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FDA Drug Safety Communication: Updated drug labels for
pioglitazone-containing medicines

This update provides a follow-up to the Drug Safety Communication: Update to ongoing safety review of Actos
(pioglitazone) and increased risk of bladder cancer issued on 6/15/2011.

[8-4-2011] The U.S. Food and Drug Administration (FDA) is informing the public that the Agency has
approved updated drug labels for the pioglitazone-containing medicines to include safety information that the
use of pioglitazone for more than one year may be associated with an increased riskjof bladder cancer. FDA
previously communicated these labeling changes to the public on June 15, 2011 ( '&Safety Communication).

\\&

The updated drug labels recommend that healthcare professionals should:

# Not use pioglitazone in patients with active bladder cancer.
= Use pioglitazone with caution in patients with a prior history of blad

The updated drug labels recommend that patients should: Q

» Contact their healthcare professional if they experience any sign of blood in the urine or a red color in the
urine or other symptoms such as new or worsening ufi rgency or pain on urination since starting
pioglitazone, as these may be due to bladder cancer.

°
Healthcare professionals and patients can a%@é{he latest drug labels for pioglitazone-containing medicines

at: o
Actos (pioglitazone) . \&0

Actoplus Met (pioglitazone/metforr@)
Actoplus Met XR (pioglitazon

Duetact (pioglitazone/gliQp\ﬂ e)

nformation

‘ormin extended-release)

Relat

X rug Safety Communication: Update to ongoing safety review of Actos
ioglitazone) and increased risk of bladder cancer
\ 6/15/2011

(b ® Pioglitazone (marketed as Actos, Actoplus Met, and Duetact) Information

# Comunicado de la FDA sobre la seguridad de los medicamentos:
Actualizacion de las etiquetas de los medicamentos que contienen
pioglitazona

Labeling and Regulatory History from Drugs@FDA

# Pioglitazone HCL (marketed as Actos) Prescribing and Labeling Information

# Pioglitazone HCI and Metformin HCI (marketed as Actos Met) Prescribing and
Labeling Information

# Pioglitazone HCI and Metformin HCl(marketed as Actos Met XR) Prescribing
and Labeling Information

# Pioglitazone HCI and Glimepride(marketed as Duetact) Prescribing and
Labeling Information

http://www.fda.gov/drugs/drugsafety/ucm266555.htm[6/16/2014 3:05:46 PM]
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Contact FDA

1-800-332-1088

1-800-FDA-0178 Fax

Report a Serious Problem

MedWatch Online

Regular Mail: Use postage-paid FDA Form 3500
Mail to: MedWatch 5600 Fishers Lane

Rockville, MD 20857
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Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.
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