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Neuromuscular Blockers without Vial Cap Warning and Double Strength Propofol

ISMP Warns about Medication Safety
Issues with Drug Shortage Replacement Products
Horsham, Pa. — The Institute for Safe Medication Practices (ISMP) is alerting the healthcare
community about potential safety issues with critical care drug products being introduced in the
U.S. to ease shortages due to the COVID-19 pandemic. Practitioners should be prepared to take
extra precautions with vials of neuromuscular blocking agents without the usual “Warning:
Paralyzing Agent” statement required on vial caps and a propofol product that has double the
concentration of what is available in the U.S.

The Food and Drug Administration (FDA) has allowed temporary manufacture of some
neuromuscular blocking agents without the required vial cap warning, which may make them
look more like other medications in similar size vials and cap colors. Neuromuscular blocking
agents are considered high-alert medications because of their well-documented history of
causing catastrophic injuries or death when used in error. ISMP believes awareness about the
absence of the usual warning statement is critically important, as well as safe handling.

These products may be stocked in locations outside of the operating area and intensive care units,
so it is important for hospitals and health systems to examine areas where they might be stored,
determine the likelihood of product confusion/mix-ups, and educate clinical staff. ISMP also
recommends that organizations immediately affix an auxiliary label noting “Warning: Paralyzing
Agent” on the vial caps. For more ISMP safety recommendations regarding neuromuscular
blockers without vial cap warnings, visit: https://ismp.org/node/18346.
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This month, U.S. marketing of an overseas propofol product, PROPOVEN 2%, is scheduled to
begin under an emergency use authorization (EUA) that limits use to maintaining sedation in
patients requiring ventilation in an intensive care unit during the COVID-19 pandemic. Propoven
2% contains the same active ingredient as FDA-approved DIPRIVAN, however, Propoven 2%
contains double the propofol concentration (20 mg/mL vs 10 mg/mL). The fact that it is double
the usual concentration may lead to overdoses if practitioners are unaware.

ISMP recommends that Propoven 2% be carefully reviewed by an interdisciplinary committee
including pharmacy, nursing, medical, anesthesia, critical care, and ambulatory care
representatives prior to use. All critical care prescribers, nurses working in critical care units, and
anesthesia providers should be alerted to the double concentration. Warning stickers about the
concentration should be applied immediately upon receipt of the product in the pharmacy so that
each container is labeled prior to storage and distribution. Updates to electronic drug databases
as well as smart infusion pump drug libraries also will be necessary, as typical infusion rates for
propofol 1% will need to be halved with Propoven 2%. For additional ISMP safety
recommendations as well as a wall chart that compares Propoven 2% to Diprivan, visit:
https://ismp.org/acute-care/special-edition-medication-safety-alert-may-14-2020/covid-19.

About the Institute for Safe Medication Practices
The Institute for Safe Medication Practices (ISMP) is the only 501c (3) nonprofit organization devoted entirely to
preventing medication errors. ISMP is known and respected as the gold standard for medication safety information.
For more than 25 years, it also has served as a vital force for progress. ISMP’s advocacy work alone has resulted in
numerous necessary changes in clinical practice, public policy, and drug labeling and packaging. Among its many
initiatives, ISMP runs the only national voluntary practitioner medication error reporting program, publishes
newsletters with real-time error information read and trusted throughout the global healthcare community, and offers
a wide range of unique educational programs, tools, and guidelines. In 2020, ISMP formally affiliated with ECRI to
create one of the largest healthcare quality and safety entities in the world. As an independent watchdog
organization, ISMP receives no advertising revenue and depends entirely on charitable donations, educational
grants, newsletter subscriptions, and volunteer efforts to pursue its life-saving work. Learn more at www.ismp.org.
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