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1. What is the BUD for syrups and suspensions of antibiotics
stored at room temperature?
A. One week
B. Two weeks at 4°C
C. One week at 4°C
D. Two weeks at room temperature

2. How should the exhaust air be managed when using a
Compounding Aseptic Containment Isolator?
A. It should be released back into the room
B. It should be filtered and recirculated
C. It should be directed to an outside ventilation system
D. It should be vented into a fume hood

3. What are plastics in the context of compounded sterile
preparations?
A. Uniformly dense materials
B. Polymers of varying density and characteristics
C. Single-use disposable containers only
D. Materials that block moisture completely

4. Which testing method is best for symmetric membrane
filters and small installations?
A. Bubble Point Test
B. Pressure Differentiation Test
C. Visual Inspection Test
D. Integrity Testing Method

5. Where are Category 1 CSPs typically prepared?
A. In a classified cleanroom
B. In an unclassified Segregated Compounding Area (SCA)
C. In a laminar flow hood only
D. In any designated sterile area
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6. When donning shoe covers, which foot should be covered
first?
A. Foot closest to the LOD
B. Foot farthest from the LOD
C. Right foot first
D. Left foot first

7. What type of materials are considered barrier films in drug
packaging?
A. Materials that have zero barrier to moisture
B. High barrier films that protect against moisture
C. Thin films that allow moisture to escape
D. Only biodegradable materials

8. What does C-PEC stand for in compounded sterile
preparations?
A. Containment Primary External Control
B. Containment Primary Engineering Control
C. Containment Secondary Engineering Control
D. Centralized Pharmacy Enhanced Compounding

9. What method is used in viable air sampling to collect
microorganisms?
A. Gravity filtration
B. Volumetric collection methods
C. Static sampling
D. Manual swabbing

10. What kind of items are considered for disposal in black
containers?
A. General waste
B. Hazardous waste
C. P listed drugs
D. Food waste
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1. A
2. C
3. B
4. A
5. B
6. A
7. B
8. B
9. B
10. C
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Explanations
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1. What is the BUD for syrups and suspensions of antibiotics
stored at room temperature?
A. One week
B. Two weeks at 4°C
C. One week at 4°C
D. Two weeks at room temperature

The best practice regarding the beyond-use date (BUD) for syrups and suspensions of
antibiotics stored at room temperature aligns with the guidance provided by
compounding standards. For most compounded sterile preparations, particularly for
antibiotics in liquid form like syrups and suspensions, the typical BUD when stored at
room temperature is one week. This time frame helps to ensure the stability and potency
of the medication while minimizing the risks of contamination and degradation that can
occur due to environmental factors like temperature fluctuations and microbial growth. 
In comparison, while options suggesting a two-week BUD may seem appealing for some
formulations, they typically apply to formulations under specific conditions, such as
refrigeration, where stability is enhanced. Understanding the specific storage
requirements and limitations is essential when compounding sterile preparations to
ensure patient safety and effective therapy. Therefore, maintaining a BUD of one week
for antibiotics in syrup or suspension form at room temperature is the appropriate
guideline to follow.

2. How should the exhaust air be managed when using a
Compounding Aseptic Containment Isolator?
A. It should be released back into the room
B. It should be filtered and recirculated
C. It should be directed to an outside ventilation system
D. It should be vented into a fume hood

The management of exhaust air in a Compounding Aseptic Containment Isolator (CACI)
is crucial for both safety and compliance with sterility standards. Directing the exhaust
air to an outside ventilation system is the appropriate method because it ensures that any
contaminants or hazardous materials are effectively removed from the environment. This
is especially important in compounding sterile preparations where the potential for
exposure to hazardous substances must be minimized to protect both healthcare workers
and patients.  In a CACI, the need to maintain a sterile and contaminant-free
environment is paramount. If the exhaust air were to be released back into the room or
filtered and recirculated, there would be a risk of contaminating the sterile area or
exposing personnel to hazardous compounds. Venting exhaust into a fume hood could be
misaligned with the operational design of the isolator since fume hoods are primarily
designed for handling volatile chemicals, not specifically for sterile compounding
processes.   By directing exhaust air to an external system, the isolator effectively keeps
both the compounding environment and the broader workspace safe from contamination.
This practice meets regulatory requirements and promotes best practices in sterile
compounding.
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3. What are plastics in the context of compounded sterile
preparations?
A. Uniformly dense materials
B. Polymers of varying density and characteristics
C. Single-use disposable containers only
D. Materials that block moisture completely

Plastics, in the context of compounded sterile preparations, refer to polymers that can
exhibit a wide range of densities and characteristics. This definition is crucial because
plastics used in pharmaceutical settings can be tailored for specific functions, such as
flexibility, durability, and barrier properties. Different types of plastics may be used to
create containers, syringes, IV bags, and other materials essential for sterile
compounding.  The diverse nature of plastics allows for the selection of materials that
meet specific regulatory requirements and perform effectively in maintaining the sterility
and stability of compounded preparations. The variability in density and physical
characteristics enables the use of plastics in a range of applications within compounded
sterile preparations, from packaging to the direct containment of sterile products. This is
particularly important when considering compatibility with active ingredients and the
storage conditions required for medications.

4. Which testing method is best for symmetric membrane
filters and small installations?
A. Bubble Point Test
B. Pressure Differentiation Test
C. Visual Inspection Test
D. Integrity Testing Method

The Bubble Point Test is considered the best testing method for symmetric membrane
filters and small installations due to its ability to provide accurate and reliable results
regarding the integrity of the filtration membrane. This test measures the pressure at
which bubbles are expelled from the wet membrane when submerged in a liquid,
indicating the size and integrity of the pores. A successful bubble point indicates that the
membrane is intact and functioning properly, which is critical in ensuring the sterility
and effectiveness of compounded sterile preparations.  This method is particularly
advantageous for small installations because it is relatively straightforward, requires
minimal equipment, and can be performed quickly, making it ideal for use in
compounding pharmacies and similar settings where time and resources may be
constrained.   While other methods like Pressure Differentiation Testing, Visual
Inspection Tests, and Integrity Testing Methods offer valuable insights into membrane
functionality, they may not provide the same level of specific and immediate results
regarding membrane integrity that the Bubble Point Test does.
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5. Where are Category 1 CSPs typically prepared?
A. In a classified cleanroom
B. In an unclassified Segregated Compounding Area (SCA)
C. In a laminar flow hood only
D. In any designated sterile area

Category 1 Compounded Sterile Preparations (CSPs) are typically prepared in an
unclassified Segregated Compounding Area (SCA). This type of environment is
specifically designed to limit the potential for microbial contamination while facilitating
the compounding of low-risk preparations. The SCA is required to maintain certain
environmental controls but does not have the stringent classification requirements of a
cleanroom.  An unclassified SCA allows for flexibility while still ensuring some level of
environmental integrity. Category 1 CSPs are low-risk preparations that do not require
the same level of sterility assurance as higher-risk preparations, which is why the SCA is
sufficient for their compounding needs. The SCA is designed to offer some protection
from contamination, making it suitable for preparing these types of sterile products.  In
contrast, a classified cleanroom is not the environment typically designated for Category
1 CSPs, as it is reserved for higher-risk sterile compounding requiring stringent
environmental controls. Laminar flow hoods, while essential, are specific pieces of
equipment that can be located within a cleanroom or an SCA. Additionally, preparing
CSPs in any designated sterile area does not accurately reflect the specific requirements
and guidelines outlined for the preparation of Category 1 CSPs, which

6. When donning shoe covers, which foot should be covered
first?
A. Foot closest to the LOD
B. Foot farthest from the LOD
C. Right foot first
D. Left foot first

When donning shoe covers, the foot closest to the line of demarcation (LOD) should be
covered first to minimize the risk of contamination. The line of demarcation is a physical
boundary that separates clean and potentially contaminated areas in a compounding
environment. By covering the foot closest to this boundary first, the technician ensures
that any pathogens or contaminants on the floor are not introduced into the clean area
when they step into the shoe cover.   This practice is grounded in infection control
principles, where the goal is to protect sterile environments from external contaminants.
Covering the foot closest to the line of demarcation first reduces the likelihood that the
unprotected foot will come into contact with surfaces that may compromise sterility.  
Emphasizing this methodical approach to gowning and handling sterile items is essential
for maintaining aseptic conditions in the preparation area, thereby ensuring patient
safety and the integrity of compounded sterile products.
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7. What type of materials are considered barrier films in drug
packaging?
A. Materials that have zero barrier to moisture
B. High barrier films that protect against moisture
C. Thin films that allow moisture to escape
D. Only biodegradable materials

High barrier films are specifically engineered to limit the permeation of moisture as well
as other environmental factors that can compromise the integrity of drug packaging.
These materials play a crucial role in ensuring the longevity and effectiveness of
pharmaceutical products by creating a protective barrier that maintains the stability and
potency of the drugs contained within.  Moisture can significantly affect the quality of
drugs, potentially leading to degradation or compromised efficacy. Therefore, selecting
materials that provide high barrier properties is vital in the pharmaceutical industry,
particularly for products that are sensitive to moisture. By utilizing high barrier films,
manufacturers can help ensure that medications remain effective and safe for the
duration of their intended shelf life.  In contrast, materials with zero moisture barriers,
thin films that allow moisture to escape, or biodegradable materials do not provide the
necessary protection against moisture and other environmental factors, which can
jeopardize the quality and safety of pharmaceuticals over time. Hence, the focus is on
high barrier films for optimal product protection in drug packaging.

8. What does C-PEC stand for in compounded sterile
preparations?
A. Containment Primary External Control
B. Containment Primary Engineering Control
C. Containment Secondary Engineering Control
D. Centralized Pharmacy Enhanced Compounding

The term C-PEC stands for Containment Primary Engineering Control, which refers to
the specialized physical environments designed to protect both the preparer and the
product from contamination. C-PECs are essential in the manufacturing of compounded
sterile preparations, particularly when handling hazardous drugs. They include devices
and areas such as laminar flow hoods and biological safety cabinets.  The focus of C-PECs
is to maintain sterility and protect against potentially hazardous exposure, making them
critical in ensuring safety and compliance with regulations governing sterile
compounding. Understanding that "primary" refers to the main source of containment
within the compounding area illustrates its importance in the sterile compounding
process. Additionally, recognizing these controls as "engineering" emphasizes that they
involve built-in protective measures as opposed to mere procedural safeguards.
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9. What method is used in viable air sampling to collect
microorganisms?
A. Gravity filtration
B. Volumetric collection methods
C. Static sampling
D. Manual swabbing

Volumetric collection methods are employed in viable air sampling to collect
microorganisms because they allow for the accurate measurement of air volumes and the
capture of airborne particles. This method typically involves the use of a device that pulls
a defined volume of air through a culture medium, such as a petri dish containing a
suitable growth medium. As the air passes through, it can entrain microorganisms
present in the air. This method is particularly effective for assessing microbial
contamination levels in controlled environments, such as cleanrooms or sterile
compounding areas.   Other sampling methods, such as static sampling or swabbing,
might not provide the same level of quantitative data or might be better suited for
different contexts. Static sampling, for example, can be less reliable for differentiating
specific airborne microorganisms because it does not actively draw a volume of air
through a medium in the same way that volumetric methods do. Similarly, manual
swabbing captures microorganisms from surfaces rather than the air and is not designed
for assessing airborne microbial contamination. Gravity filtration is also not commonly
used for viable air sampling, as it relates more to liquid filtration processes.

10. What kind of items are considered for disposal in black
containers?
A. General waste
B. Hazardous waste
C. P listed drugs
D. Food waste

The correct answer pertains to the disposal of P listed drugs, which are classified as
hazardous waste. P listed drugs, also known as acutely hazardous substances, are a
specific category of pharmaceutical waste that is subject to strict regulations due to their
toxicity and potential for harm to health and the environment.   Disposing of P listed
drugs in black containers is essential because it ensures that these substances are
managed appropriately to prevent accidental exposure or environmental contamination.
Black containers are typically designated for the disposal of such hazardous materials,
separately from other types of waste, to facilitate safe handling and compliance with
regulatory requirements.  The other types of waste, such as general waste, hazardous
waste outside of the P list, and food waste, have different disposal protocols and may not
require the same level of protective measures as P listed drugs. Understanding the
specific disposal requirements for each type of waste is crucial for maintaining safety and
compliance in healthcare settings.
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