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Pjoglitazone and· risk of bladder can_cer 

TGA advisory .. 

13 July 2011 

The TGA is advising .health professionals and consumers that use of the diabetes medicine, 

pioglitazon·e, for: more than a year may be associated with an increased risk of bladder 

cancer. 

This advice.ls partly.based on the resul~s of a study in.the United States indieating a possible 

· increas~ in bladder cancer risk among pat,ients taking pioglitazone for more than two years, 

comparecl with diabetes patients who are.not taking the medicine1
. The study found an 

increased risk of bladder cancer in patients with the longest·exposure to pioglitazone. The 

chance of developing bladder cancer in patients on pioglitazone for greater than 24 months 

was 1.4 times the chance in diabetic patients not on pioglitazone '. . 

This advice is also based on a preliminary. assessment of a recent study in . France which 

suggests a similarly increased risk of bladder cancer with pioglitazone treatment for more 

than one year. 

To put these results into conte_xt, one thing to consider is the 'normal' incid_ence of bladder 

cancer. lncidenc,e of bladder cancer varies from . group fo group, depending on ri.sk factors . . 
such as age, gender, cigarette smoking and occupational exposure to certain chemicals. The 

Australian Institute of Health and Welfare estimated there would .be around 2SOO new cases 

. of bladder cancer in Australia for .. 2010, about three-quarters in males2 
• 

The TGA is working with the sponsors of pioglitazon~ medicines to update the Product 

Information and Consume·r Medicine Information to include the results of the United State·s 

study. The sponsor of the Actos brand of pioglitazone has also written to health 

professionals advising them of the changes to the Pro'dui:t Information. 

Piogli~azone is under review by a number of international regulators. Pending the outcome 

of their reviews, regulatory agencies in France; Germ(lny and Mauritius have suspended the . 

use of pioglitazone; Other regulators in Europe (EMA) and the US (F.DA) and have issued 

safety statements. · 

Conclusion 

The TGA is undertaking a comprehensive review of the data from the French trial and will 

provide further information to health professionals and consumers once this has been 

completed. 
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Information for Health 'Professionals 

• Do not use pioglitazone in patients witn bladder cancer or a history of bladder cancer. 
• Consider the risk of l:>ladder cancer in the care of all patients treated with pioglftazone . . 
• . Counsel patients about the possible risk of blad·der cancer and ask them to report any 

signs or symptoms of blood in the urine, urinary urgency, pain on urination, or back or 
abdominal pain, as these may be due to bladder cancer. 

• ~eport adverse events involving pioglitazone medicines to the TGA (for h'ow to do this, 
see http://www.tga.gov.au/safety/problem.htm#adr) 

Information for consumers · 

• There may. be a small i.ncreased chance of having bladder cancer when you take 
pioglitazone. 

• · You should not t.ake piciglitazone if you are receiving treatment for bla'.dder cancer or 
have previously been treated for bladder cancer. 

• Do. not stop faking your pioglitazone medicine until you have talked with your doctor. 
This will en.able your doctor to assess your di~betes and prescribe an alternative 
·medicine if appropriate. 

• 'Talk to your doctor ifyou have questions·or concerns about pioglitazone medicine,s. 
• Tell your po.ctor right away if you hav.e any of the following symptoms of bladder cancer: 

blood or red colour in urine; argent n~ed to urinate or pain while urinating; P,ain in back 
or low.er abdomen . 

. • Report side effects from the :·use of pioglitazone medicines.to the TGA (for how to do 
· this, see http:/lwwv.i.tga.gov~au/safety/problem.htm#adr) 

Information about pioglitazone 

Pioglitazone is a medicine' used in the treatment of type 2 diabetes. It is used with other 

diabetes medicines, d.i~t and exercise to improve the control of blood sugar. In Australia, 

the~e are several differen~ bran9s, including Apotex, Acpio, Acte>'s, Pioglitazoiie, Pizaccord 

. and Ve~azon·e. 

The medicine is subsidls~d by the Pharmaceutical Benefits Scheme: T~ere were over .• 

474,000 prescriptions for pioglitazone in the 12 month's to the ~nd of May 2011. 
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