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The Health Sciences Authority of Singapore(HSA) notified healthcare professionals about the two
latest updates respectively on finasteride and erythropoiesis-stimulating agents(ESAs). Summaries
are listed as follows:
O Finasteride and potential risk ofmale breast cancer

In December 2009, the UK MHRA completed a review on the risk of breast cancer in men
taking different strenglhs of finasteride, and concluded that an increased risk of male breast
cancer associated with finasteride use cannot be excluded. Data from studies of 5mg
finasteride were reviewed, although the overall incidence of male breast cancer in patients
who received 5mg finasteride was not significantly different compared to patients who
received placebo, the data showed that there was a trend towards male breast cancer occurring
more frequently in patients who had received finasteride. However, no c:$es of breast cancer
were reported in men treated with lmg finasteride.
Healthcare professionals are advised to inform their patients taking finasteride to promptly
report any changes in their breast tissue such as lumps, pain, gynaecomastia or nipple
discharge to their doctors.

o Safety of erythropoietin stimulating agents(ESAs)
i) Shorter time to tumour progression: Several studies conducted in cancer patients

showed higher mortality or shorter time to tumour progression in patients randomized
to receive an ESA as compared to placebo. In some of these trials, patients were
treated with ESA to achieve haemoglobin levels > 12 g/dl. This level is higher than
the recommended haemoglobin target level for ESA therapy, which is < 12 gdL.

ii) Cardiovascular-related adverse events: Patients who were randomised to receive an
ESA to achieve higher haemoglobin levels experienced more serious adverse
cardiovascular outcomes such as congestive heart failure, non-fatal myocardial
infarction, non-fatal stroke as compared to those who received an ESA to achieve
lower haemoglobin levels. cz-""-
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iiD Thrombovascular adverse events: A study documented a higher incidence of deep
vein thrombosis and similar rates of other clinically relevant tlrombovascular events
with epoetin alfa versus standard of care for blood conservation in subjects who did
not receive prophylactic anticoagulation before spinal surgery.

So far, there have been no local reports of ADR associated with tumour progression or
cardiovascular/thrombotic events in cancer patients using ESAs. However, in view of the
above, healthcare professionals are advised that the target haemoglobin level for all
indications ofESAs should not exceed 12 gldL.

If physicians, pharmacists or otler healthcare professionals suspect any kind of adverse reaction
subsequent to the use of finasteride, Erythropcietin stimulating agents(ESAs) or any other
medication, please report through any ofthe following methods :
o Online - http://www.ssm.gov.mo/desigr/webserviceVc_wservices_main.htm
o Mail to - 5l Avenida do Sidonio Pais, Edificio China Plaza, 2no Floor, Macao S.A.R., China
o Fax to - 853-28524016
The report form can be collected in person at Departrnent of Pharmaceutical Affairs or
downloaded from the website designated as http://www.ssm.gov.mo/desigr/serviceVserpt chn.pdf.
Should you have any query, please contact Ms. Beatrice Young or Mr. Jeffrey Lam at 8598-3517
or 8598-3439 respectively flom the Division of Pharmacovigilance and Pharmacoeconomics
during offrce hours. In case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention!

*+rJ4# ff i  m F
Chief of Department of Pharmaceutical Affairs

O e-e-- -t

*,ffi ffi
Choi Peng Cheong

44'HWlReference and website :
http://www.hsa.gov.sg/publish/hsaportaVen/healtljroducts_regulation/safety_information/produc
t_safety_alertysafety_alerts_20 I 0/finasteride_andlotential. html
http://www.hsa.gov.sg/publish/hsaportaVen/healthgoducts_regulation/safety_information/produc
t safety_alerts/safety_alerts 2010/erythropoietin_stimulating.htrnl
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