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FDA approves Boxed Warning about increased risk of blood
clots and death with higher dose of arthritis and ulcerative

colitis medicine tofacitinib (Xeljanz, Xeljanz XR)
FDA Drug Safety Communication







This is an update to the FDA Drug Safety Communication: Safety trial finds risk of blood
clots in the lungs and death with higher dose of tofacitinib (Xeljanz, Xeljanz XR) in
rheumatoid arthritis patients; FDA to investigate (/drugs/drug-safety-and-
availability/safety-trial-finds-risk-blood-clots-lungs-and-death-higher-dose-tofacitinib-
xeljanz-xeljanz-xr) issued on February 25, 2019.

Safety Announcement

en Español (/drugs/drug-safety-and-availability/la-fda-aprueba-un-recuadro-de-
advertencia-acerca-del-aumento-en-el-riesgo-de-coagulos-de-sangre-y)

Facts about tofacitinib (Xeljanz, Xeljanz XR)

Additional Information for Patients

FDA has approved new warnings about an increased risk of blood clots and death
with the 10 mg twice daily dose of tofacitinib (Xeljanz, Xeljanz XR).

Tofacitinib 10 mg twice daily is currently only approved for ulcerative colitis. This
dose is not approved or recommended for rheumatoid arthritis or psoriatic
arthritis.

The approved use of tofacitinib for ulcerative colitis will be limited to certain
patients who are not treated effectively or experience severe side effects with other
medicines called tumor necrosis factor (TNF) blockers. Examples of TNF blockers
include adalimumab, golimumab, and infliximab.

Inform your health care professional if you have a history of blood clots or heart
problems.

Stop taking tofacitinib and seek emergency medical attention right away if you
experience any unusual symptoms, including those that may signal a blood clot
such as:

Sudden shortness of breath

Chest pain that worsens with breathing

https://www.fda.gov/drugs/drug-safety-and-availability/safety-trial-finds-risk-blood-clots-lungs-and-death-higher-dose-tofacitinib-xeljanz-xeljanz-xr
https://www.fda.gov/drugs/drug-safety-and-availability/la-fda-aprueba-un-recuadro-de-advertencia-acerca-del-aumento-en-el-riesgo-de-coagulos-de-sangre-y


12/09/2019 FDA approves Boxed Warning about increased risk of blood clots and death with higher dose of arthritis and ulcerative colitis medic…

https://www.fda.gov/drugs/drug-safety-and-availability/fda-approves-boxed-warning-about-increased-risk-blood-clots-and-death-higher-dose-arthri… 2/3



Swelling of leg or arm

Leg pain or tenderness, or red or discolored skin in the painful or swollen leg
or arm

Blood clots can form in, or travel to the blood vessels in the brain, heart, kidneys,
lungs, and limbs. This can lead to heart attack, stroke, damage to the body's
organs, or even death. For more information about blood clots, visit Medline Plus:
Blood Clots (https://medlineplus.gov/bloodclots.html).

Do not stop taking tofacitinib without first talking to your health care professional,
as doing so can worsen your condition.

Read the patient Medication Guide
(https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?
event=medguide.page) every time you receive a prescription for tofacitinib. The
Medication Guide will be updated with this new or other important information
about your medicine. It explains the important things that you need to know.
These include the side effects, what the medicine is used for, how to take and store
it properly, and other things to watch out for when you are taking the medicine.

Talk to your health care professional if you have any questions or concerns about
tofacitinib.

To help FDA track safety issues with medicines, report side effects from tofacitinib
or other medicines to the FDA MedWatch program, using the information in the
"Contact FDA" box at the bottom of this page.

Additional Information for Health Care Professionals

Related Information
Medline Plus: Blood Clots (https://medlineplus.gov/bloodclots.html)

The FDA's Drug Review Process: Ensuring Drugs Are Safe and Effective (/drugs/drug-
information-consumers/fdas-drug-review-process-ensuring-drugs-are-safe-and-
effective)

Think It Through: Managing the Benefits and Risks of Medicines (/drugs/drug-
information-consumers/think-it-through-managing-benefits-and-risks-medicines)

Contact FDA
For More Info
855-543-DRUG (3784) and press 4
druginfo@fda.hhs.gov (mailto:druginfo@fda.hhs.gov)

https://medlineplus.gov/bloodclots.html
https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=medguide.page
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Report a Serious Problem to MedWatch
Complete and submit the report Online
(https://www.accessdata.fda.gov/scripts/medwatch/).
Download form (/about-fda/medwatch-consumer-voluntary-reporting-pdf) or call 1-800-
332-1088 to request a reporting form, then complete and return to the address on the pre-
addressed form, or submit by fax to 1-800-FDA-0178.

https://www.accessdata.fda.gov/scripts/medwatch/
https://www.fda.gov/about-fda/medwatch-consumer-voluntary-reporting-pdf

