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Pioglitazone and a small increase in the risk of bladder cancer

The Saudi Food and Drug Authority (SFDA) would like to advise healthcare
professionals with an important safety information of a possible small increase in the
risk of bladder cancer associated with the use of pioglitazone compared to control in
type 2 diabetic patients. This warning was based on data from clinical and several
observational studies.

Considerations for healthcare professionals

1. The use of pioglitazone is contraindicated in patients with current or a history
of bladder cancer

2. The use of pioglitazone is contraindicated in paticnts with uninvesti gated
macroscopic haematuria. Any macroscopic haematuria should be investi gated
before starting pioglitazone therapy.

3. The lowest possible dose should be used in elderly patients, as they are at a
higher risk of bladder cancer.

4. Due to age-related risks (especially bladder cancer, fractures and heart
failure), the balance of benefits and risks should be considered carefully both
before and during treatment in the elderly.

5. Patients should be advised to promptly seek the attention of their physician if
macroscopic hacmaturia or other symptoms such as dysuria or urinary urgency
develop during treatment.

6. Prescribers should review treatment of patients on pioglitazone within three to
six months of therapy and thereafier regularly to ensure patients are deriving
sufficient metabolic benefit.
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Report adverse drug reaction to the SFDA :

The SFDA urges both healthcare professionals and patients to report ADRs
resulted from using such a medication and other medications to the SEDA either online,
email, regular mail or by fax, using the following contact information:

The National Pharmacovigilance and Drug Safety Centre

Saudi Food and Drug Authority-Drug sector

3292 Northern Ring Road

Al-Nafal district

Riyadh 13312 — 6288

Kingdom of Saudi Arabia

Telephone: +966-1-2759222 Ext : 2317 -2356- 2353-2354-2340
Fax:+966-1-2057662

Online: www sfda.gov.sa/npc

E-mail: npc.drug@sfda.gov.sa
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