
10/28/20, 9:19 AMFDA Warns that Using a Type of Pain and Fever Medication in Second Half of Pregnancy Could Lead to Complications | FDA

Page 1 of 3https://www.fda.gov/news-events/press-announcements/fda-warns-using…nd-fever-medication-second-half-pregnancy-could-lead-complications

FDA NEWS RELEASE

FDA Warns that Using a Type of Pain and
Fever Medication in Second Half of Pregnancy

Could Lead to Complications

For Immediate Release:

October 15, 2020

Español (/news-events/press-announcements/la-fda-advierte-que-el-uso-de-un-tipo-de-medicamento-para-el-dolor-y-la-Aebre-en-la-segunda-mitad)

The U.S. Food and Drug Administration announced today in a Drug
Safety Communication (/drugs/drug-safety-and-availability/fda-
recommends-avoiding-use-nsaids-pregnancy-20-weeks-or-later-
because-they-can-result-low-amniotic) that it is requiring labeling
changes for nonsteroidal anti-inflammatory drugs (NSAIDs). These
changes include new labeling to explain that if women take the
medications around 20 weeks or later in their pregnancy, the drugs can
cause rare but serious kidney problems in the unborn baby, which can
lead to low levels of amniotic fluid (the protective cushion surrounding
the unborn baby) and the potential for pregnancy-related complications.

NSAIDs include medicines such as ibuprofen, naproxen, diclofenac, and
celecoxib. People have taken these drugs for decades to treat pain and
fever from many medical conditions. There are both prescription and
over-the-counter (OTC) NSAIDs. The medications work by blocking the
production of certain chemicals in the body that cause inflammation.
Aspirin also is an NSAID; however, these recommendations do not apply
to the use of low-dose aspirin (81 mg). Low-dose aspirin may be an
important treatment for some women during pregnancy and should be
taken under the direction of a health care professional.

“It is important that women understand the benefits and risks
of the medications they may take over the course of their
pregnancy,” said Patrizia Cavazzoni, M.D., acting director of
FDA’s Center for Drug Evaluation and Research. “To this end,
the agency is using its regulatory authority to inform women
and their health care providers about the risks if NSAIDs are
used after around 20 weeks of pregnancy and beyond.”
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As noted in the Drug Safety Communication, the warning follows the
FDA’s review of the medical literature and cases reported to the agency
about low amniotic fluid levels or kidney problems in unborn babies
associated with NSAID use during pregnancy.

After about 20 weeks of pregnancy, the unborn baby’s kidneys begin
producing most of the amniotic fluid, so fetal kidney problems can cause
low levels of this fluid. Low levels of amniotic fluid, a condition known as
oligohydramnios, may be detected after taking the medicine for days or
weeks, but it may be detected as soon as two days after initiation of
regular NSAID use. This condition usually goes away if the pregnant
woman stops taking the NSAID.

For prescription NSAIDs, the FDA is requiring changes to the prescribing
information to describe the risk of kidney problems in unborn babies that
result in low amniotic fluid and to recommend that NSAID use be limited
between about 20 weeks to 30 weeks of pregnancy because of this risk.
Warnings to avoid taking NSAIDs after about 30 weeks of pregnancy are
already included in the prescribing information because taking these
medications during this time may lead to heart issues in the unborn baby.
If a health care provider believes NSAID use is necessary between about
20 and 30 weeks of pregnancy, use should be limited to the lowest
effective dose and shortest duration possible. The manufacturers of OTC
NSAIDs intended for adult use will also make similar updates to the Drug
Facts labels (/drugs/drug-information-consumers/otc-drug-facts-label).

Although certain health care providers treating pregnant women
generally know about the risk of low levels of amniotic fluid, the FDA is
communicating this information more broadly to educate other health
care professionals and pregnant women.

Health care professionals and patients should report side effects from
NSAIDs to the FDA’s MedWatch program (/safety/medwatch-fda-safety-
information-and-adverse-event-reporting-program/reporting-serious-
problems-fda).

The FDA, an agency within the U.S. Department of Health and Human
Services, protects the public health by assuring the safety, effectiveness,
and security of human and veterinary drugs, vaccines and other
biological products for human use, and medical devices. The agency also
is responsible for the safety and security of our nation’s food supply,
cosmetics, dietary supplements, products that give off electronic
radiation, and for regulating tobacco products.
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