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RE: Expired DuoDote and Atropen Auto-injectors

The following is a current EMS Agency policy on the use of expired medications:

Expired medications may not be used, with the exception of DuoDote and Atropen. When auto-
injectors are unavailable for replacement, DuoDote and Atropen auto-injectors may be used up
to five years past their expiration dates. Auto-injectors must be intact, sealed and have been
stored under reasonable conditions.

* * *

This is a good opportunity to present information regarding expired medications in general. However,
please keep in mind only DuoDote and Atropen auto-injectors may be used past their expiration
dates.

Safety. There are no published reports of human toxicity due to ingestion, injection or topical
application of current drug formulations after their expiration date. The only reported exception to date
was renal tubular damage occurring after the use of degraded tetracycline in a formulation that is no
longer available.

Expiration Date. The expiration date on the manufacturer’s package is based on the stability of the
drug in its original sealed container. The date does not necessarily mean that the drug was found to be
unstable after a longer period; it means only that real-time data or extrapolations from accelerated
degradation studies indicate that the drug in the closed container will still be stable at that date. Most
drug products have a labeled shelf-life of one to five years, but once the original container is opened
for use or dispensing, the expiration date on the container no longer applies.

Stability. Data from the Department of Defense/FDA Shelf Life Extension Program, which tests the
stability of drug products past their expiration date, has shown that 2650 (88%) of 3005 lots of 122
different drug products stored in their unopened original containers remained stable for an average of
66 months after their original expiration date.

Liquid Drugs. Solutions and suspensions are generally not as stable as solid dosage forms. In one
report, however, four outdated atropine samples (three from solutions up to 12 years past expiration
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and one from a World War ll-era auto-injector) were all found to contain significant amounts of the
drug.® Suspensions are especially susceptible to freezing.

Conclusion. When no suitable alternative is available, and there is no indication that they are unsafe,
outdated drugs may be effective. How much of their potency they retain varies with the drug, the lot
and the storage conditions, especially humidity, but many drugs stored under reasonable conditions in
their original unopened containers retain 90% of their potency for at least 5 years after the expiration
date on the label, and sometimes much longer. Given the safety of the medications, there is no
downside to auto-injecting if the need arises.

I hope this helps to answer any confusion regarding expired DuoDote and Atropen auto-injectors
specifically, and why it is acceptable to use them. For further information, I have included a list of
references below.
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