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QUESTIONS AND ANSWERS ON BICALUTAMIDE 150 MG TABLETS

Following a request from Belgium, the European Medicines Agency’s (EMEA’s) Committee for
Medicinal Products for Human Use (CHMP) has reviewed the available information on the
effectiveness and safety of medicines containing 150 mg bicalutamide, used orally (by mouth) for the
treatment of locally advanced prostate cancer.

The Committee has concluded that the benefits of these products still outweigh their risks, but has
recommended some changes to their prescribing information to ensure that they are prescribed only to
patients who are at a high risk of disease progression.

Which medicines have been reviewed?

The CHMP has reviewed the data for all medicines containing bicalutamide 150 mg, both those that
are authorised in the European Union, as well as those for which applications for authorisation are
under review, for the treatment of locally advanced prostate cancer. These medicines are available as
150 mg tablets and can be marketed by AstraZeneca under the trade name Casodex or by other
companies as generics (medicines that are similar to Casodex and can be marketed because the
‘market exclusivity’ [patent] for this medicine has expired). This review does not include other doses
of bicalutamide, which may be used in other stages of prostate cancer.

Bicalutamide 150 mg is used to treat patients with locally advanced prostate cancer. This is cancer that
affects the prostate gland, the gland below the bladder in men that produces the liquid in the semen.
‘Locally advanced’ means that the tumour in the gland is large or the cancer has spread beyond the
gland to some lymph nodes, but not to other organs. Bicalutamide can be used on its own, or after
surgery or radiation treatment. It is designed for long-term use.

Bicalutamide is an anti-androgen. It acts by blocking the receptors in the body for androgens (the male
hormones such as testosterone). Since the growth of prostate cancer is stimulated by testosterone,
bicalutamide can help to slow down the growth of the cancer.

Why did the CHMP review these medicines?

The original approval of bicalutamide 150 mg for locally advanced prostate cancer was based on the
results of three main studies, which compared it with placebo (a dummy treatment). These studies are
continuing, and are regularly analysed. Following the publication of the second analysis in 2004, when
the patients had been followed for over 5 years, the Belgian medicines regulatory authority became
concerned that the benefits of the medicine do not outweigh their risks, as the analysis showed that
slightly more patients taking bicalutamide had heart side effects than those taking placebo.

Consequently, Belgium requested a review by the CHMP of all available data on medicines containing
150 mg bicalutamide. The aims of the review were to find out whether there is any change to the
benefit-risk balance of these medicines, and for the CHMP to give an opinion on whether any action
was necessary.

Which data has the CHMP reviewed?

The companies that market bicalutamide 150 mg tablets gave the CHMP the scientific data relevant to
the safety and effectiveness of the product in locally advanced prostate cancer. This included data
from clinical trials (third analysis of the main studies, after patients had been followed for over 7
years), reports of side effects and information published in scientific journals.
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What are the conclusions of the CHMP?

The CHMP has concluded that the benefits of the use of bicalutamide 150 mg tablets in locally
advanced prostate cancer still outweigh their risks in patients who are at high risk of their disease
getting worse.

The CHMP has requested more data to be collected by the companies on the heart-related side effects
of bicalutamide. It also recommended some changes to the product information for bicalutamide-
containing medicines (the information that is made available to doctors and to patients) in all countries
where it is authorised, to reflect that their use should be restricted to high-risk patients.

What are the recommendations for patients?

Patients who are using bicalutamide 150 mg tablets should not stop or modify their treatment without
first speaking with the doctor who prescribed it to them. No action is needed for patients who are
taking bicalutamide 50 mg tablets (used in advanced prostate cancer, often with other medicines).

What are the recommendations for prescribers?
When prescribing bicalutamide 150 mg tablets, doctors should be aware that:

e These medicines should not be used in patients with localised disease (when the tumour is
small and the cancer affects the prostate only),

e These medicines should only be used in locally advanced disease in patients at high risk of
disease progression. How such patients are identified may vary from country to country,
according to treatment guidelines, and could be based on criteria such as PSA levels (prostate-
specific antigen, a marker of prostate disease), Gleason score (based on how the cancer cells
look under a microscope, and used to assess how aggressive the cancer cells are), and stage of
disease.

The safety of bicalutamide 150 mg tablets will be closely monitored. As with all medicines, doctors
should actively report any side effects thought to be related to bicalutamide.
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