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You are being given this Fact Sheet because your
healthcare provider believes it is necessary to treat you
with a device, called an infusion pump, with the
controlled infusion of medications, nutrition, called total
parenteral nutrition or TPN, and/or other fluids.

This Fact Sheet contains information to help you
understand the benefits and risks of using infusion
pumps and infusion pump accessories (such as the
tubing and catheters that allow the pump to deliver
medication) for the controlled infusion of medications,
TPN, and/or other fluids. This Fact Sheet is specific to
infusion pumps and infusion pump accessories that were
authorized by FDA under an emergency use
authorization (EUA) for these devices available at
https://www.fda.gov/media/138057/download.

After reading this Fact Sheet, if you have questions or
would like to discuss the information provided, please
talk to your doctor, nurse, or other healthcare provide,

o For the most up to date information
COVID-19 please visit the CDC,
Coronavirus Disease 2019 (C
webpage:

o https://lwww.cdc.gov/COVID19
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For infusion pumps with remote monitoring or
remote manual control features or administration
sets and other infusion pump accessories with
increased length, maintaining a safe physical
distance between the clinician and patient affected
by COVID-19.

General webpage: https://www.cdc.gov/COVID19. In addition, please also contact your healthcare provider
with 2 estions/concerns.

e Have a problem with device performance? Report adverse events to MedWatch by submitting the online FDA
Form 3500 (https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home) or by calling 1-800-
FDA-1088.
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Potential risks of infusion pumps and infusion pump
accessories include:
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e Over or under delivery of therapy (especially
medications).

e Other infusion delivery error, including free flow,
line occlusion.
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e Have a problem with device performance? Report adverse events to MedWatch by submitting the online FDA
Form 3500 (https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home) or by calling 1-800-
FDA-1088.
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