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Attached herewith is the latest safety update on erythropoiesis-stimulating agents (ESAs). K
physicians, pharmacists or other healthcare professionals suspect any kind of adverse reaction
subsequent to the use of the above or any other medication, please report through any of the following
methods :
o Online - http:/iwww.ssm.gov.rno/design/webservices/c_wservices_main.htm
o Mail to - 5l Avenida do Sidonio Pais, Edificio China Plaza, 2nd Floor, Macao S.A.R., China
o Fax to - 853-2852401,6
The report form can be collected in person at Depatment of Pharmaceutical Affairs or downloaded
from the website designated as http://www.ssm.gov.mo/design/services/serpt_chn.pdf. Should you
have any query, please contact Ms. Beatrice Young or Mr. Jeffrey I-am at 8598-3577 or 8598-3439
respectively from the Division of Pharmacovigilance and Pharmacoeconomics during office hours. In
case of urgent situations during off hours, please page 85008068.

Thanking you in advance for your attention! 
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Chief. Deoartment of Pharmaceutical Affairs
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Following to our safety alert on erythropoiesis-stimulating agents (ESAs) last year, latest data showing
increased risks of cardiovascular events with ESAs in patients with chronic kidney disease (CKD),
therefore, United Food and Drug Administration (USFDA) modified recommendations for more
conservative dosing of erythropoiesis-stimulating agents @SAs) in this patient population to improve the
safe use of these drugs. Division of Pharmacovigilance and Pharmacoeconomics also tecommends
physicians, pharmacists and other health professionals:
O using ESAS to target a hemoglobin level of greater than 11 g/dl- increases the risk of serious adverse

cardiovascular events and has not been shown to provide additional patient benefit;
o no clinical trial has identified a hemoglobin target level, ESA dose, or dosing strategy that does not

increase these risks;
O therapy should be individualized to the patient and the lowest possible ESA dose given to reduce the

need for transfusions;
o for patients with CKD not on dialysis:

a. ionsider initiating ESA treatment only when the hemoglobin level is less than 10 g/dl. The rate
of hemoglobin decline indicates the likelihood of requiring a red blood cell transfusion. Reducing
the risk of alloimmunization and other red blood cell transfusion-related risks is a goal;

b. if the hemoglobin level exceeds I0 gldL, reduce or interupt the dose of ESA bnd use the lowest
dose ofESA sufficient to reduce the need for red blood cell transfusions.
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for patients with CKD on dialysis:
a. initiate ESA treatment when the hemoglobin level is less than lO gldL;
b. if the hemoglobin level approaches or exceeds 11 g/dl reduce or interrupt the dose of ESA.
when initiating or adjusting therapy, monitor hemoglobin levels at least weekly until stable, then
monitor at least monthly;
for patients who do not respond adequately over a l2-week escalation period, increasing the ESA
dose further is unlikely to improve response and may increase risks.

Division of Pharrnacovigilance
and Pharmacoeconomics(DFF)

44HWlP"t"r"nce and website :
http://www.fda.gov/Drugs/DrugSafe ty I wm259 639.htm
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