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The FDA announced that it is requesting revisions to the information about use in pregnancy in the
prescribing information of the entire class of statin medicines. These changes include removing the
contraindication against using these medicines in all pregnant patients. A contraindication is FDA’s
strongest warning and is only added when a medicine should not be used because the risk clearly
outweighs any possible benefit. Because the benefits of statins may include prevention of serious or
potentially fatal events in a small group of very high-risk pregnant patients, contraindicating these
drugs in all pregnant women is not appropriate.

RECOMMENDATIONS

1. Patients: Patients taking statins should notify their health care professionals if they become
pregnant or suspect they are pregnant. Your health care professional will be able to advise
whether you should stop taking the medicine during pregnancy and whether you may stop
your statin temporarily while breastfeeding. Patients who are at high risk of heart attack or
stroke who require statins after giving birth should not breastfeed and should use alternatives
such as infant formula.

2. Health Care Professionals: Health care professionals should discontinue statin therapy
in most pregnant patients, or they can consider the ongoing therapeutic needs of the
individual patient, particularly those at very high risk for cardiovascular events during
pregnancy. Because of the chronic nature of cardiovascular disease, treatment of
hyperlipidemia is not generally necessary during pregnancy. Discuss with patients whether
they may discontinue statins temporarily while breastfeeding. Advise those who require a
statin because of their cardiovascular risk that breastfeeding is not recommended because
the medicine may pass into breast milk.

3. Expect patients to visit your pharmacy asking for information on this safety issue and prepare
your pharmacy staff on how to handle the situation.
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Statins: Drug Safety Communication - FDA Requests Removal of Strongest Warning
Against Using Cholesterol-lowering Statins during Pregnancy

[Posted 07/20/2021]

AUDIENCE: Patient, Health Professional, OBGYN, Cardiology, Endocrinology, Pharmacy

ISSUE: The FDA is requesting revisions to the information about use in pregnancy in the prescribing
information of the entire class of statin medicines. These changes include removing the
contraindication against using these medicines in all pregnant patients. A contraindication is FDA's
strongest warning and is only added when a medicine should not be used because the risk clearly
outweighs any possible benefit. Because the benefits of statins may include prevention of serious or
potentially fatal events in a small group of very high-risk pregnant patients, contraindicating these
drugs in all pregnant women is not appropriate.

FDA expects removing the contraindication will enable health care professionals and patients to
make individual decisions about benefit and risk, especially for those at very high risk of heart
attack or stroke. This includes patients with homozygous familial hypercholesterolemia and those
who have previously had a heart attack or stroke.

BACKGROUND: Statins are a class of prescription medicines that have been used for decades to
lower low-density lipoprotein (LDL-C or “bad”) cholesterol in the blood. Medicines in the statin class
include atorvastatin, fluvastatin, lovastatin, pitavastatin, pravastatin, rosuvastatin, and simvastatin.

RECOMMENDATIONS:

o Patients: Patients taking statins should notify their health care professionals if they become
pregnant or suspect they are pregnant. Your health care professional will be able to advise
whether you should stop taking the medicine during pregnancy and whether you may stop
your statin temporarily while breastfeeding. Patients who are at high risk of heart attack or
stroke who require statins after giving birth should not breastfeed and should use alternatives
such as infant formula.

o Health Care Professionals: Health care professionals should discontinue statin therapy
in most pregnant patients, or they can consider the ongoing therapeutic needs of the
individual patient, particularly those at very high risk for cardiovascular events during
pregnancy. Because of the chronic nature of cardiovascular disease, treatment of
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hyperlipidemia is not generally necessary during pregnancy. Discuss with patients whether
they may discontinue statins temporarily while breastfeeding. Advise those who require a
statin because of their cardiovascular risk that breastfeeding is not recommended because
the medicine may pass into breast milk.

The FDA hopes the revised language in the prescribing information will help reassure health
care professionals that statins are safe to prescribe in patients who can become pregnant,
and help them reassure patients with unintended statin exposure in early pregnancy or
before pregnancy is recognized that the medicine is unlikely to harm the unborn baby.

Health care professionals and patients are encouraged to report adverse events or side effects
related to the use of these products to the FDA's MedWatch Safety Information and Adverse Event
Reporting Program:

o Complete and submit the report online.

e Download form or call 1-800-332-1088 to request a reporting form, then complete and
return to the address on form, or submit by fax to 1-800-FDA-0178.
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