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Dea r Nick 

Thank you for the opportunity to review the statement, we had a c ouple of 

 
suggestions which are shown in the attachment via t r ack changes. The 
suggestions are primari l y to align with the termino logy in our dear doctor 
letter, please l e t me know if you woul d like . to discuss any of our 
suggestions . 

(See attached file : TGA advisory - p ioglitazone and bladder cancer - fina l 
draft (NS 13.07 .ll)_EL Com.~ents.docx) 

Kind Regards 

(Embedded i mage moved t o file : pic0 44 72 .jpg) 

Eli Pty Limited 
112 - .... i- • ·- SW 21 14 AUSTRALIA 
Ph: 
Fax: 

 W : www.lilly.com.au (Embedded i ma ge moved to f ile: pic07128.jpg ) 
Sig Lg fullc Red (Embedded 
i mage moved to file: pic18434.gif)lilly logo 

In the interests of PATIENT SAFETY if your email relates t o an adverse 
event or a clinical trial adverse event, p l ease contact the Produ ct 
Safety department as soon as possible at AU_Drug_Safet~or phone 
+61 (0) 2 9325 467 6 . 

CONFIDENTIALITY NOTICE: This e-mail message from Eli Lilly Aus t ralia Pty 
Li mited (including all attachments) is f or the sole use of the 
intended recipient(s) and may include confidential informa:tion. Any 
unauthorised review, use, di sclosure, alteration or distr i bution i s 
strictly proh i bited. 
If you are not the intend ed reci pient, please contact the sender by rep ly 
e-mail a nd destroy all copies of the origina l message. 

I 
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-· Nick.Sirnpsonlllllllll 

13/07/2011 01:1 3 
PM 

Subject 
pioglitazone web statement 
(SEC=ONCLASSIFIED] 

Dear . 

Attached i s a draft web statement regarding picgl itazone and bladde r cancer 
risk . 

?lease l ee me know as soon as possible if you see any factual errors or 
have any other concerns. 

kind regards 

Nic k 

Nic k Simpson MBBS MPH PhD 

Medical Officer Signal Investigation Office of Product Review 
Monitoring and Compliance Group 
Therapeutic Goods Administration Commonwealth Department of Health and 
Age i ng 

phone 02 6232 8092 I f ax 02 6232 8392 I nick. simpso~ I 
http://www.tga.gov.au 

*************************************************************************** 
**** 

"Important: This transmission is intended only for the use of the addressee 
and may contain confidential or legally privileged information and has been 
sent in accordance wi th t he TGA security policy . 



( 

If you are not the intended recipient, you are notified that any use or 
dissemination of this communication is strictly prohibited . If you receive 
this transmission in error p l ease notify the author Immediately and delete 
a l l copies of this transmission. " 
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Pioglitazcme arid risk of bladder cancer 

TGA advisory ' . 

13 July 201t 

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

pioglitazone, for more than a year· may be associated with' an increasedpotential risk of 

bladder cancer. 

This advi.c'e is partly based on the results of a study in the United States iriaicating a possible 

increase in bladder cancer risk among patients ta!<ing pioglitaz6ne for more than two years, 

compa'red with diabetes patients who are not taking the medicine1
. The study found an 

increased fisk-incidence of bladder cancer in patients with the longest exposure to 

J?iogl_itazone~ The chance of developing bladder ~ancer . . . . in patients on pioglit.azone for 

. greater than 24 months was'1.4 times the chance in dia~etic patients not on pioglit~zone. 

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

suggests a similarly increaseelpotential risk of bladder cancer with pioglitazone treatment 

for more than one year • . · 

To put these results intq context, one thirig to consider is the 'normal' incidence of bladder 

cancer. Incidence cif bladder cance r.. ~aries from group to group, depending on risk factors 

such as age, gender, cigarette smoking and occ~pational exposure to certain chem)cals. The 

Australian · Institute of Health and Welfare estimated there would be around 2500 new cases 
2of bladder cancer In Australia for 2010; about.three-quarters of these in males . 

The TGA is 'working with the sponsors of pioglitazone medicines t~ update the Product 

lnformatio~ @and Consumer Medicine lnfo;mation (CMI) to include the resu.lts qfthe 

United States study~ T,he Pl and S~I ~?.r t~e A~t()S b~~-n~ of gi<;>glitazone has bee~ up·date~ 
and t+he sponsor of the Actos b'rand of 13iqglitazo.ne has also written to health professionals 

. advising them of the ch;;inges 
~ 

to 'the 
. 
~reduct Information . .. 

Pioglitc:gone is under review by a number of i~ternational regulators. Pending the outcome 
. ' . . . 

of their reviews, regulatory agencies in France, Germany and Mauritius have suspended the 

use of pioglitazone. Other regulators in Europe (EMA) and the US (FDA} aff.G..have issued 

safety statements. 

Conclusion 

The TGA is undertaking a comprehensive review of the data from the Fren,!:h. tria.I and wili 

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

completed. 
· .. ·· 
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Information. for Healt~· Professionals · ~-
. . . . . : . .· . 

• Do n'ot use piciglitazone in patjen~s witll bla.d.der canc~r or a history of bl.adder cancer. 
• .consider the risk of bladder cancer in the care of all pati~nts treated with pioglitazone. 
• . Counsel patients about the possible risk of bladd-=:r 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 tnese may be due to· bladder cancer~ . 

Q 
. • Report adverse events invo!ving pigglitazone medicin.es to the TGA (for hovit to do this, 

see httr>://www.tga.gov.aµ/safety/problem.htni#adr) 

· Information fo~ consumers 

• e a 
. - . : 

The_re may b, small increas~d cha.nee of having bladder cancer when you take 
pioglitazone. . · · · . .. . ·. . · . ·· . ·' 

• You should not take pi9glitazone if you are·receiving tre'citment for bladder cancer or 
have previously 

r: 
been tre.ated for 

~ 
bladder t ancer. 

.' . 
· 

• , Do not sfoptaking your pioglitazone med id he until: you have talked with your doctor . 
. This will ~nab le your doctor to a~sess your diabetes and pr~scribe an alt~rnative 
medicine if appropriate. 

~ . . 

-~ Talk to yow doctor if you have questions or concerns 
' 

about pioglitazone 1medicines. 

• Tell your doctor rightaway ifyou~ have any of the following symptoms of bladder cancer: 
blood or red co.lour in urine; urgent' r:ieed to urin,ate or paJn while urJnating; pain in back 
or lower'abdomen. . . . • . . · . ·. .·· 

• Report side effect~ from the use of pioglitator:ie ni~dicin~s to the TGA (for how to do 

() this, see http:/ /,www.tga.gov.au/s~fety/problem.htm#adr) 

Information about pioglitaione · 
. : : : . 

'Pioglitazone is a medicine used in the treatment of type 2 diabetes. · 1t is Lised with other 

diabetes medicines, diet and .exercise to improve t~e - control of blood sugar. ' In Australia, 

there are several different brands, including Apotex, Acpio, Actos, Pioglitazone, Pizaccord 

and Vexazone. 

. . 

. The medicine is subsidised by: the Pharmaceutical Benefits Scheme. Ther~were over 

474,000 prescriptions for pioglit_azone in the 12 months to the end of May 2011: 

. . . 




