-Revision Bulletin

Immediate-use CSPs are exempt from the re-
quirements described for Low-Risk Level CSPs
only when all of the following criteria are met:

1. The compounding process involves simple
transfer of not more than three commercially
manufactured packages- of sterile nonhazard-
ous products or diagnostic radiopharmaceuti-
cal products from the manufacturers’ original
containers and not more than two entries into
any one container or package (e.g., bag, vial)
of sterile infusion solution or administration
container/device. For example, anti-neoplas-
tics shall not be prepared as immediate-use
CSPs because they are hazardous drugs.

2.  Unless required for the preparation, the com-
pounding procedure is a continuous process
not to exceed 1 hour.

3. During preparation, aseptic technique is fol-
lowed and, if not immediately administered,
the fihished CSP is under continuous supervi-

sion to minimize the potential for contact with-

nonsterile surfaces, introduction of particulate
matter or biological fluids, mix-ups with other
CSPs, and direct contact of outside surfaces.

4. Administration begins not later than 1 hour
following the start of the preparation of the
CSP.

5. Unless immediately and completely adminis-
tered by the person who prepared it or im-
mediate and complete administration is wit-
nessed by the preparer, the CSP shall bear a
label listing patient identification information,
the names and amounts of all ingredients, the
name or initials of the person who prepared
the CSP, and the exact 1-hour BUD and time.

6. If administration has not begun within 1 hour
following the start of preparing the CSP, the
CSP shall be promptly, properly, and safely
discarded.

Compounding in worse than ISO Class 5 (see
Table I) conditions increases the likelihood of mi-
crobial contamination, and administration dura-
tions of microbially contaminated CSPs exceeding
a few hours increase the potential for clinically
significant microbial colonization and thus for pa-
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tient harm, especially in critically ill or immu-
nocompromised patients.

SINGLE-DOSE AND MULTIPLE-DOSE
CONTAINERS

Opened or needle-punctured single-dose con-
tainers, such as bags, bottles, syringes, and vials of
sterile products and CSPs shall be used within 1
hour if opened in worse than ISO Class 5 (see Ta-
ble 1) air -quality (see Immediate-Use CSPs), and
any rémaining contents must be discarded. Single-
dose vials exposed to ISO Class 5 (see Table 1) or
cleaner air may be used up to 6 hours after initial
needle puncture. Opened single-dose ampuls shall
not be stored for any time period. Multiple-dose
containers (e.g., vials) are formulated for removal
of portions on multiple occasions because they
usually contain antimicrobial preservatives. The
BUD after initially entering or opening (e.g., nee-
dle-punctured) multiple-dose containers-is 28 days
(see Antimicrobial Effectiveness Testing (51)) un-
less otherwise specified by the manufacturer.

" HAZARDOUS DRUGS AS CSPs

Although the potential therapeutic benefits of
compounded sterile hazardous drug preparations
generally outweigh the risks of their adverse ef-
fects in ill patients, exposed healthcare workers
risk similar adverse effects with no therapeutic
benefit. Occupational exposure to hazardous drugs
can result in (1) acute effects, such as skin rashes;
(2) chronic effects, including adverse reproductive
events; and (3) possibly cancer.

Hazardous drugs shall be prepared for adminis-
tration only under conditions that protect the
healthcare workers and other personnel in the
preparation and storage areas. Hazardous drugs
shall be stored separately from other inventory in a
manner to prevent contamination and personnel
exposure. Many hazardous drugs have sufficient
vapor pressures that allow volatilization at room
temperature; thus storage is preferably within a
containment area such as a negative pressure
room. The storage area should have sufficient gen-
eral exhaust ventilation, at least 12 air changes per
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