more
than 3,520 particles per cubic meter for particles greater than 0.5 microns in size. This
stringent limit helps to ensure that the risk of contamination is significantly reduced,
which is crucial for maintaining the sterility of compounded preparations. Environments
with air quality that is worse than ISO Class 5 allow for a higher concentration of
airborne contaminants, which increases the likelihood of introducing microbial or
particulate contamination into sterile products. In contrast, ISO Class 3, ISO Class 7,
and ISO Class 9 are all levels that have higher allowable particle counts than ISO Class 5,
meaning that environments classified at those levels would not provide the necessary
sterility assurance required by USP 797. Thus, preparations should not be exposed to air
quality inferior to ISO Class 5 to maintain the integrity and safety of sterile products.

10. Can adverse event reports be filed without a specific time
frame?

A. Yes, as long as they are documented properly
B. No, a time frame is always required

C. Only under extreme circumstances
D. Yes, but only for internal use

The answer that indicates adverse event reports can be filed without a specific time
frame is grounded in the nature of documenting adverse events and focusing on the
importance of the information provided rather than a strict adherence to timing. While
prompt reporting is encouraged to ensure patient safety and facilitate effective
monitoring of drug safety, the regulations do allow for the submission of reports without
strictly enforced time frames, provided they are documented correctly. It is essential to
maintain accurate records and thorough details in the reports regardless of when they
are filed. This flexibility allows healthcare providers to focus on safety and quality
assurance rather than adhering to rigid timelines that might impede thorough
investigations. The critical aspect is that a complete understanding of adverse events is
captured, which prioritizes patient safety over administrative constraints. Other options
might imply unnecessary restrictions or conditions that limit the ability to report
essential data for safety evaluations. These suggestions do not align with the overarching
goal of ensuring that adverse event data is collected comprehensively to support ongoing
safety assessments.
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Next Steps

Congratulations on reaching the final section of this guide. You've taken
a meaningful step toward passing your certification exam and advancing
your career.

As you continue preparing, remember that consistent practice, review,
and self-reflection are key to success. Make time to revisit difficult
topics, simulate exam conditions, and track your progress along the way.

If you need help, have suggestions, or want to share feedback, we’d love
to hear from you. Reach out to our team at hello@examzify.com.

Or visit your dedicated course page for more study tools and resources:
https://usps797sterilecompounding.examzify.com

We wish you the very best on your exam journey. You've got this!
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