These materials are offered as general educational guidelines to assist in the clinical
decision-making of medical professionals care for patients on dialysis. They are not to
be used as a substitute for independent medical judgment, professional training, or
practice guidelines/protocols. Physicians should exercise their own medical judgment
based on each patient’s individual healthcare needs.
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CMS Changes for ESA Reimbursement in the Dialysis Setting
In July 2008, the Centers for Medicare & Medicaid Services (CMS) changed its reimbursement pol-

icy for the use of erythropoiesis-stimulating agents (ESAs) in dialysis centers to reflect the FDA's
recommendations that hemoglobin levels be maintained between 10-12g/dL.

CMS added a provision that reduces by 50% the reported ESA dosage used by the dialysis facility
for which payment will be made if the facility reports that the beneficiary’s hemoglobin has ex-
ceeded 13 g/dL for three consecutive months, including the current billed month. Under the previ-
ous policy, only a 25% reduction in ESA dosage was required when a patient’s hemoglobin levels
exceeded 13 g/dL, the CMS said.

In addition to the dose reduction requirements, reimbursement for the administration of monthly
doses in excess of 400,000 IUs of Amgen’s Epogen (epoetin) will be halted, as well as monthly

doses in excess of 1,200 micrograms of Amgen'’s Aranesp (darbepoetin alfa).
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BACKGROUND

Anemia develops in the majority of patients with chronic kidney
disease (CKD) and is a risk factor for clinical complications and
increased mortality. Anemia affects persons with prevalent
symptoms such as fatigue, pallor, dyspnea, weakness, dizziness and
impaired cognition. Hemodynamic changes can also occur,
increasing the workload of the cardiovascular system, which can lead
to left ventricular hypertrophy (LVH) and congestive heart failure
(CHF). These cardiovascular impairments result in increased
morbidity and mortality. The serum hemoglobin (Hgb) is one clinical
marker for determining the level of anemia. Erythropoiesis
stimulating agents (ESAs) are used to increase the level of
hemoglobin in a CKD patient with anemia.

A Food and Drug Administration alert dated November 8, 2007
regarding ESAs revised the dosing recommendations for anemia
patients with chronic kidney disease to maintain the hemoglobin
within the range of 10 - 12 g/dL.

This alert was based on the data published in "The New England
Journal of Medicine”, November 2006, from the CHOIR and CREATE
studies (Singh and Drueke, et al.) which indicated a higher risk for
serious adverse cardiovascular events in CKD patients with Hgb > 13
g/dL. A “black box” warning was placed on ESA medications of

DOSING GUIDELINES

/ TO INITIATE ESA\
MONITOR AND ASSESS Hgb REGULARLY

Measure Hgb and . .
determine appropriate ESA After dose changes, monitor Hgb twice weekly for
starting dose based on at least 2 to 6 weeks until Hgb is stable, and at
patient’s body weight, iron regular intervals thereafter
status, and clinical
condition.

DOSE ADJUSTMENT

The dose should be individualized for each patient to achieve and maintain Hgb
levels between 10 g/dL and 12 g/dL
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According to the National Clinical Performance Measures 2009
Annual Data Report Preliminary Summary, Network 4's average
anemia performance is slightly below the national average. This
provides an opportunity to develop a focused intervention for
facilities based on their specific needs.

In patients on hemodialysis,
the IV route is recommended.

If Hgb continues to increase, the dose
should be temporarily withheld until
Hgb begins to decrease, at which point
therapy should be reinitiated at a dose
approximately 25% below the previous
dose



MANAGEMENT

EVALUATE
Hgb over time

ANTICIPATE
Hgb response

Monitor Hgb values regularly to determine Hgb
trend; after dose changes, monitor Hgb at least
weekly for at least 2 to 6 weeks until Hgb is stable,
and at regular intervals thereafter

Evaluate Hgb trend

TAKE ACTION . Manage factors affecting Hgb response and
Proactively determine appropriate ESA dose modifications
Recommendations

¢ Increases in ESA dose should not be made more
frequently than once a month unless clinically

indicated

¢ Decreases in ESA dose may be made as often as

clinically appropriate

¢ In patients on hemodialysis, the IV route is

recommended

What do we need to do?

PROJECT DETAILS

All dialysis facilities in Network 4 will be included in this project.

Starting September 1, 2009 and continuing through March 31, 2010.

Low Hgb levels are associated with a wide range of potential risks,
including an increased risk of cardiovascular complication and
mortality.

Utilize the information enclosed with this document to help your unit
track and improve Hemoglobin levels for your patients as part of your
Quality Assessment and Performance Improvement (QAPI) work.

No tracking sheets or special data elements are required to be
submitted to the Network office for this project.

The Network office will evaluate the success of your improvement in
Hemoglobin levels by checking the results from our Lab Data
Collection project, which will conclude in the second quarter of 2010.

We will also ask for you to complete a Facility Assessment Scan, so
the Network can gauge the level of practice changes you
implemented in order to successfully roll-out this project to your unit.

You may contact either Suzanne Kirschbaum, RN, Director of Quality
Improvement, or Dave Moskovitz, RN, Quality Improvement/
Community Outreach Coordinator at (412) 325-2250.



ASSESSM ENT [ Individualize the dose to achieve and maintain Hgb levels of 10 to 12 g/dL. ]

Initiation of dialysis ESA dose Hospitalization® Iron Infection or Blood loss?!

or ESA therapy deficiency’ Inflammation’

Suspect if: Suspect if: Suspect if: Suspect if: Suspect if: Suspect if:

o Starting dose < 50-100 U/ o Low ESA dose based « Blood loss during hospitalization o Ferritin < 100 ng/mlL. o 1 Ferritin with | TSAT” « Known occult blood loss®
kg three times weekly on body weight! (including repeated blood drawings)3 (or facility-established « 1 WBC count® « 71 Reticulocyte count®
(TIW)! o Inappropriate dose o Missed ESA doses in hospital® target)! « 1 CRP’ o Low TSAT (or facility-

e Delayed initiation of ESA changes* « Not identified for more frequent Hgb o TSAT < 20% (or facility established target)?
therapy? « Nonadherence® monitoring after discharge® -established target)! « Clotted dialyzers!®

o Anemia untreated or e Hgb not tested 2x/ » Received blood transfusion®
undertreated prior to week to establish o Had surgery®
dialysis? appropriate

o Late referral to maintenance dose!
nephrologist?

Secondary HPT® Concomitant medical Inadequate Protein energy Vitamin deficiency* Hemolysis®
condition/therapy dialysis™® malnutrition'’

Suspect if: Suspect if: Suspect if: Suspect if: Suspect if: Suspect if:

o iPTH > 300 pg/mILo! « Conditions include: o Dialysis missed/ « Protein intake below e T mcv® « 1 Bilirubin??

o Osteitis fibrosis!? « Hematologic disorders! shortened!® recommended level!8 o Bz <140 pg/mL2 « Abnormal Coombs’ test?>

« HIV/AIDS!2 o URR < 65%?"> e | Serum albumin or prealbumin!” « Folic Acid < 3 ng/ml 2! o | Serum haptoglobin®
« Pregnancy!? o Kt/V<1.216 o | nPNAD e B¢ <5ng/ml2 e 1 Reticulocyte count®
« Malignant processes! o T TSATS
o Medications/therapies include: o 1 Ferritin®
o Certain analgesics® o Cherry-red to port-wine-
o Certain antibiotics® colored blood??
o Aluminum toxicity] e On medication that can cause
o Certain phosphate binders!4 hemolosis??
 Dialysis fluid « Problems with water supply,
contamination!4 dialysate, or dialysis
« Long dialysis vintage® equipment (expecially if mor
« High plasma aluminum ethan one patient is suspected
levels4 of hemolysis)??

If no other cause of low Hgb is found, consider screening for PRCA.



