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LETTER TO THE EDITOR

Renal cell carcinoma: incidence
and cost estimation in the era
of targeted therapy
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Sapienza University, Rome, Italy

To the Editor: We have read with great interest the ar-
ticle of Bosetti et al. about the estimates of the incidence
and prevalence of renal cell carcinoma (RCC) in Italy1.

The medical management of metastatic RCC has
changed considerably over the past several years and
this tumor represents the best example of the introduc-
tion of targeted therapy into clinical practice, surpass-
ing the traditional and less efficacious traditional thera-
pies such as cytokine and chemotherapy.

Although the incidence data might have general sig-
nificance, the interest of medical oncologists regarding
RCC is based particularly on the numbers and types of
patients that could benefit from a particular type of
treatment. RCC has been the subject of increasing at-
tention not only of physicians and producers but also
payers because of the costs and rapid adoption of new
agents and technologies2.

Bosetti et al. define their approach as being based on
epidemiological knowledge and reasonable assump-
tions and for this reason it is readily questionable and
lacks clinical confirmation. Nevertheless, the data can
be indirectly confirmed by the 2007 National Report of
the Italian Drugs Agency (AIFA) on cancer drugs subject
to surveillance3. To ensure the correct use of cancer
drugs, AIFA requires completion of a web page for each
patient receiving particular cancer drugs including the
biological agents sunitinib and sorafenib.

Considering that the number of patients estimated by
Bosetti et al. in 2007 with a diagnosis of RCC is 7350 and
that stage IV at diagnosis is reported as 22% of new di-
agnoses annually4, the number of patients with stage IV
disease can be expected to be approximately 1617. This
number corresponds to the number of patients who
could receive treatment for advanced or metastatic dis-
ease. If the estimate of Bosetti et al. is correct, the num-
ber of patients registered at AIFA should be close to the
calculated value.

From 21 December 2006 to 30 September 2007, 662
and 797 patients were registered to receive treatment
with sorafenib or sunitinib either because their disease
had progressed after first-line treatment with interferon
(IFN) or interleukin-2 (IL-2), or because they showed in-
tolerance to these agents. To avoid patients receiving
both target therapies, patients who had received treat-
ment other than IFN or IL-2 (43.1% and 44.0% of those
treated with sorafenib and sunitinib, respectively) were
excluded. If 823 patients were registered in 9 months
(91.4 patients per month), we can estimate the number
of patients treated in 1 year to be 1097.

The number of patients registered at AIFA accounts
for only 67.8% of Bosetti’s estimate. What about the re-
maining 32.2%? Are these patients undertreated? The
difference might be explained if we consider that not
all patients with a diagnosis of metastatic disease are
eligible for targeted therapy. AIFA formally includes
only patients who receive second-line therapy with
target agents and the AIFA register does not include
patients enrolled in clinical trials. We may therefore
conclude that the presented estimate can be regarded
as sufficiently reliable and useful, considering the pos-
sibility to calculate the number of new patients per
year eligible for active therapy. In the light of the in-
creasing number of new molecules registered in recent
years for the treatment of RCC, these data are extreme-
ly important to estimate the increasing cost of cancer
care, and consequently to choose the best therapeutic
strategies, particularly in countries with a national
health system.
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