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Has solid tumor?

Special Announcement (Updated 08/05/08):

Effective July 31, 2008, the US Food and Drug
Administration (USA) FDA mandated the following
changes to the labels for the erythropoiesis stimulating
agents, epoetin alfa and darbepoetin:

1) ESAs are no longer indicated for patients receiving
myelosuppressive chemotherapy if the anticipated
treatment outcome is cure. They remain indicated
when myelosuppressive chemotherapy is intended for
palliation.

2) ESAs should not be initiated if the patient's
hemoglobin is above 10 g/dL. Further, the label
change:

a.) specifies that ESA treatment should target the
lowest hemoglobin concentration that will avoid
transfusion,

b.) removes "...or exceeds 12 g/dL" as an upper range
for ESA use, and c.) removes language that allowed
earlier initiation of ESAs, or treatment to higher
hemoglobin targets, if the patient cannot tolerate
anemia due to a co-morbid condition.

The labels' Boxed Warnings now read: “ESAs
shortened overall survival and/or increased the risk of
tumor progression or recurrence in some clinical
studies in patients with breast, non-small cell lung,
head and neck, lymphoid, and cervical cancers.” The
warning is no longer focused on studies with
hemoglobin targets at or above 12 g/dL.

n.b:. Can consider using ESAs for people with low-

risk MDS. Follow recommended cautions and

dosing.

ASCO 2007 ALGORITHM - ESAs FOR
CHEMOTHERAPY-INDUCED ANEMIA

n.b. For CLL, n.b. People with Multiple
NHL, or Al - Myeloma receiving
Coomb’s testing thalidomide or lenalidomide
may be and doxorubicin or
appropriate. corticosteroids are at
increased risk of blood clots.
N CLL, NHL, or Hx of N Multiple N Do not use
- . oD
autoimmune disease? Myeloma?** ESAs
“Yes Yes Yes
Hb approaching or below Hb >10 AND HB <12 [and Do not use
10 [and no absolute N no absolute NO—— b
P R ESAs
contraindications]? contraindications]?

Yes
\ 4

Consider clinical
circumstances

Ye/s Yes
» 4 &
Consider RBC Consider . _(_:o_ngder
. OR L initiating ESA
transfusion. initiating ESA. . -
immediately

Consider .
OR | delaying until Hb | OR | Consider RBC
<10 transfusion

Follow FDA/ASCO-recommended
ESA Dosing

This flow sheet is derived from recommendations in the ASCO/ASH 2007 Clinical Practice Guideline Update On The Use Of Epoetin And Darbepoetin. This flow sheet is a practice tool based on ASCO® practice guidelines and is not intended to substitute
for the independent professional judgment of the treating physician. Practice guidelines do not account for individual variation among patients. This tool does not purport to suggest any particular course of medical treatment. Use of the practice guidelines
and this flow sheet are voluntary. The practice guidelines and additional information are available at http://www.asco.org/guidelines/epo. Copyright © 2007 by the American Society of Clinical Oncology. All rights reserved.
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