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e On December 20, 2018, the that fluoroquinolone antibiotics can increase the
occurrence of rare but serious events of ruptures or tears in the main artery of the body, called the
aorta. These tears, called aortic dissections, or ruptures of an aortic aneurysm can lead to
dangerous bleeding or even death.

¢ Fluoroquinolones that are available as brand or generic include ,
, and

is only available as a brand product.

— Fluoroquinolones hawve a place in therapy in the treatment of serious bacterial infections
which include certain types of bacterial pneumonia or intra-abdominal infections.

— Consult individual drug labels for specific indication recommendations.

— The safety updates only affect the oral and injectable fluoroquinolone formulations.

¢ Fluoroquinolones should not be used in patients at increased risk for aortic aneurysm unless there
are no other treatment options available.

— People at increased risk include those with a history of blockages or aneurysms (abnormal
bulges) of the aorta or other blood vessels, high blood pressure, certain genetic disorders
that involve blood vessel changes, and the elderly.

e A new warning about this risk will be added to the prescribing information and patient Medication
Guide for all fluoroquinolones.

o Patients should seek medical attention immediately if they experience sudden, severe, and constant
pain in the stomach, chest or back.

— Symptoms of an aortic aneurysm often do not show up until the aneurysm becomes large or
bursts, so any unusual side effects from taking fluoroquinolones should be reported to a
health care professional immediately.

— Before starting an antibiotic prescription, patients should inform their health care
professional if they have a history of aneurysms, blockages or hardening of the arteries,
high blood pressure, or genetic conditions such as Marfan syndrome or Ehlers-Danlos
syndrome.

e The FDA reviewed cases submitted to the and
four observational studies that showed an increased risk of aortic aneurysm or dissection associated
with fluoroquinolone use.

— The results of all four studies provide consistent evidence of an association between
fluoroquinolone use and aortic aneurysm or dissection.

— The underlying mechanism for this risk cannot be determined from these studies, and the
background risk of aortic aneurysm can vary depending on the population.

— The background risk has been estimated from nine aortic aneurysm events per 100,000
people per year in the general population to 300 aortic aneurysm events per 100,000 people
per year in individuals at highest risk.

— Because multiple studies showed higher rates of about twice the risk of aortic aneurysm
rupture and dissection in those taking fluoroquinolones, the FDA determined the warnings
were warranted to alert health care professionals and patients.
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https://www.fda.gov/Drugs/DrugSafety/ucm628753.htm
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=a1f01e8e-97e9-11de-b91d-553856d89593
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=888dc7f9-ad9c-4c00-8d50-8ddfd9bd27c0
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=888dc7f9-ad9c-4c00-8d50-8ddfd9bd27c0
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=4ab110e4-7b91-42aa-8052-f24cd79293f0
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=64b6763e-e6c6-4d7d-a0eb-e4bd6a5eed3a
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=1d19a6db-6da5-e7de-f929-2d18bdfa2cf5
https://dailymed.nlm.nih.gov/dailymed/drugInfo.cfm?setid=fb77637a-88d9-4aea-958f-e270030ce30d
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=medguide.page
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=medguide.page
https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/AdverseDrugEffects/ucm2007060.htm

o The FDA has previously communicated other safety issues associated with fluoroquinolones in July
2018 (significant decreases in blood sugar and certain mental health side effects), July 2016
(disabling side effects of the tendons, muscles, joints, nernves, and central nervous system), May
2016 (restricting use for certain uncomplicated infections), August 2013 (peripheral neuropathy), and
July 2008 (tendinitis and tendon rupture).
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