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The Importance of Maintaining Proper Storage Temperatures

Proper vaccine storage and handling are important factors in preventing and eradicating vaccine-
preventable diseases. Yet, each year, storage and handling errors result in revaccination of many
patients and significant financial loss due to wasted vaccines. Failure to store and handle vaccines
properly can reduce vaccine potency, resulting in inadequate immune responses in patients and poor
protection against disease. Patients can lose confidence in vaccines and providers if they require
revaccination because the vaccines they received may have been compromised.

Vaccines must be stored properly from the time they are manufactured until they are administered.
Potency is reduced every time a vaccine is exposed to an improper condition. This includes
overexposure to heat, cold, or light at any step in the cold chain. Once lost, potency cannot be
restored. Exposure to any inappropriate conditions can affect potency of any refrigerated vaccine, but
a single exposure to freezing temperatures (0° C [32° F] or colder) can actually destroy potency. Liquid
vaccines containing an adjuvant can permanently lose potency when exposed to freezing
temperatures. A break in the cold chain can mean extra doses for patients, increased costs for
providers, and damage to public confidence in vaccines. More importantly, patients refusing
revaccination can remain unprotected from serious, vaccine-preventable diseases.

Temperature Excursions

Temperature excursions (out of range temperatures) for any vaccine require immediate action. Any
temperature reading outside the recommended ranges in the manufacturers’ package insert is
considered a temperature excursion. In general, manufacturers analyze information about the
magnitude of the temperature excursion and the total amount of time that temperatures were out of
range, as well as information about the vaccine in question, to determine whether a vaccine is likely to
still be viable.

If there is any question about whether vaccines may have been exposed to an out-of-range
temperature because the unit became too cold or too hot, CDC recommends following the steps
identified in the Temperature Excursion Checklist below. Affected vaccines are to remain quarantined
until all steps in the Temperature Excursion Checklist have been completed.

Do not discard vaccines unless advised to do so by the manufacturer, vaccine coordinator, or person
completing the Temperature Excursion Checklist.
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Steps for Navigating a Temperature Excursion

1.

Quarantine impacted vaccines and notify staff to ensure impacted vaccines do NOT get
administered.

Immediately notify leadership and/or vaccine coordinator(s).

Label impacted vaccines “DO NOT USE” and place them in a separate container or in a separate
section of the storage unit (do NOT discard these vaccines).

The leader and/or vaccine coordinator should begin to document the event with the following
information:

Date and time the storage unit went out of range
Date and time the storage unit came back into range
Current storage unit temperature
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Minimum and Maximum temperatures reach during the time of the event (include how
long temperatures remained at the minimum and maximum temperature)

The total length of time the temperature was out of range
Name of the person completing the report and description of the event
General description of what happened
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Inventory of affected vaccines
List of items in the unit (including water bottles) other than vaccines.

j.  Any problems with the storage unit and/or affected vaccines before the event
k. Other relevant information

Follow internal policy guidance on how to appropriately adjust the temperature of a storage unit.
At a minimum, check the temperature monitoring probe to ensure it is appropriately placed in the
center of the storage unit.

Use the ‘Quality Control Phone Number’ List to contact vaccine manufacturers for guidance on
whether impacted vaccines are still viable and if they are what expiration date should be used. If
applicable, seek information about whether patients will need to be recalled for revaccination.

a. Be prepared to provide documentation about the event (e.g., temperature log data) to
ensure you receive the best guidance.

b. Obtain written documentation of the manufacturer’s guidance.

Complete a safety event(s) as appropriate.
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