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HEARING ON ENSURING KIDNEY
PATIENTS RECEIVE SAFE AND
APPROPRIATE ANEMIA MANAGEMENT CARE

Tuesday, June 26, 2007

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON WAYS AND MEANS,
SUBCOMMITTEE ON HEALTH,
Washington, D.C.

The Subcommittee met, pursuant to call, at 10:05 a.m., in Room
1102, Longworth House Office Building, Hon. Fortney Pete Stark
(Chairman of the Subcommittee) presiding.

[The advisory announcing the hearing follows:]

o))



ADVISORY

FROM THE COMMITTEE ON WAYS AND MEANS
SUBCOMMITTEE ON HEALTH

FOR IMMEDIATE RELEASE CONTACT: (202) 225 093943
June 26, 2007
HIL-15

Stark Announces a Hearing on Ensuring
Kidney Patients Receive Safe and
Appropriate Anemia Management Care

House Ways and Means Health Subcommittee Chairman Pete Stark (D—-CA) an-
nounced today that the Subcommittee on Health will hold a public hearing on safety
concerns regarding the dosing of erythropoiesis stimulating agents (ESAs), vari-
ations in utilization of ESAs across providers, and reimbursement issues. The hear-
ing will take place at 10 a.m. on Tuesday, June 26, 2007, in Room 1100,
Longworth House Office Building.

In view of the limited time available to hear witnesses, oral testimony at this
hearing will be from the invited witness only. However, any individual or organiza-
tion not scheduled for an oral appearance may submit a written statement for con-
sideration by the Committee and for inclusion in the printed record of the hearing.

BACKGROUND:

The Medicare program began covering treatment for patients with End Stage
Renal Disease (ESRD) beginning in 1972. According to the U.S. Renal Data System
(USRDS), the dialysis population reached nearly 336,000 patients in 2004 at a cost
of $20.1 billion. This amounts to a 57 percent increase in Medicare ESRD spending
since 1999. In 2004, the average annual cost per Medicare beneficiary was $58,000.

When a patient’s kidneys stop working, as is the case with ESRD patients, they
often cannot produce enough of the hormone erythropoietin, which helps the body
produce red blood cells. As a result, these patients suffer from anemia. Synthetic
versions of erythropoietin are collectively referred to as erythropoiesis stimulating
agents (ESAs), which are sold in the U.S. under the brand names of Epogen, Procrit,
and Aranesp.

Dialysis care has made great strides in treating anemia, and this achievement is
directly linked to significant increases in doses of ESAs. Dosing levels increased dra-
matically in recent years, with average weekly dose of ESAs increasing nearly 4,000
units between 2000 and 2004. Medicare spending for ESAs increased by 17 percent
from 2003 to 2004 alone, up to $1.8 billion. Spending on ESAs per person per month
is now nearly one-half of the monthly cost for dialysis.

While ESAs are critical to treatment of anemia for ESRD patients, higher doses
that raise red blood cells above a certain threshold have been found to pose signifi-
cant health risks to patients. The Food and Drug Administration (FDA) recently
issued a black box label warning of risk of blood clots, strokes, heart failure and
heart attacks in kidney patients in such circumstances. Furthermore, as both the
Medicare Payment Advisory Commission and the Government Accountability Office
point out, there are flaws in the current Medicare reimbursement system. The exist-
ing Medicare payment system incentivizes higher doses in certain circumstances,
with resulting health risks and higher costs for beneficiaries and taxpayers.

“My priority for Medicare ESRD policy is to ensure patient safety while
also protecting taxpayers from unnecessary expenditures,” stated Chairman
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Stark in announcing the hearing. “Health risks associated with higher doses
and well-documented flaws in a payment system that encourages higher
dosing highlights that this issue is ripe for reexamination. We must do bet-
ter for our ESRD beneficiaries and for the taxpayers.”

FOCUS OF THE HEARING:

The hearing will focus on the safety concerns regarding dosing of ESAs for ESRD,
variations in utilization of ESAs across providers, and issues related to reimburse-
ment.

DETAILS FOR SUBMISSION OF WRITTEN COMMENTS:

Please Note: Any person(s) and/or organization(s) wishing to submit for the hear-
ing record must follow the appropriate link on the hearing page of the Committee
website and complete the informational forms. From the Committee homepage,
http:/lwaysandmeans.house.gov, select “110th Congress” from the menu entitled,
“Committee Hearings” (http://waysandmeans.house.gov/Hearings.asp?congress=18).
Select the hearing for which you would like to submit, and click on the link entitled,
“Click here to provide a submission for the record.” Once you have followed the on-
line instructions, completing all informational forms and clicking “submit” on the
final page, an email will be sent to the address which you supply confirming your
interest in providing a submission for the record. You MUST REPLY to the email
and ATTACH your submission as a Word or WordPerfect document, in compliance
with the formatting requirements listed below, by close of business Tuesday, July
10, 2007. Finally, please note that due to the change in House mail policy, the U.S.
Capitol Police will refuse sealed-package deliveries to all House Office Buildings.
For questions, or if you encounter technical problems, please call (202) 225-1721.

FORMATTING REQUIREMENTS:

The Committee relies on electronic submissions for printing the official hearing record. As al-
ways, submissions will be included in the record according to the discretion of the Committee.
The Committee will not alter the content of your submission, but we reserve the right to format
it according to our guidelines. Any submission provided to the Committee by a witness, any sup-
plementary materials submitted for the printed record, and any written comments in response
to a request for written comments must conform to the guidelines listed below. Any submission
or supplementary item not in compliance with these guidelines will not be printed, but will be
maintained in the Committee files for review and use by the Committee.

1. All submissions and supplementary materials must be provided in Word or WordPerfect
format and MUST NOT exceed a total of 10 pages, including attachments. Witnesses and sub-
mitters are advised that the Committee relies on electronic submissions for printing the official
hearing record.

2. Copies of whole documents submitted as exhibit material will not be accepted for printing.
Instead, exhibit material should be referenced and quoted or paraphrased. All exhibit material
not meeting these specifications will be maintained in the Committee files for review and use
by the Committee.

3. All submissions must include a list of all clients, persons, and/or organizations on whose
behalf the witness appears. A supplemental sheet must accompany each submission listing the
name, company, address, and telephone and fax numbers of each witness.

Note: All Committee advisories and news releases are available on the World
Wide Web at http://waysandmeans.house.gov

The Committee seeks to make its facilities accessible to persons with disabilities.
If you are in need of special accommodations, please call 202—-225-1721 or 202-226—
3411 TTD/TTY in advance of the event (four business days notice is requested).
Questions with regard to special accommodation needs in general (including avail-
ability of Committee materials in alternative formats) may be directed to the Com-
mittee as noted above.
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Chairman STARK. Good morning. We'll begin our hearing on en-
suring that kidney patients receive safe and appropriate anemia
management care.

Delegate Christian-Christensen, acting administrator Norwalk,
Dr. Jenkins, Mr. Vito and the advocates and researchers on our
third panel, I want to thank you for being here today. My hope is
that we won’t be interrupted by too many votes so that we can pro-
ceed and not keep you here all day.

Ms. Norwalk, I believe it will be her last scheduled appearance
before the Ways and Means Committee in her current position, and
I want to wish her luck in whatever her future endeavors may be
and to thank Ms. Norwalk for her service at CMS.

As you know, the issue of Medicare’s care for end-stage renal dis-
ease, ESRD, patients was one where our former chairman Bill
Thomas and I were in agreement. We're here today to advance the
discussion of safety issues and the problems with the current reim-
bursement system that Chairman Thomas raised in our last hear-
ing in December.

In 2005, there were 321,000 Medicare beneficiaries receiving di-
alysis. We spent 8 billion on their dialysis and drugs including the
anti-anemia drug Epogen. From '91 to 2004, Medicare spending on
Epogen for ESRD patients grew from $245 million to $2 billion, an
increase of over 700 percent.

We fully recognize that Epogen and other drugs like it, known
collectively as ESAs, are critical to the treatment of anemia for
ESRD patients. No one disputes the underlying benefit of this ther-
apy for people suffering from anemia, however there are two major
concerns regarding the use of ESA’s.

First, we must put patient safety first. We’ll hear from the FDA
that when anti-anemia drugs are used to raise red blood cell levels
above a certain threshold there’s a risk of death, blood clots,
strokes, heart failure and heart attacks. We need to keep this in
mind as were dealing with populations that are more vulnerable
to these conditions.

Second, we're stewards of taxpayers’ dollars. The current Medi-
care reimbursement system creates incentives for higher dosing of
ESAs, which lead not only to the aforementioned health risks, but
also come at a higher cost to taxpayers and beneficiaries.

The Office of the Inspector General will present their new report,
released today, documenting that large dialysis organizations make
a profit on each and every dose of Epogen. Recent research pub-
lished in JAMA shows that for-profit dialysis centers dose Epogen
at higher levels than not-for-profit centers. The payment system
leads to perverse incentives that we cannot ignore.

I would say that the opposite is true. If we reduce the payment
we might have incentive for providers to cut the level of ESAs and
thereby have people’s levels dropped to a dangerous level on the
minus side.

I did hear this morning that Amgen is releasing some numbers
today as a part of an industry public relations stunt. And if Amgen
and the rest of the industry are finally admitting that there are
health safety concerns and lowering Epogen dosing accordingly, I'm
glad to hear it.
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This announcement proves however that there are additional ef-
ficiencies that can be gained by reducing Epogen doses. Clearly
what I've been saying all along is true. The industry only responds
when we threaten to do the right thing and remove their incentive
to inflate doses as a way to reap profits. Medicare can be a better
purchaser of care for dialysis beneficiaries and can do so in a way
that ensures more efficient use of ESAs and better health outcomes
for beneficiaries.

I'd like to quote from a few letters that I've recently received and
will set the stage for what we’ll talk about today. Without objec-
tion, the letters will be entered into the record in their entirety.
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Summary of NIDDEK Responses to Questions
on the United Sintes Renal Dala Sysiem

I Huow are padisnts distrilubed by siean meathly bemaglobin [USRDS Chart 8277
Wihel peresatape of patienls onceed the recomm endod maximam hemoglokdin (Hb) of 13 grams
e deciliter (FA1)T What peroentage of petients are below Hb of 10 gidl. Flow bave those
irends chamged over fime?

In genemal, the perventage of patients with hemoglobin levels lower than 10 gidl hes deelined, while
The Fraction of plients with hemoglobis levels above 12 g'dl his incressed over time. By 2003, over
Tl il parients hisd hesnoglobls leveds of 12.0 gidl or greaier. About 6 percent were below 10 gidl.

L How bt meas EPD dose per week changed over time (USRDS Chart 3.2007
Botwpen 1991 and 20015, the mverpe weekly doss of EPD more thas doiiblad

) FPage 198 of the 2006 USRS Annual Repert states, "V daeessed provider proctiee
pablerns on dising chaspes and foosd dest Da'Vits tends to odjost the keast ond DO the most
wisen Benvdghobin levels exeeed 12<13 g'dl.” Hew was this nssessment comducted? What
inforssstion was reviewed? Did NIH review anemis mansgement goidelimes? In what manner
does e Vitn make sdjustments as compared fo DCIT How do the other chadng, such s
Freseniss, compare?

T assessesent exmmined pathent months in which bemoglobin levels moceeded 12 g4l and
detemined the freguency with which sech patiends sabeeqoently had thesr EPO dose redoced by at
lenst 12.% pereent. Dislysis providers made appropriate dose reductions in about half of @
frequency ranged fram $5.2 pescent for Gambro bo 44,3 percent for Dlavila,

i How dores pativet bemaglshin vary scress dislysis conters (IFSRDS char 10217 Whick
chaims have the most patients excerding Hb of 12 gidi? Whish chaing haye the larges
propertion of padient: withis the gt range of 1§ o 12 ghdl?

The percentages of patients whose hemoglobin exceeds 12 gidl varios widely acoss dislysis
providers, mnging from 83 pereent (Dwvita) to 20 pervent {DCT; The chaing with the langes

Som of palients within the target mege of 10-12 g/l sre DC1 {65 peraent) and Matioml
Mephralogy Associates (34 percent).

8 ‘What are the trends for Medican spending on erythropodbsis stimulafing agess (E5AG)
in recent vear (IISRDS Chart 10.26)7 Hew does growih ia spending on ESAS cempare b
apeading on sdher parts of ESRD care? How do ESA costs per messber month vary by dialysis
ehalaT

The cost of services associsied wilh disheis increased by 72 percesl Bitwesn 1991 and 2004, The
pw primary componsnls of Bes cosl ge e Jialyeiz ikl and ervfleopoissis mimulating agsns
(ESAL Dwer thia time pericd, dislysts eosls increanad 17 pereeat and ESA oot Incremsed 7315
pereeit. ESA eodls by chabn mege from 5554 per pathent monch for Gesabeo 1o 5518 for hospltal-
ased distyshs.
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NIDDK Respomses to Questions on the
United States Renal Dain System

1. How are patients distribsted by mean ssethly hemoglobln (USRI Chart S27)7
What pereeninge of patiesis exceed ihe recommended mavimums hemeglebin (Hb) of 12 grams
poer deseiliter (g/dl)? What percentage of patients are below Hboof 10 gl How baye those
tremads chasged over HimeT

Flgure 5.7, showm on the next page, is Som the 2006 Armes] Dkta Report of the Linited St Reml
Datn System (USREDS) It shows the 15 vear trend s averge hemoghobe levels of kidney failure
patients iy hiemedialyis whinss ireatmen i reimbessed threugh Medicore. ™Nomual bemoglobin
vl in aduls mege from 13.5 10 14,5 prams por deciliter {g/dl) of blood for mes and 12 10 15.5
g'dl for women. Based om end=ol~year figures for each yer Troes | 991 10 2HI5, the fellowing trends
ww displaved. In 1991, 524 pereent of e hid o hemoglobin level of less than 10 gidl, 164
pereent of palients Bad achicved the iarget hemoglobds bvel of 1.0 gL, and 1.9 percent had a level
of [2.0 or greater. By 2005, the percentage of patients with a hemoglobim bevel below 1000 droppaed
to .4 percent, 3.5 peroerd of mlionts achisved S tanget hemoglobin bevel of 11.0, and the pereest
of patients: with a lewil ol 12,0 or greater inenzised 13 511 peresnt,

The USRS & a natiensd dola sysien that collects, analyzes, and distributes information abowt end-
singe renal disease (ESRIY) in the United Statgs. The DSRDS & lunded dinsely by the Maticnal
Enstituie of Dinbeies and Digeative i Kidney Discases [NIHOK) in conjuncton with the Cemiers
For Madicang and Medicaid Services (CMS)L
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Patient distribution,
by mean monthly hemoglobin (g/dl)

Figurc 517
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i How his mean EPC dose per week changed over timee (USRS Charg S0 7

Figune 530, shown on the mexl page (eg], [ram the 2006 Anniis] Dita Beport ol the LTSRS, shows
Fhe EPD desing swoad hemaoghobes expericnes of mew palicngs Saring the & months Gllswing the
inftiation of dialysi, Thess asalyses are hased on billing datn, therefore, only patiemis for wiom
Medicare wis the primary payer sre included.

The left panel shows EPO dosing during the first & months: foll mwing isdtistion of bemodizhysis by
year. For patients who sterted dialysis in 2004, the average weakly EPOr dose in the first month was
12,298 wmits., Thi= mereesed 40 19.3%2 units in the second month ansd gradually docreased 10 17,055
by thi gingh month. The same paflern is seen in 7002 ard 2044, alshough the EPO dose levels e
highes in thesse venre. The firal, secomd, and sath month weekly dooes were 14,377, 22,736, and
F4,295 wsits In 2002, and 16,783, 21,086, wsd 20,801 seits in 2004, The maxksum weekly dose
eoziired in the thind eoath of 2004 and wia 25,633 unils.

The center panel shows EPO dosing 2s B relates 1o the patients” hemoglebin levels at @ inftation of
hemodialysis. Potients with the lowest initisl hemoglobin bevels bad the highest bevels of EPO
dosing. For exsmple; patients with less than % g/dl kad first, second, and sixth month average EFO
doses of 16,343, 26,006, and 21,672 units. EPO dose lewels with patients with initial Bemoglobin
lavels of griaber tham 12 gidl worg [0,858, 17,600, md 15,092 owir the same Gme period,

The right pane] shoss EPL Sosing as it pelites po the patbents’ bemoglobin level at the inhistion of
pesitoneal diatysis. FPO dosing levels were approximessly one-helf the amount as for hemsedialysis
patients. As with hemodiafvels patients, higher doses were ghven 1o those potients vwith the loewest
starting bemoglohin levels.

Figars 5.28, shovn on the mmet page (hotiom), illustrates the overall trand in average awekly dose of
EFO from 1921 60 2005, Ini 1991, the average weakly dose was B, 1E4 units. By 3005, the weekly
dose doubled 1o 18,673 wmats,



Figure 5.30

Figure 5.28
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Anemia treatment in incident dialysis
patients; by modality & initial hemoglobin

level; mean EPD dose per week
Figaerr .30 Y
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3 Pape 198 of the 20k USRS Annual Report sistes, “We assessed provider proctice
peitterns oa dosing changes and fousd that Da'Vits tesds to adjust the least and T the most
whes hespoghobin bevels exceed 12-13 g/dl™ How was this pssessmeent conducted T Wit
Informntion was reviewed ™ Did MIH review apemia mansgement guidelines? In wiat masner
does DaVita make adjusiment= as compared to DCTY How do ibe olber chains, sech as
Frvsenins, compary?

I is expevied that & reducticn in PO dose should oecur following a month in which the hemoglobin
lovel exoends the KT {Kidney Discase Cutcomes Crmality [nitintive)) wpper [imit of the tange
range—12 g8, The manufscturer resommends reducing the doss of EFQ by TF percent when
hemeplobin is rising and approsching this limit. Dece snd hemoglobin e wed kere—derived fom
the Medicare billing datn—ooetaln only moatly desall, sed because dose adjustmenss cam cocur o
any tinee dering @ glves moonth, & monthly dose reduction of 12.5 parcent wis wsed to define an
eppropriste response. For ench monsh in which s BP0 clnim meporied hemogiobin moceeded 12
g/dl, the following month's EPC claim was examined for a dose reduction of at least | 2.5 peroent. 17
the reduction was Tound, Sis wis judged 8o be an appropriale responss

Bisad om the definkion sbove, phout 50 percent of all potential response menths resultsd in an
eppropeisted dose reduction. s shown in Flgure 10016, from the 2006 USRDE Annoal Datn Report,
ihe results by chain affilinton were o= follows:

Gambro = 55.2 percent

DI - 54,1 percent

Frosenius — 51,1 peroemt

Fenal Care Geoup - 39,5 percent

Matisal Mephenlogy Asocsile — 48,6 peneil
Pdom chain units — #6.8 parceni

Bhcepital based uits — 45.5 percest
DaVita— 44.3 percent

LI L I

Because this analysi wes based only o ohservationsl balling daiz, it & st possible io deiermine the
manner, or process, by withch adjustmenss are made. The enclossd peer reviewed version of this
anshsis wis publishad in the Jsnuary issue of fhe American Journal of Kidney Diveares, The
citation for this enalysis is s followss Callins AJ, Ebben JP; and Qilberson DT, EPD Adjustments
in Patients with elevated Hemoglobin Levels: Provider Practics Patterrs Comprned with
Revoammendead Practice Guaidelings. dm 0 Kby D, £90; 135142, 2007,
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Average managed months with
12.5% EPO dose reduction

Figare 1016
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4, How dows pativel bemoglebin vary across dialysis conders (USROS chart 10,2117 Which
ehaing have the mosl petiens egeeeding Hb of 12 grdlT Which chains bave the largesi
preportion of pathnts wilhis the rget range of 10 o 12 ghdi?

Figure 1921 from te USKDS 2006 Anmml Datn Report shows the distribution of patienis o varioms
hemoglobin bevels by chaine Bn desconding order of fregueney, chiins kave the Tillewing percent off
palien] months grealer thas 12 gadl:

DaVita - 65,1 percont

Ciambrn = 50,9 percent

Rormal Chang Oroap — 47,3 percint
Fresenius — 4k peroent
Heraprital based — 43| percent

dom chain - 424 parcent

Matlonal Mephenlogy Associares ~ 33,4 percent
DT = 20,3 percent.

I descending ander of frequency, chalns hawe the following percent of patient months In the trget
mange af 1o 12 ghdl:

DT - 64,8 geercent

Mational Hephrology Associates — 54.1 percam
Mom chaln = 44.4 peroent

Friseniug — 43,6 percint

Beral Core Groop - 42.5 percent

Hemgital based — 406 percent

Gambro - 40.3 percent

DuViis — 27.5 parcent.

T F ®F F 9 F 9" F¥F

Thess dam represent nggregmed monthly data. Most patients will be messered more tham once, and
some 25 many as 12 times. A patient could fall inte one categery for a few monthes, and one or mong
Femoglobin kevels m other months, Therefors, these averapes cosld ba maes accurely temmed
“patien! months™ of Sherapy. The &l ane selTagighting; That &=, 4 fotical with 12 nonths of
bemoglobin dats will comtrikule 12 data points e the Tined assessmmonm, whensis o padiest with only 3
Entths of ditn will coraribube gady 3 data polnts,
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Patient distribution by hemoglobin

& chain affiliation, 2004

Figmr: 1021
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5, Wikai are e trends for Medicare spending on ervtropoiesis stimulaging ageats (E5As)
I recest year | USHRDS Chart 11.26)7 How does growth in spending on ESAs compane o
spending on other parts of ESRD care? Flow de ESA comls per member mongh vary by dialysis
chaln™

Rerviees provided s pan of 2 dinhysls session Inchede dialysis, ES#As, intravenous inom, imtrmenonms:
wimmin O, cther injectibles, snd laborstory procedures otherwise covered by the composste rate, In
1991 these services avereged S1,264 per pationt month, By 2004, this had incressed by T2 posoenl o
£2,154. The two major cost components of the dEalysis sesoom ang Sulyeis and ESA, Dialyzis
ircreasad by |7 percund, Fom $370 10 51,135, whenzis E5A8 increased by 235 percent, from $173 60
S3R0. ERAs scooumbed Tor 14 pireent of dEalysii-relatsd costs In 1991 mnd 17 peroant in 2004

ledienre expendinres for ESAs per patient month by chain nfil&ation are as follows (in desmnding
arder}, mud pre also [eanmed In Figuee 11238 (next page, top panel].

Crambrs — 5654

Reenal Care Grosps — $605

Davita - §5EE

Freserius — 3576

O e independents - $550

Wational Mephrology Associaies - §343
Hospital based - E5 16

Plure dletail = provided in figers 11,28 dnext page, botiom paned ).
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PPPM costs for clinical services

Figere 1124
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EPO Adjustments in Patients With Elevated Hemoglobin

Levels: Provider Practice Patterns Compared With
Recommended Practlee Guidellnes

Alai g Coling, M0, FACF, Armes P Ehban, BE, and Dend T, Gibartson, PhD
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INDEX YFOVADS: Hema k=il haseoan sk HO | Mg oles, recombinant uman argtrogobsin

T trsiisction off recombinan homan eryth-

mopoictin (rHUEPD] inte climeal fmeiic:
for the trealment of anemin relaed o end-sage
e | dfrseas (ESRDY Joad 1 sabsiangial improse-
menis in hemeglobin levels.™ The deamatic in-
creass o mean hemoglobin levils feom e caly
19405 b 3003 is paralleled by smdtar increases
in rtHuEPO doses and iros mesagoment.”

Targes hemoglobin levels becamn an Empor-
tani aspect of care in autumn 1997, with dhe
ireraduction of clinioal practice guidelims by the
Mickomal Kedney Poundetion under its Dialysis
Duicomes Quality Initiative. These paidelines,
which wese developed from the US Food and
TDireg Adminisration [FIk) Inbeling edication
for epostin, imervention trisds, and exper opin-
om, sappesied & e hemoglobin level of 10.0
fo 120 g {110 e 130 gl with fHoERO
traimeat * Providers' abilicy o saimaia bemo-
globin Jevelz within the gl ringe has been a
matter of concem, grves nagral variakilicy sad
oiher climical factors that inlizfers with fHaFFQ

Amasican ey’ o Wickowy Dtwwenas, Vol 49, Mo 1 flasuacyd, 2007 pp 185042

elifectiveness. ™ Cenlers for Medicare & Medic-
ald Services (CMS) payment policies requimng
emsdical justifcacion for rtHuEFO ireatment when
hemnatecrit levels exceeded 57 3%, with possible
auditing for repayment, alse may have comrib-
e ta vargahilicy, Cross-sectional dan gathenad
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munthly indeat: that appeeximately 30% ol pa-
lients hive hemogloban kevels less than II,pH:IL
(ﬁl]Dg.ih!ﬁ'ﬁhl'ﬂtl:HhhH‘m”lrrﬂll
grdls (314 po 120 gL amed the remadning thind
heve homoglobin levels greafer Ban 12 gRIL
(=120 L) Alkcuph this cecmall distribetion
fppeir: 10 he cossistent momh 10 manth, lew
[paEiem femdin widkis o paniculer group, such
muh}'jeumimlyﬂ%muﬂjlum

The incresxing percontape of palients with
homoglobin bewel: exostding the carrem Na-
tonal Eidney Foundation—Kidney Distsse Oul-
orsca Qualicy [miative (KDOCI) warget level of
12 gL {LM] ) has beem pocompaniod by a
decreased perceniage of patiens with hemogle-
b bevels Gess them 01 gidL (=110 gLh" These
developments appear to be the nimell of ey
factors, incleding comornan by, Bl over-
fend] lisaching 10 hiemxalililion, and fHUEPD bypo-
responivencas, However, as repored by the US
Renal Dats System {see Arnnal Dafa
chapezrs on providers sad sconomic costs),” there
s considerable wariation among &alysis provid-
ers m the disiribeSion of patsen) hemoplobas
levely, The incressing penseilige of palicnts with
hemalserits greater thas 9% has cansed comoern
Ieeaise Bedings in of beas 1 olindced rind sug-
gesed thet high hematocrits {close to &35} may
corattme A Tisk for vascular acvess thrombiesss
and poiraizally incoessed martality,” The necoim-
manded hemuopkobin level nmge was defised on
the basie of clinieal (rals sggestng salery o
Rorwesr Bevels, bur providers may sob alweys de-
crzise domen pecordiegly. Lack of atteation so
Sepe rgets, particdardy ai the upper end of the
range, may baad to oversg of rtHuEPD, driving
homeglobin o higher levls mad overshooting
the farget range.

Becently, a sew policy lor EleEPO e wis
implernemiad by the CM5.° I requires reduction
im paymeni for rtHuEPD doses for patioets with
hemainerits of 3% or greatec: 1t is mehoor how
frequently providers adjest doses and whither
thore are differesces scns large proups, Ta dhes
el W invesligale proviller practice patienms
pelalal 1o rHUERC) dose and its adjustment when
patient bemnoglobin levels were at least 13 pidl
(130 L), a leved consisient with CMS momtor-
imgz policy Tor use by fscal intermediarie
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METHDC3

Tha stady population (M = 16T, 7€) comamied ol hessik-
alvels i preveales? on lamoary |, 3000, whio badl baon
mteiving el pepd iscive) Swapey Tar an b B0 e s od
Juauary 1, 2008; had Mokcms i priney pupe. o hsl
FIElIPL} clpimna (2 o asi 2 copscrpites mecfe Palioal
ohstimameri Mo (g8 480, 1ace, primary cuma o7 reeal [fvra,
mrnl iyt viakige) dere Beorm Lhe ChelE Madual
Ewdrnce Keport (CME-ITH). Comarbdd conaSln west
demmiingd frem Medews Fan & ofasiscal sad an 5
m:uuﬂhmwmm
al Srarer, Mok Bnansa, Cliaies’ MHellcakve, oides
sxanfiag m s previmnly described metiod. ™ Cosdiicss
chwirnoterizn] wrd iaded wileem brochs b dies, congis-
iﬂhthinrﬂ.th}‘h;ﬂhﬁﬁnﬁm

o niack, pooph-
IH'H spknilir Reeal, chrorls gaaresda palmanary de-
—.—::rﬁulnlqﬂma.hvnﬂﬂdlmlll-n

Mmm o che oudy populmian for DK
were analyeed Lo Charlosile naTia Tanageene, Wit
wireizn kol wids o rcpedkal Tewel

af b 13 gl (530 g} Por cach mch chim, e
FHUEPD dosd wad comparsd sdh dw doss repomed on (50
rHEPG chdm For e el moktk. T rodwos thie poteaial
Iz merrplcic doaing nfocrstion, oaly el for poniks

shcion gl 2% For patien wich o hernoglcbia kevel of ol
b 17 LA W30 Lk Rmcoggirlng ke @ Mculry reamai-
g Eeveli al b gl cind ol 52 EommmEsdsd mge (17
gl [ 130 g} wishoai excecchng i and bused on e o
CME payreani pelicy, we oead o cuind poind for doe
rodeciion | pAL growkd has (he reomavesdid rwl, Re-
e clwira deta gererully yiekd sHeEFX deosing isfonse-
g o ! ol wimn por reondd, we omld deieci donags changea
aaly frim oo mesth 18 He oo, Ban dw dode coakd Baes
chmped ol any iime dering de arma . T dbcsrimedile
il imprecidon, we claafed § neolb-io-mosis dme
iedictbam of o hEl e b 0@, 1. 5% redhic o)
25 1 mppeepriils poipoe 0 @ hemaglebin el of 0
lemapt I gl (UMD gL

Chiinig the ChSaatigind powikr nombar incledad o
ihe fhBRD daom aad e CME Aol ESRIF Pacdity
Sorvay, THOEPCH clalme wess Enked o rabvidenl disfyws
providen, whish wees aralymod by chain (Ta'Yis, THatvea
Chnde Ire, Presesi s, Chirabro, R sl Nephibagy Asach
mxzs, and Reaal Carp . Prgwidon and pat of & chain
wore olassifis] ag hoapial hossd o jadependens, defissd
i e CRES Massliny survey. 1T ChES deaiiiesd & unk &
Eeapial bocd, we claisifed & o boopie] bueed, 7 CW3
ko Bl @ wrdi 8 Progyiancding ped & was eof o pari of 1 af
e e chiiin awved. W clsd el e Indapendone,
Privvider rambers Lhal ceald il Be linliad 1 BSRD Faeditg
Sorvey deis wers dhmilcd n “eeknoes alblision"” Provkl-
ot with fewer e B qealfyieg el caira wem
e mded from ndlyEs

Por exch provider. 5 monsec of meria minigeracal e
nloybuiad na B2 pomber of approprisic resporss (fHeEFO
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fowe endecdion = 23R 0 e oowh afer @ eponed
bemmgholun fec) off ai kel 13 gL (130 @01 disided by
@2 pornber of ol me with o reporisd herseglobin leec ol sl
hazax I pedL {130 ), for which an rHUEIS) clem wn
preaee Tor the Solvesing weorsh and the pation) hsd na
Fingrial disve i eitteir Pedith. Bestall i Tediv idaa) prssid.
e w=Te appicpatd irkr e pooeskr clrisfealan de-
eribad. Chi-aqeas fesiy wees used b0 comise differesom
i1 pazam Lty mrad =,

privdiders. A laglui repression rade] s used D ESETn
foe oot of prosides au appropiiate equane {0 of O,
wdprikal for paliol g, e, e, priniy ciess of el
fadure, asd 1il zomert el condiioon.

REBULTE

As listed in Table |, patiest charsctonsiscs
penerally wiese COonLiSIEAL AT0EL Provider groops,
with gome varisiion in racial mix. Stesistical
dilfereniea we ml climeally sagnificanl be-
e PRCOMLMEAd RCAS are | Frespective of dermo-
graphie varinbles. A listed in Table 2, comortad-
ity wai wvery sasmwlar amorg proviler proups;
statistical differences among oomsorbdd condi-
tions wore mot clinically significant, with the
posible excepron of liver dissase, for which
values vaned widely among providers. For each
prvider, meean (HuBEPO duse in responss o a
reparted hemogholn level of of least 13 gL
(130 gLy was as folkows: DaVila, 54,299 Uino;
independent, 49,634 Tlim; hispital basad, 49,598
Ve, Fressnius, 49407 Wmo; Renel Core
Group, 46,772 Udmes Gambro, 42628 Wino;
Natignal Mepseology Assosiaes, 41992 Wima,
end Dialysis Clinic Inc, 3EAET Umeo. Each
provider was mgnifcantly diferont from evory
olher provider with e Tollowisg exceplions:
Presenius versus Bemal Came Frazenios
versgs hospital bz, Gumbrg wirsue National
Mephenlogy Associmes, and hospieal hased ver-

sus independare.

Tahle 3 liste e il noonder af gquslilying
rHuEPO claims and the percemmge of claims
with a reporied hemoghobin el of of least 13
ML (130 gl DaVil unite had the Inghes
percentage (16 7% ) of <l with high bemoglo-
bm lewels, sud Diglysis Clinic Inc urdts had the
lorereat percemtige (2096,

Figare | shows means end S04 of the anemin
managemani measure (perceniags of manaped
months) for Be peovider groups. There wis ooi-
siderable varition smong provider groeps; Disly-
&1y Clini [ae:, Frescnius, il Renal Cang Group
haadl B0 average anemis Hanagement measune of
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ar

e Ban T and Bospilel-based units hed o
meisure of $9%. Emor bars, representing S0s of
ihe percemages of managed months, show the
range of vanation.

Figers: T siews the distribation of the anemis
minsgeenen] sessure fof indvidusd units within
eaeh provider group. The width of the Ereguency
distritution curves shows the vanstion. The peak
of the curm ropreseoes the spproximate mean,
mnd the wadth mpresents the 3D, For exmmpli,
the carve For Renal Care Group praks shaply &
% w0 3%, Indicwing chose adherence o the
puidelines, wheseas the curve for Dialysis Clinic
Imc has a wery browd peak, stretching from S0F6
o 7% k0 more than 0%, indicsting & maom;
vargl adlbere ez

Figare 3 shows resohs of Ingistic regression
enzlysis of the anemiz measure. In
responso b0 high Bemoglobin levels, tHuBEFMD
dome peductions were TG more Blely e ocsur
in Diialysas Clisde Ing, Freseaius, and Renal Care
o unils than Crermben i Do nedections
were slgnificanly less liely w2 cocur in Da¥ie
(29%], Nagonnl Mephroliogy Associetes (30%:),
heepital-based wnils (2E% ), and independint it
(E7%) than Gambro unils, The Esibution of
upits adjusting doses Besed o8 pRoomEended
practic: wis benad, reaging from o lew of 1% o
20% mo & high of 504%. The odds of a provider
redecing the rHuEPY dose by the EDOO-
recommended 258 wis sigeificantly hower Tor
Cra'ita, Mationsd Nephrology Assodales, Bospi-
- hased unis, s [ndspeadent units compared
with (ambm eaits.

Mean monthly hemeglobin levels were stable
duering the courss of the yeir, remraimng withes
=01 gL For cach provider group {dsts wo
ahownp, Sl% alsn were swable within provider
ronpe, but taere were differences in means and
SDs berween provider groups. The highest wes
Daitn at 02 = 1.5, and lowest was Dighxiz
Clinic [zca 114 £ 1.2,

Bersitivily asalyais pesults show that e effect
of specilying o dosage parcentape redoction less
than the recommended 23% {s 1o shift distribo-
tiors to ghe right, with [t or no offect on the
shape of the distdbaition, Swwalarly, speclying a
larper percentage af chnge shifts the didribu-
tiok o the left with linle or no effect on the
shape.,



29

Cnline ol g

13

YTUS L (LIRSS MM FISLCES PSRAE LA, E USR] BRI ST [RE A ke o s ) IS0 LT B0 BB ) 0 0.
AW AL LR B My Do iagiion] FeORDR) WM ) e MG 100 Sasgneengy
e - ) Ry sl 0 e i e e i il 0y S ) L iy o iy S Pl SN e 0 (] F LSRR W [ Cm g, T

LT+ 1w [ kg FETEY Er=TF LrEaw Ir=2F Ersir GrwA® [ s TrIEY Ay el
(5] ¥ F4 ] e HE VE e Fi 4 117 1 1 e
&l i #EL FEl oEl EEl Lk il T L LT
il i el BLL Tl il FLE hr- Bl 3k T LR
Fig e i &2 F4 11 U T L0 e [§= 8E [EEE e L LTE ]
Zir Elr Ao Lo Hir Tik v L Er or SR
Vg S iy i = v 2 Ay
Bt e L 1] Fh fxi} &h [N ¥ Fa-] a1 UNCLUILET
Fi Er (13| ] El = 1 L Er Fi Ly
e L L [ in D 1] [ g L LIRLHRE W DR
[ eE L] FEE Liw e Ter Fir 1= aaw B!
En  Fid L G - Eiw {11 ¥ir 1 IR BRLA
() wony
e Fir ey e La-o £ir wir L ik £Ep oy
e L=} PES g g EE LI 131 LE {7 L
Fd gy
e e LA fy=d lig=d 4 FLE VLR Wi e gim
;3= -3 ez e L= L83 5 e g 5373 w2
1§51 (-4 [ - B Lk ig" Fil ik .90 o] A G
=EI I'FL SEL EL BEL EFlL el BEl L 1 g -
ol zn i1 ED n 41 i L] i ] £ B
[EAL - T
ol EEl [ 31} wEl A¥l el e EEl TEl -1 a8
oy} 5= -] L] 61 mia FLR i Di iR FLe eap
Ly} o9l L] [ L] o e i) e 3, arpap
& ofly
=2 PR L LEL e i o Ll = a2 SRR e 2oy
umzra repiedamy mdea B3 L LT L] TR [lae] L L B P

EIEEL T g | ]



MHUEPQL Practos Warrur Guidalines

bl 2. Cumnslathes Geimaibi Cond Mo

30

[ T M Daey Ea71 Frejaeess Quesiee RRA BCG Hosplisl | eispenciend  Uniresm
Aiycedemic heari choemse (%) IR 5401 502 544 BE EL1 D T2 %] a
Corigeais haoas inliurs |5 w4 Eop San @14 0 B4 AN MOH a0 L L
Carohes phetmming 41 &2 421 413 413 €7 &5 M4 48 AEE 4r3
DT e ) el [ BT B4 GIg Gd4 Ed 6 e =R EE A
Cumbmrmeciil $533enRriden

nchanic lach () ma4 3By BT 283 Hr MA e 50 it Foa

Parpha] vazcular diseeaw % | mE 2RI 51 axy 58 58 =5 a2 L] 514
Chaois phMITTSs (LEmnary

= wa mME M7 73 a3 A EE IE w4 e

G |5 128 17 127 kA 125 123 1.6 144 ] "1

Liver it | i nr B ME A 167 238 ke A A il

Constroriscting bssdag (%] my M1 M2 24 WA M1 BE A 0

Forg='Wehin sach comcrsid condrian, all 2 ke o 0D by che-sq sl
Abigvewintions DG Diakpie Qinks na: MRA Maleral Mephaology fasacialss; ADG, Resal Tare Gmug.

CHECFESHON

The cortrued growth in rHuBEPD dosing and
the imcrease in hemogloben levels have raissd
concems emong payers ed policymekons ts
providers may nol be achiovimg oplimia andmiia
management. Monicging nf caee enier the ESRD
Clinical Performzce Measurms Project'! and the
usit-level repets dstrilned under Mediase"s
DMalysis Facility Compare show thel providers
have varying percentages of paicnss whe med
o encend hemoghobin bevels. The L&
Fenal Crata System's SN Answal Doin Mepord
abewa Tl in a0 peuvider groaps, at |east half
the patienis have an pverage lewed of
al least 12 gL 01 20 L) dering the entirs year,”
Qur study shires that some feovider proups heve
o high pementage of paticnis with hemoglobin
lewels nolonly prester this 12 g, (=120 g1.).
Bt grester taan 13 gidl (> 150 gfL). In other
Eroups, less than 8% of parbents bave a bemoglo-
By leeveel ool &0 leasy 13 gidL (130 gL, This wide
wvariatian in achigved hemoglobin kevels suggrsts
that som providers kave tangets JifTszent rom
thoee mecommendsd in dhe KOO0 guidelines,
which ere consisiont with FDVA recommenda-
tiors, Even within a single growe of providery,
there 5 8 wide range of adjustmemt panerms.
sagpesting inconsisienl adbenmes: B0 the recom-
wreredind doss ol i greon.

A more detailed assessmost indicoies that pro-
widis gractice palems dssosiated wilh sHUEPD
dose reducton are highly dependent on the spe-
gific larpe disdhs orpanization and whesther ohi-
alysis uniss are hospitl Bassd or isdepesdent

Aldwough there sre small differences in demo-
praphic charscieristics of patisnts served by e
indEvidusl dialysis chaiss, Bospitals, and indepen.
demt dielbysis providers, DaVii, Metional Mepheol-
Opy Associabizs, amd hospilal-hased it appess
i ndjust doses D09 less than the reflensos
chidms and as mach as @04 |ess than cther lege
dinlyeis cepanizalions, Thes: Gadings se hissd
an & minimal Scse redection ol 123% koross 2
months with a roporied hemoglobin level of al
It 13 gL (130 /L), Thecas minimmal chanpges
yielded, on averge, B TO% rale of maragemeni
{versus thai recommesded], bui the variation is
considerable, Results do ol change acroes 3
it of chalms.

e also found inverse relotionships among the
prviders. For example. DaVits has the lowes
pemmber of mangged meonihs and de highes
percentage of hemoglobin levels greaer tam 11
gL (110 gLy whoreas Dialysis Cheie Tne
Tas the biahet mamber of maniged sonths and
lvwest percenmge of hemagichin levels preaier
than 1l pML. Despite an mverse relationship
Betwesn Bewsplohin level graster than 13 gl
(=130 L) omd of hesrogiobin levels
less tham 11 g/dl (=110 gL}, the pomentage of
peiticzits within ge meommendsd Bemsglohin
Jevved mamge of 11 1o B2 godl 100 0o 120 @l is
kighly dependeni on the provider ™ Diabysis Clima:
Ine had the highe parentaps al palicnts with
Jevels within ghe rarge end thi
Foveest with Jevels presier than 12
B (=130 L) Datie Bed aleecel 3 tines ay
many patems with levels greaer them 12 gidl
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{21 20 gL}, i the loveest prrcentape with loy-
eli less thai 11 ghdl. (<"100 gfl). Provider prac-
tices appear 1o vary with regand b ceceeding
e peideding, raizing e condirn Bl prac-
tices focesing on a single compenem of the
guidelime recommendations (eg. hemoglohin
Eevel < 11 g4L [<110 g/L]) iy distae che
maore compredensive FDA-approved package
mrmert mmd KDOOI recommendations, which
focus on keeping hemaglobin levels within 11
bo 12 grdl {10 o 130 gL

Fmasome for e brossd diffenoes chaemvel
are fed immedietely epparent COre possibiity is
between-provider viriation in te peroestapge of
patients with wasdizal fdicnions foe Bemoglebin
level oo exoeed recommendsd levels A deiplled
aralysis of dapnoss codes inchndied o dEalysis
claims may help daily f e, bl the juslifi-
cations reporied wo Bxcal temedares mey not
be passed on through the CMS sysiem and may
b uravailable Tor smalysin. Alao, paical corpors-
oS oF owners may sabjoct providers 1o parfor
memcs mesEmres linksd 1o managsr or 9@l com-
pensarion, Bennomic inoestives 10 ahieve cemain
largeis mey reduce the likelibood that rifaf PO
toses. wosld Be changied, partularly iF the pir-
centage of patieses Tor whom kemcglobin levels
decreased w0 less tham the EDOO iarget is moni-
lnil, a8 opposal o the pereenlag: ol palicnts
who were monagsd approprieely and those
echieving 2 hemogkobin level of at least 11 gidL
(010 @) Peovider elTorts W eeduce S peresil-
age of petems with bemogiobin levels less than
10 gl (=2 100 gLk may affict revenus streams
Finely, provalers miay be relucmng oo redoce
doses a8 recommended for fzar that pegents'



ﬁH-ﬂ-I—ﬂ-l-ﬂ-HH“H"H‘
e ]

o Sk Srifr

- e B N - SN N R e N
L L

Figie 2. Disvireben ol naain mangoTies by usd wiin grvide moup: |4 chein provigens, (I} nenchain persders.
Abterantions DL Dislyin Clinicing WA, Mrcnsl Mepfology Assccatus; MC0, R Cas Ao

bevels may decreass furder into and post the
KD targets, leading 1o cyeling of patico
hemglohin levels 48 despribed by Fshbene and
H-EI'I:H-\.'I
Clearly, provider praticis: are associascd] sig-
q.il-,ml[:, witk 1he likeliiond ol performing ed-
of age, sex, moe, and o=
:ll:lr'l:uﬂ':!h' m by coversd population. A inor:
complels issesamenl of provider dosing prac-
cices s needed 1o deisrmine whether these prac-
tices are associated wigsh any poailive, nestial, of
adverse oulcomes in paticas. This complex as-
sessmeni shoeld address the preaivst concems,
such as viesmalar access troenbosis i candoie-
cular everts, lsspes of ooncem in the sormal-
hematoors ial by Besarab et"al® Becase
achieved hemoglobin kevels may be highly oon-

;#Jf;##f/f

Figuem 3. R armmia. maragamend. Mo UD0OL,
EGYH O RolEd 'F‘- Dp0E2 Apheeviationa: DCL
Chric Inz; KRS, Magorsl Masbrology Aicassalen;
Faonal Camm S

founded by disgass burden, such advaneed mek-
el a4 & maeginal streconal model mey be e
quired ! Prean safety with hemoglobin levels
expeeding the recommended moge shoukl be
mesrmsdl furdher, Such ssalyaes ars bejond the
scupe ol the cervem irvestigatlon, which focoses
on describing pattems of practos and thdr potene
il worieiion

Tha limatetions of gur shudy desere; careful
eeasderation. Only monthly hemaglobin lev.
&3 are peported on rHoEPO claims. Providers
muey have acoess 10 multiple bematocrit valuas
during the moats that indicale & change in
rHuEFO dose and allens Gor delermisation of
the necessiy of Jose reductions for pulmu
with a hemoglobin level that emceeds KDCH
targets. Becemsse of hemaoerl data limita-
licas, defermingng the cxacl dag doanng 1B
il in which iHoEPO dose wos decreasad is
difficelt, and cur ability to assess whether the
ol percemsge of rodection was the sug-
gpested 25% ix limited. To addpss thiz prok-
lem, we med & 125% redoction, reesoning
thet, on everage, tHuEPO doses mey change
mandomly throughout the month and the Tull
pmcunt of tho change waopld nin be rellecied
comparing it with the lellowing month. Deher
anmeasnred lactors may influence a provider's
likelihood of decerasing tho rHuEFD doss,
pariiculardy o palients with high hemsegbabin
levels or with hospilizesions. Ieformation
regerding medical justificarions offered for
merfiining dosages in pabicnts with higher
remoglohis levels is ncomplele, To some ¢5-
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tenl, predicion of rHUEPD dose redection show
a greater likelihood in paticets with cerelpnvas-
culsr aecideats and ounslent [schemic atacks
A morn detailed analyais of indicalseas for
mazdical reatiment encseding de recommeadsd
Fevels ds rogquired 0 moen accumlely AaseE
provider practices in rHUEPD doke reduction
i patlems wath higher hemoglobin levels

I ey, Wo asechs Bhe mEagemsnt of
rHuEPD dose for patienis with bemoglobin bee-
els excpeding the KDEHM pidelines: afd Sed i
w he Bighly sedmed o the indwidodl dEalysis
peovider. In peneral, spproximately 0% of pro-
viders” dlialyaia units adjust FHUEPD dosss con-
stmem with KDOQI guidelines amd e FINA
labeling instnugions when hemaghohin levels
caceed the recommended trgets {15 gidL [130
L]k The disribution s brood, sugpesling it
asbsimatial impeovement in the menagemens of
patients with olevabod bemoglobin levels, with o
decrepse b rHuFY dose, should be consldered.
Hemoglobin lovels amd rHoEPO dising pris-
tigts mmy change subsuntisfly with the recem
changes in epoetn paymest policies by TS,
Cemlinuend monikaing of these practioe s war-
mnied w0 deiermine wheiher providan an follow-
ing reeceamemidal practsces, thepshy ensofing
aoih sadery ard effcacy of anemis oeamen o
the dialy=is popalstion.
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Thi Homaralsle Foriney Feme Stark
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Hoesse Ways and Means Commitios
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Weaskington, [T, 0515

Deer Chairmen Stark:

Theasdt yow for ‘your inguiry regending the Comdssioa"s Smdings about the adequacy af
Medizane"s payrens for Srecstrnding Salvsis providers snd our recommendations on
midernieing fhe oupatent dialyss paymend systam.

Tz Beicans Payment Advinocy Coeimizaun (MalPAC) hia 4 long hiney in cxasining iniies
relatn 1 Miedeme's paymmists fr oulpalien dinlyis sevioes. Each yeer, the Commisson
ipms ey The adaguey ol Medivane's omgatest dialysis paynesrs ind mekes reoommendations
bl whether b epdate The cimposiie re. loadditon, we hove also exandned sad reede
recimimendidiom an Melizare's melbod for payig for diakyain servioss, e qualin of diglyas
e, irel hesmeficiarien’ aooehs o sare.

fn Tesponse io your inquiry, this leiter summarizes our past research and recommendations on;
& Teands & the volume of ropedent dialysls senvices

s Medicars serging for vapeient dialysis servioss

Misderrising fhe ouigsitient dislyis paynend sysan
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Trends in the volume of outpatient dialysis services

pedP AC has clossly manitored changes over time in the volume of composite rte services {io.,
Midicare™s procpective pavment for each dislysis treatment] asd distysis drugs fursished by
freestanding providers (who trest most distvals ptients). One way the Commission tracks
utilizatice trends is by examining Medicare spending fer both comgpaite rate services and
disilyzis drops, As deseribed in our March 2007 report to the Congress, Medicirs's spending for
dinlyzis drugs, including ervhropadesin, hes grown more rupidly than composite mte servicns
during the past decade (Figure | and Figane 2, page 3).

Between 19%% and 2004, the annual growsh in payments for compasite rate servives generslly
ept pace with fhe increase in the dialysis popalation (% percenl versus 6 percen, respectivelyL
The higher growih i corsgo e rabe payments berween 2004 and 2005—14 percenl—is dat to
the add-om peyment mandated by the Medican: Preseriplion Drug, Emprovemsent, and
Modemization & of 2003 (MMA) and implemented by ChS in 2005, The MbA mandaned
shifting some of the profits from dintysls drugs to an add-on payment io the composite rbe in
2015, The MMA also kowerod the payment rates for meat dinlyals dugs closer fo the prices
previder padd in 2003, Spending for dialysis drugs grew misch mion: fapidiy— 15 peroent per
yeer— than [he greth in the patient populatios between 1996 and 2004, This is dus to ineeises
in the valume of dialysis drogs provided to patiets sd price increases for pon-erythropoletin
drugs. Drug paymenis declined by about 10 percent between 2004 and 2005 bocausa of the
WMA's chenges i drug paymond rales.

Although paymens for dinlysis drugs declined between 200+ and 2005, MedPAC's analyals
suppests that the volume of dnug (is teems of the units furnished 1o beneficiaries) continued o
increase for most diahysis dougs. Paymments foe datvats drogs declined because the anit price
Medicese paid for dinlysis dnugs declined betwees 2004 and 2003 dus o chisges mandesed by
the MALA. Our caleulstions fied tha erdhropoietin volume increased by I peroent and (he
volume of te other Jeading drugs increased by T pencint In 2005
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Figure 1. Meadicare's payments bo freestanding dialysis fadlities hove steadily
increased

1688 000 20403 2004 2005

!—l-rrTq-hﬂ —a— Composita rabe services - Erythropaletin -H-m-rdmnﬂ

mzmmmw-ﬂuﬂwﬁhMMMM
gervices and decreased spending for dinkysis dregs

[ﬂﬁurlﬂ-ﬂmpu-ltl rate and add-on paymend O Erythrapoietn O Othar ﬂ'l-lil-l

Scarce: Corpiled by MedPAr oo 1994, 3000, H03-2005 outpoent dinkab chim horn ChiS.
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Why did providers increase the volume of dialysis drugs and is all of the growth
in volume oppropriaie?

Use of dalysis drags has grown for two ressoms. Firsl, e drugs—ineluding erthropoietin, inon
segplemeents, and vitamin D ealogs—effectively eat conditions that result from the [oss of
kidney Barction, such as anamia and boee discese, The use of meny of these medicabons has
enhanced the quality of cam famishal to dislyeis patients.

However, some researchens have piported hat enythropodetin use varies sming providers and
sugaesied thet providers could firmish ervibeopoietin more effciently. Thamer o 4l (2007)
cimclidal that, compéred with other fucility types, large for profit cheins sdministered higher
envitznpoistin doses and higher dose increases,” Pizs o al, (2000) estimarod net sevings {of $247
per patient per mamih) coeld be achimved by using an albernstive mix of ryibropoictia and
ingravenss e In addition, rendomized clmical mials have found sdverse cvents among
patiomts with chromis kidney diseas: whe recsived a gresies dese of enpthropaietin to ackiee 2
higher kemeglobin level (Singh et ol. 2006).™

Paying seoceding #o the number of isits given 1o piti ot méeans it providers haove an incentive
iy provide mare units (35 kng & Medicare's pryment exceeds their costs), In sddition, the
profitability of most dnugs under the pre-MMA peyment method gave providers m incentive o
use mare. I 3005, the new drug paynent methed redoced but did sod eliminate the profitsbility
of dnsgs. Medicare's payment reie for the fop dialysis drogs excesded the average sples prics in
2005 (MedPAC 2007),M

1 Thosmer, M., ¥, Thang, 1, Kanfirm, el sl 3007, Déelysis Becilicy ownarship and epostia dosing in psients
receiving hamodiahyin, L4060 297, 7. 15 (Al 1E): 1667-1674.

3 Piem, LT, M. B Patel, W b Bellaio, &t ol 3006 Eoomanh frepications of nos-sdbermcs o estment
recommendution for hemodalyals paticats with somis. Dby & Tremplaeaiion 15, . 1L S80-671,

3 Henifos meskters § (ALEI"S anerLls pans by deemiing ihe prroenzgs ol ol hlool ofls o e biocditeas.

A Bingh, A. K., L. Srcvach, K, L Tang, st al. 5006 Ciarrection b aseisii wilh epoetia st in chuoni kidsey dissss
v England Javrec! of Maiciee 152, £n. 30 (Maversber 16): 2a5-2094,
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Historizal trends ic the use of srythropadetin demoastrate the concerns aboul paying for profitable
services on 2 por wmt besis, ARe CMS dnnged it method of paying for enythropaietin from a
relatively fixed payment per admindstralion (of soyllmopasetng betwesn 1999 and 1991 t> 8 per
unlt basls afier 1991, per patient wse of the dug substantially escalated—8 percent annuslly
between 1991 and 2004 (from 7,100 units per week to 20,100 units per week) (USRDS 2006).”

As we diseuss i mone dets] later in this letter, brosdening e paymet bundle and issluding
drugs and otber comsnanly Famished services might creme more incentives for providess bo

The Medicares morgin for outpatient dialysis services

Ench vear, the Cormmisston Axsessts curmrend paymerns aod costs for dial ysis services for
freestanding dialysis facilites by companng Medicare"s peyments for composiss rebe services
it dialysis dugs with providers’ Medscare-allowable costs. The latest amd most complete datn
wvailable on eestanding peoviders’ corts are from 3004,

As we describe in our March 2007 repord, wi estimate that the aggregeie bMedicere margin for
compealis rate services and dinlysis dnigs is 5.4 percend in 2005, atber &n audit comection (Tahle
11" The agprepsss peargin for the barge dialysis ocganizations (LD<0] is greater tham the sargin
for all other froestanding facilities (10.7 pepeent versus L6 percend, respectively). LDOw aceount
fog vt T2 percent of hedicare's spending for dialysis services among freestomding facdlities.

JﬂwHWMMﬂm h;n.l*hn::l::::w: G ety prodiet. CME caloolaies
ASP usiog dus sabrmtied quarniery by phar fn aad in o of piies winl dboonarts offered &
perchasn iy e musofsnoen.

4 Meliscticars Puyrnen Advisory Crorenasion. 2007, Mediaars payse pefior. Washingion. D MadPAC.

2 Unaster] Surses Rernd Diats Symiss, Mool Instinne of Diabeies s Dip 1 Kidnay Ié DG, COROS
IO awnas’ s Feposy. Betheada, M HIDDK

§ The Commizson deiermines pryment rearyims eiiag e eesuls of CME's 3001 audli of frsstsading provden
et reparte. The sedht process generally |enver e codt per Poaimam 6 thed raime the morgin We descrhe this
corection in our bllarch 2007 repor. The Medioare margis wilhoul de adi commection o 5.5 percest in 2005,
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This nding stems from diffirences inthe cost per trestsnent and the share of tote] paymenis
from disbysis drugs. LDOs have bower cost per treatmenl, oo avemags, than ther counterpans,
Our regressson analyets indiceses thes ot cost per reatment was & percent lower for the LTS
than their couterparts efter adjosting for pationt cise mix md ofhe Tcilily-level chameteristics,
In sbdstion, LDOs desived o prester share of dishysis payments from: dizhysis drugs, which were
maore profitable than composite e services in 2005, than noo-LD0s,

Beaseed om the 2005 peymeent and cost datn, we estimate thei the 2007 oggregate margin will b= 4.
percent. This astimate reflects the Congres's apdate of ihe cotmpedaite fate i 2008 (ky 1.0
percent} and in 2007, Beginming oo Apeil 1, 3007, the Tax Relief and Health Care Act of 2006
updates the composale rais by 1.6 percent. This estimarte also reflects the apdete of the add-on
peyent in 2006 and 2007,

Table 1. Modicare margin in 2005 varies by fype of freestanding provider

Percemt of Medicare margin
et mmm i 00
All 1% B.A4%
L= T LT
Mon-LIkE i 16
Sow: 10O lnage diakyss grgeriaaton). D0k ora: Fresaska, DsVia, Gambr, ard Rasal Core Gravp.
Sourcer Compind by MadPAL From 2001 ond B005 oot reporss ond M5 outpaiient claies ssbreited by focBies
It

Modernizing the outpatient dialysis payment system

In our March 2001 nepord, the Commmistion seeammended thet the Congress hronden the paymes
burdis ro mndemnize the ootpatient dialysis payment system. Medicere would provide ineemimves
Tor contzulbing oosts and prommoting quatity caes by broadening the payment hundle to include
drugs, labaratory services, and other commanly farmished itoms thet providiers currenity bl
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separately aud by Enking paymem o guality. A bundbed rate wonld crests incentives for
prreeidders 1 faierish services more efficiently. Por axomple, & boedled rete would remove the
Finencis] incentive for FacliGes o ovenies dialyais draps under e camrest method. (However, o
tumdled payment might give some providers an incentive o stinl, as we s beiow, )

A Bemdled cate would ales stmphify de outpatient dialysis sysiem. The MMA created the add-cn
payment o the composibe rate from. some of the peodits that Medicare previcasly paid peoviders
mder the pre-MMA dng payment method. The MMA requires that CMS updite the wdd-on
paymint hased on the previons year's increase in drag expenditures. Under & bundled rate, it
would no kanger be necessary for CMS to sepamibaly update the pdd-on payment i the compogiie
e,

There e several imporiant design issoes Sab will need 10 be sddressed ag the putpatient dialysis
gy aysiem is modernized. The first issoo concems determining the services bo inchads in ihe
expanded bundle. Adong with wadely wed dialysis dugs md Isbcratory tosts that are carrenthy
oot covvered by the bandle, palicymakers should consider inchoding other services peeded by
dialysia patients inchuding:

«  Muiritiomal theregry,

# Yiscular access mondtoring ond survesllance services, and

# Weccinations for influenea, pnesmonin, and hegaiitie C

A& breades bundle might give some providers en incentive bo stint on care, Comsequenly, the
Sevrotiey will feed to continue effirs to mosdtnr, repant om, end imprave the quality of dialysis
are in order bo promote the delivery of elaenlly sppropriale care, The Secretary should oollect
clinical information for each dialysis patient bo neflect the services insloded in an expeamded
tamdle. Currenily, S5 collecs dialysts sdequacy and onemriz stetos for all pationis on the
clzimns provaders subrmiit for paymenl. The Secritacy might consder megmenting this information
with patient-level informatica on:
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Hutriliooal, iron, and bore dizense stums, ped other measures reflecting patients” climical
status;

Use of the leading dialysie deugs, inchufing eryihropodetin snd other enythropoiesis-
slimleting mgents, iran therapies, vitamin T therepics, alteplase, levommitiee, and
anthlothes;

Ceozreces of bospitalization and emengency departmeni uss,

Cases of meckanical complications, such as thrambosis of the arterevencus fismla in
Bremodialyess prtients and intra-abdominad Blesding nmong perifoneal dislysis patients; and
Cazes of infestion, such & septicemds, peritonitis, end methicllin-resistant stapbyiocoocus

aureus mbections.

Unider an cxpanded bundbe, the Becvetary will nesd to cnsure that distysis providers aro not
sending patients ta other Medicars providens {sech s cutpatican hospitel depanments) foo
services covered under an expandead bundlbe, B will also be necessary 10 ensure that servioes
covered under m enpandid bundle are noi chtained by patients undes ke Pari O program. For
exgmnple, Medseare covers dooercalciferol, o dmg osed bo troet bone disease, under Pact B when
patients roceive il intravenously and undes Part [ when patients receive it orlly (by capsule). In
pddition, the Secretary will need b ensuro that noo-dialysis providers foe not dupdicating cere,
ie,, famiahing & asrice inchoded in o expanded besdle.

Anather design issue concems equalizing the base rate betwesn freesiending and hospical-hesed
prendidiers. Currenily, Medicore pays hospital-hasad facilitios 54 more, on average, fos composite
rabe servicis than it pays freestanding fecifitles, This difference began with the Cmmdbus Budget
Recceciliation Act of 1981, which mandated ssperie rates Tor thi tweo txpes of facilites. In the
1883 rule implemeniisg the composie rae, the Secreteary astributed this $4 differonce 8
overhead, pot to patient compdesity ar cuse mix, This payenest method §s pot coeslstent with the
prtnesple of paying the coars inowred by efficient providers who furedish sppropmab: e,
reganilesz of the cre seiting, Consoguently, the Commission recommended that the Becretery
should irmplement = enifirm paament palicy acmes setings.
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Cither design fssues that policymekers will need 1o adidnss when designéng  bandled payment

ingluds:

v Desermindng e unis of pevment, which is camently a single dislysis session. Chingieg de
unit of payment ko either 4 wiek of & month might give providers moee fexsbility in
fumsshing cere,

®  Adjusting fior factors that nffect the cosis of efficient providen. Corranily, Ch S adjusis
payment for composite rabe servioes by paticis’ ke i twa mesures of patients’ body
mass Tr assre thet paymenis remein adequete in the futae, bolk MedPAC and e
Secretary should cantimme o explons whethes sdditional factors ere needed o adjust payment
far fachors thes affect efficient providers® costs. [n addition, Medican:’s carment paysent
method pays the sume rabe for the diffierent methods of dishsiz corventional {thrice weddy)
timidialysia, move frequenst hemodialysis, and peritonial dadyais.

Finally, under i expanded payment hundle (25 well as under the current prywent method), the
Ciomisaion believes that it is imporent for Malicans's payment sysisms to give incentives o
providers investing i quality, Consequesdly, the Comenission has recommended payenent for
perfommance in the ouipatiest dialysis setting (glong with other fee-for-semvice providers and
Medicare Advaniape plass). Oaipetient dialysis care is ready for pay for performence;

¢ ‘Well-aceepted messares are aveilsble

®  Sysiem ere in place fo oollect data

& [t are mvadlable to risk-sdjust s,

* Providers can Improve Upon measucs

The Commission supports implementing quality issestives budge netral by explicitly Bnking &
small proportion of total payments from fecilifies snd physiciess providing outpatient dialysis
services tn their quality pecformance. Possible qualify messures that the Secretary could use
include: sdequacy of dialysis, ofber meesares of patients’ climical satus, and coosrences of
hospitalization, emerpeney deprrtment use, complications (such as thrambosis), and infecslons
{wuch o3 septicemin and peritamitis).
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If you have ey gquestions regarding (his correspondendces, please do not hesitate to contect
Dr, Mark Miller, MedPAC"s Executive Directar, at (202) 220-3700.

Sincerely,

/%.W—M

Gilenm M. Hackbarth, 1.0,
Chairman
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Uisnicr SICRETARY FOR HEALTH
Wastihoros DG 2340

JUN § 3 2007

Thea Hororable Fartney Pata Stark
Chalman

Subcommiies an Health
Committae an Ways and Means
LLE. House of Representatives
Visshinglan, DC 20818

Dwar M. Chalrman:

Thank you far your Intarast in knowing how Velerans Afain [VA)
administers aryihropoleals afmulaling agents (E54s) In the ireabment of anemia
far End Stage Renal Disesse (ESRD). In response b your questions, the
fallowing informalion ls provided:

1, How many dialyais patients does the VA eat? VWhat proporfon of
thoso patients receive EBAs via suboulanacus versus intravenaus (V)
administration?

Rosponsa: There are 2064 patierts on hemodialysis in the VA dialysis
units, Sevesly-six percent of thens patients receive ESA via
subcutaneaus (20 raute and 24 parcent theough infravenous (IV) roule.

£ Does subcutanscus adminkstration of ESAs require a lower dose than
IV adminisiration in order fo reach the same anemia maragamant goal?
How much lower of a dose? How does the frequency of the dose compans
io IV edministration?

Response: The dose of ESA sdmiristaned via the SC route s 71 units
per kpptraalment and by tha IV routs tha dase is higher with 88
unitakpfireaiment. There are two ESAs available in the Unitad Siadas,
epostin-alpha (sold a8 Epogen® and Proort®, she kathar which is only
misfated for subcutanecus injection) and darbepostin (2o &s
Aranaspit), Thare ls only imiled data avaifable Bring inlrassnous
ard suboutmneous darbapcetin and the two mutes of administration
appear to ba equivelent in terms of desing and efficacy. Far
eryfrapolatin-alpha, the largess olinical tnal, which wag dane in the WA,
demangiratad that the dose required o reach the same tanged hematocrit
was achipwnd using 26-33 pencent less medicalion when using o
subcutanasous route compared to the Intravencus rause (Kaufman J5 et &l
N Engl J Med 332:57E-583, 1598), I
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3. Tothe extent VA administers ESAs subcutaneously, how much has the
resulling decrease In doses lowerad the cost of patient cane?

Response: These caloulations have ot bean formally done, In the
dacurment summarizing VA anemia ressarch {encicsure 1), wo estimeated
an annual savings of 2,887 to $4, 095 per patient.

4, Has VA completed and published research diecussing the lower doses
and costs associated with subcutaneous administration of ESAs? What
wera the conclusions of thal ressarch?

Responsa: Enclosure 1 summarizes the research done in the VA
discussing the lower dosas and costs associated with SC administration of
ESAs. We conciuded that subcutanecus administration of epoetin in the
hemedialysls population results in dose reductions of up fo 32 percant
compared to intravenous administration with annual savings of 52,987 1o
$4,095 per patient.

5. Do patients express discamfort or complalin of pain when they receiving
E&As subcutaneously?

Responsa; Theme are two preparations of epoetin-alpha, one packaged
in single dose vials and one packaged in mult-dose vials that also contain
8 presenative, banzyl alcohol that acts as a local anesthetic. In the VA
clinical tral, the preparation with the preservative was usad. In the clinical
trial 88 percent of the patients rated the pain associated with
subcutanecus injectlon as ranging from mild to absent while 14 percent of
the patients had moderate pain.

B. Has the VA's use of subcutanecus administration of ESAs resulied in
incidences of pure red cell aplasia (PRCAJ? How rare of an aceurmence is
PRCA for patients receiving ESAs subcutaneously?
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Rosponee: mmmﬂﬂhmmﬂwmmﬂyhﬂm
wiln subcitanacus administration of & spacific preparafion, Epresd®, which
hmehmmmmmMMMnmm
with all avallable ESAs, Eprew® i an apcalin-alpha similar 1o Epogand,
Ouf has » different stabikzer and packaging. The risk of PRCA with
Wmnmhnmwwhmmﬂmﬂ] and tha
packaging in pre-filed syringas. Once thess components wess changed
him.nmummmm“m. Thia most recant
ﬂﬁmhlﬂﬂfm'mﬂﬁmrmwﬂmiﬂmﬁwﬂmm
1E:2T28-2734);

Eprexl® odd preparation, SC 26,5 cases par 100,000 patiert vears
Epreslh old proparation, IV 0 cases par 100,000 patiand yoans
Eprex® new preparation, SC 0.63 cazas por 100,000 patient years
Epogend. 50 0.2-0.7 cases par 100,000 pafiant years

Thanik you for your imedest and concerm an behalf of wetarans” healih

Sincaraly yourns,

(ltagl & Leaorar, 710
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VA has completed and published important research addressing the lowar doses
and costs associated with the suboutansous administration of ESAs,

1. Keufman JS, Reds DJ, Fye CL, e al: Subcutanecus compared with
ntravenous apeetin in patlsnts recelving hemodialysis. Department
of VA Cooperative Study Group on Erythropolstin in Hemaoaolalyals
Patlents. N Engl J Med 339:578-583, 1898, In an unbfindad trial
conducied at 24 hamodialysis facilities al Vielerans Affairs medioal centers,
204 patiants who weare undangoing long-lem hemodiahysis wera randomby
assigred o recaive epoetin intravenously (n =107) or subcutansously (n =
107) {10). The dose was reducad until the hematocrit leval was beiow 30%,
then Increasnd gradually until the hematocrit kvel was batween 30% and
3%, an acceptable range according o rcommeandations by the Food and
Drug Administration. The average dose over a 25-week mainisnance pariod
was comparad batwasn patients who received epoatin intravenously or
subcutaneously. Date on disoomiort assoclsted with the routs of
administration wene also collscied. Data wens coliected from August 1984 ko
January 1997, Rasults indicated that the average weekly dose of epoetin was
3% lower (85% confidence Interval [C1]: 14% to 50%) for patients who
received subcutanecus epoetin, and that 86% of patients rated the pain
assotiated with subcuteneous adminkst ration s absant to mild

2. Keufman J§ for the Department of Veterans Affairs Cooperstive
Study Group on Erythropoletin In Hemodialysls Patients.
Subcutansous erythropolstin therapy: Efficacy and economic
implications. Am J Kidney Dis 32:51-85, 1998, This research reviewed
prior studies thal sugpesiad That lower doses of arythropoletin {rHUERD)
may be required io achigve a targat hamatocrit when the biologic is
administered suboulanecusly (SC) compared with intravenousty (IV). A
particular logus was on the Deparimeant of Velerans Affairs multicantar trial
comparing the two routes of adminisiration. The dissussion noded thal the
spacific mechanisms that result in the greater efficiancy ol the subcutaneous
routs ans unknown but are probably ralated to the prolongad hal-life of the
hormane with subcutanaous administration. |t wes supgesied thal possible
machanisms resulting in greater efficiency with subcutansous tharapy
inglude sustained stimulation of the erythroid progenitor cells, diminished
inhibition of erythropolesis by proinflammatory cytokines, and provention of
neocytolysis, the hemolysis of newly tormed red biood cells. Further, it was
concluded that Decauss most hemodialysls patients in the United States ans
recalving rHUEPD by the Intravenous route, switching to the suboutansous
roule may rasult in significant cost savings for the health cane eystem.
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3. Hynes DM, Stroupe KT, Greer JW, at al. Potentlal cost savings of
erythropoletin administration [n end-stage renal disease. Am J Med,
2002; 112(3):185-175. (CSP 392 Economic impact Study). Basad on
resuits found fram the VA olinical trial C5P382, this study posed the
question: if Medicare end stags renal disesss palients had their anemia
managed similar fo the way VA patients were managad, what impac! would
thare be on Madicam costs? Using Madicans data from 1997-1998 the
research found that 91% of Madicars patients weare recaiving thelr
enythropeletin IV. Tha ressarch estimated that the Medicare End-Stage
Ranal Disaase Program could save 347 10 $142 million annually s 25% lo
5% ol patients switched to subcutanscus administration of epostin,
assuming thal the dose reduction maiched the 32% reduction In the
Department of Vielerans Affairs randomized controlled trial, Conters for
Medicam and Medicaid Sarvices (CMS) collaborated on this study with VA
rESadnthers.

& MMMEWAMn..ﬁM,E. Chranic
Cave Dellvery In End Stage Renal Dissase: Adhsrence fo Cilnfeal
Guidelines for Anemia Managament. American Journal of Kidney
Diseases. 2008; 47(3): 455 481. Using data from & multisite prospective
cbservational study of 308 hemodialysis patiants from 8 VA madical centars
from 2001 1o 2003, the study eamined compliance with National Kidney
Foundation—Dialysis Outcomes Quality Initiative (NKF-DOGQI)
arylhropoistin administration guidsiines across Veterans Affairs (VA) versus
private-sector dialysis facilities and implications for eryth ropoiatin doss.
anemia-managament, and cost. The ressarch hﬁw.mmmmhﬂmpuhtln WS
&drrhhul&mdpmdnnhmﬂyﬂm 52% of patients In the sight
VA units In the study versus 15% In private-sector facilities and astimaisd
ocsts for erythropoletin were lower in the VA compared to the private sector,
Anemia managsment was similar. The findings indicate that patanilal annsal
savings of 32,087 o $4,085 par patlent axist if NKF-KDOQ! guidelines ans
followed and subcutanecus administration of ecostin 5 used, assuming 8
Medicars-aliowsd rate of $10/1,000 units.
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% KAISER PERMANENTE.

June Z2, 2007

The Homarakle Pete Stark

Chairman, Health Sebeommimee

Ways and Means Comnuitiee

U5, Howse of Represematives

1135 Leagwarth House Office Building
Washingion, DC HIS1F

Re:  Kuiver Permanemie Soarhern Califoreio (KPVC) Renal Progrom Experienee
with Buadled Papovent and Sabcutamesns Lise of EFCP

Drear Chaiman Soark:

In response io an imvitation from yvour staff o submidl imformation for the subcommities
heuring om June 26th, Kaiser Pemancote Sowthern Califomis (KPSC) Reglon ks providing
imformetion fhom our experiencs regarding: 1) subcutasecess sdministration of erythrocyte
stimulaling agents (ESAS) For the majority of our hemodzalvais patients; 2) busdlieg of
payment for hemodislysis ond dialysis-related services: and 3) provisian of shart daily
hemadialysis.

Bmsed an pur experiencs in southern California, wo heve [ound that subcutaneous
administration of Epogen b mn efficlent methcd of delivery and can lower dosing levels and
costs. We heve also found that bundled payments are an effective way 1o pay dialysas conlers
and are consisean with both posdiive bealth cutcomes for beseficlaries and efficient we of
Epagen.

Live off Sbeataneouy Epoeiin

Faolkrwing the refease of the criginal National Kidney Foundmtion DOOH guidelines n 1997
which suppertad subcutanecus sdmimistration of epostin, KPSC anderiock 2 geality Inktiathve
to comvert hemedizlysis patients from intrevenous to subcutanecus use. The program alkwed
for exceplions hassd an medical considerstions and palient prefieresce. Masl bemadialysis
patbents chose sehogtamecus adminlsretion, and we have continued to mairgzin the majarity
of therm on suboutansous adminisiration (8% & of 123 172006}, Impoertantly, we have found
that when given medicsl and cost Informathon, mast kemvodialysis patients prefer co receive
shcutamecus epoetin ~ far many it is 8 welcome dhance 1o reduce the cast of their restments
which they recognize as being wery expensive
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W have found and reporied that the dose requined for subculaneous epoetin in bemod alysis

patienis is abowt 2% less dhan for Inoravenous epoetin {demerivan Sociaty of Mephrology
ahstract, 2001}. This is similar in magnitade 1o s2vernl other published reparts,

In ndditicn, all KPS0 patients on peritonzal diatysis utilize subcutamecas epoetin,

Iiafysis and Malysis-related Services Buandiing

There is curently moch inberest and debie surrounding proposals to combine payment for
medications and laboratory testing into a “bundled” Medicars dislysis payment, Some
beelaerve thal 2ech a sirmtogy couk] lead o adverss patienl cwcomes, and Further, that amy
bundled payeent shoubd be stratified to increase payment for pathents with multlple eo-
mearbidities. In this light, we wish to make tho committee aware of car sucoessful experience
i the busdling of payeent for disbyeks sed dialysis-related services

The majority of our bermsodialysis patients sne gither insured by Medicare (primary or
secondary], maost wnder the Medicare Adwvantage program {Kaiser Fermanenie Senlor
Advantage], or are enralbed in commercial Kaiser Foundation Health Plan covemage.
Thersfore, we are the diveet payers for hersodialysls services, much the same as craditional
Medicare is for the mojority of beneficiaries needing dialysis.

KPS pdepeed & bundled payment medel for dialysis in 1959, This busdled payment model
is nuw wead for 53 percent of vor bemodialysis patients (1937 oul al 3675 hemodialyss

patieints, as of June 20, 2007}

The services meluded in (bese costracts have variad over time, bul now include the dialysis
tregiment, non-orml medicptions including EPOL, iren and vitamin [ sierals, mosthly routine
|abamatory tesis and sdditicnal. non-emerpent kabaratany lesis. Payment kevels ane nol risk
sratified for co-morbld condiflons or other factors. In one comtract with 2 dinlysis provider,
each facility & eligible for o performance incentive payment linked to patiesd silisfaction and
nephribogis satisFaction.

Cur quality monftoring, through both oar internal quality program and cear dialysis provider's
quality programss, Indickte that our hemedinlysls patients have very good cuscomes.
Measured outcomes include the adeguacy of the dialysis treatmenits, anenia cubcomes,
mimeral melabolisi oubeemis and patient satisfiction,

The majority of dialysis services for our 00+ peribencal dialysis pationis are provaded
incermally, o we do nog have experiencs in the kandling of payments wo thind party providers
fior this modality.
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Mowe Frequens Dielpsts arnd Mo Heanodialfysis

Your staff alsa asked abount the KPSC experience with mare frequent dialysis, particularly 5
ulilized for shar daily heme hemodialyais (SDHHD), KPSC b palning experiemse with
EMYHHD, snd car program, based af our Los Angeles Medical Center, has recently published
their resulis, showing positive outcomes, including mmproved quality of lifi { Mmool
insermeational, Volume 11, lssoe 2, pp. 223-230, April 2007)

Thank vou for your inberest in some of the innevative programs we have af Kalkser
Permanente. Please do niot hesitade 1o contect Fish Brown in cur Washingtan, DUC. office
with sdditional questions, as we would be happy i prowide whalever inlfonmalion we a8 10
assisl you snd your staff,

Sinceruly.

T 24 .

Peter Croaks, M

Pliysicean Direstor, Remd Program
Asgsociate Medical Director of Operations
Eaxiser Permanente Soulhern Calilomis

———

Letter from the National Institutes of Health, “Between 1991
and 2005, the average weekly dose of Epo more than doubled. Fur-
thermore, NIH data show that in 2005 over half of the dialysis pa-
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tients had hemoglobin levels above twelve grams per deciliter,” I
guess it is, “or greater.”

Keep in mind that the FDA recommends that hemoglobin levels
not exceed 12 yet NIH data show that more than half of the pa-
tients are at 12 or higher.

The GAO writes that Medicare could realize greater system effi-
ciency if all ESRD drugs and services were bundled under a single
payment system.

The Medicare Payment Advisory Commission writes, “A bundled
rate would create incentives for providers to furnish services more
efficiently and would remove the financial incentive for facilities to
overuse dialysis drugs. Bundled payments would encourage more
efficient use of ESAs.”

Please note here that we must, without question, and it should
be of paramount importance that we are sensitive to patient-spe-
cific variations in the need for ESAs when we structure a bundled
payment system. We are not recommending a one-size-fits-all sys-
tem here.

The two large, for-profit chains have standardized dosing proto-
cols and often they will encourage doctors to sign kind of a uniform
dosing agreement without taking into effect the tests that should
be done periodically during the course of treatment. We can ad-
dress these sensitivities with steps such as aggressive monitoring
and quality programs.

I'm sorry that CMS is unable to deliver their long overdue report
on ESRD bundling. This report was due more than two-and-a-half
years ago, and at our hearing on this topic last December CMS
promised to report by summer of 2007. Guess what? For those of
you who've been outside today, summer is here.

I understand that CMS will give us some insight on that report
today. I look forward to that testimony and receiving a commit-
ment from CMS as to when we’ll receive the report.

Lastly, both Kaiser Permanente of southern California and the
Veterans Administration have written letters to discuss their prac-
tice patterns. Each is able to safely and effectively treat patients
with doses of up to 30 percent lower in Epo than we see used in
Medicare. And I might add that Kaiser contracts with one of the
for-profit chains to provide this service so that in effect they are
paying a bundled rate to one of the for-profit operators and they
are setting some standards such as “subcuetaneous” administrating
of the drugs as does the VA and they are getting a one-third small-
er dosage of ESAs in these programs.

Seventy-six percent of VA patients receive ESAs in this way,

“subcuetaneous”, and they have annual savings between $3,000
and 4,000 per patlent Now presuming that they buy Epo on the
Federal schedule, they’re probably paying half of what the for-prof-
it chains are paying and you might then say that we could save
from $6,000 to 8,000 per patient if we in fact followed the VA’s pro-
tocol or Kaiser.

Kaiser in southern California does administer ESAs
“subcuetaneous” and confirms that doing so requires a dose 30 per-
cent smaller than needed for intravenous use. Of even greater in-
terest, they do use bundled payments and write that bundled pay-
ments are an efficient way to pay dialysis centers and are con-
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sistent with both positive health outcomes for beneficiaries and the
efficient use of Epogen. They do suggest that they monitor it closely
and they can feel comfortable with the results.

We must be certain that Medicare payments are structured to
ensure the highest quality care to all beneficiaries, and I am con-
fident that we can do so for dialysis services in a more efficient
manner that safeguards against health risks of targeting the high-
er red blood cell levels. This should be the committee’s goal for
Medicare ESRD patients.

Now if there’s anything left to say, Mr. Camp can say it.

Mr. CAMP. I'm sure I can find something.

Well, thank you, Mr. STARK. I also want to thank all of the wit-
nesses from the three panels for being here today and also a special
thanks to Leslie Norwalk, the acting administrator of CMS for her
excellent and informative testimony before the Committee.

I appreciate you calling this hearing today. I agree that the safe-
ty of dialysis treatments is critically important. Coupled with the
fact that 320,000 Medicare beneficiaries receive dialysis treat-
ments, at a cost to taxpayers of 7.9 billion, this is a significant fi-
nancial issue as well. Given the spread of diabetes and related con-
ditions like kidney disease, these numbers are regrettably only
going to increase.

We are all aware of the disturbing reports that have been pub-
lished, which highlight how the current Medicare payment system
may create incentives for providers to dose patients with unneces-
sarily higher levels of the drugs used to treat anemia in dialysis
patients. This is alarming given the serious health concerns associ-
ated with the overuse of these same drugs.

In fact, the Food and Drug Administration recently released a
“black boxed warning” that indicates an increased risk of death
from blood clots, strokes and heart attacks in kidney patients and
tumor growth in cancer patients from aggressive dosing of these
drugs called ESAs.

In response to these events, policymakers have begun to consider
proposals to reform the current Medicare payment system for dialy-
sis. MedPAC has recommended bundling ESRD drugs into the larg-
er payment rate.

As we consider making significant changes to how Medicare pays
for dialysis I want to sound a note of caution. ESRD patients are
a very sick population, often suffering from multiple chronic condi-
tions, who may not benefit from a one-size-fits-all approach to this
issue.

Any type of bundled payment must provide a proper adjustment
to account for sicker patients. An appropriate bundled payment
also needs to account for small dialysis facilities in rural areas,
which have higher costs and may not be able to achieve the same
efficiencies as the larger national dialysis providers.

In order to ensure that Medicare beneficiaries continue to receive
access to high quality kidney care, we must also support adequate
reimbursement to dialysis facilities. We need to maintain adequate
payments to these providers, so that they can maintain their focus
on prevention and care management of dialysis patients.

To address these issues, I introduced the Kidney Care Quality
and Education Act of 2007. This bill provides a 3-year update to
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the composite rate and rewards dialysis providers for quality im-
provement and attainment. Both the quality initiative and pay-
ment update have been continually recommended by MedPAC.

Through increased awareness and education on chronic kidney
disease, both the patient and the provider can take steps to slow
the progression and prevent the need for dialysis in the future. I
have worked closely with the kidney care community to comprehen-
sively address these issues, and I feel that it is important that Con-
gress move forward. I certainly look forward to working with
Chairman Stark to maintain quality care for kidney patients.

Thank you, and I yield back the remainder of my time.

Chairman STARK. Would the gentleman yield?

Mr. CAMP. Yes.

Chairman STARK. And perhaps we could stipulate something
here at the beginning.

I don’t think that either of us would suggest or that Chairman
Thomas suggested or anybody else has suggested that we have a
one-size-fits-all. I think we could stipulate that most medical treat-
ment professionals would suggest that these are unique treatments
for unique individuals and they vary, and that there are moni-
toring tests so you could tell fairly quickly how well they are doing,
and that I don’t think anybody on this Committee or I don’t think
any of the witnesses would suggest that we should just have a
blanket treatment schedule.

And I just wanted—I don’t know if that comes up in any of
these

Mr. CAMP. Well, that’s very reassuring. Reading all the testi-
mony yesterday I just thought it was important to put that out,
and I think it’s very

Chairman STARK. I'm glad you did, but I think that youd
find——

Mr. CAMP. It’s hard to know when you read the testimony ex-
actly how they’re going to come forward today, but I think it’s very
reassuring that we can both agree to that.

Chairman STARK. Is there anybody else who has a burning
opening statement that can’t appear in the record? And if not, I'm
happy to recognize the Honorable Donna M. Christian-Christensen,
a physician, a delegate to Congress from the United States Virgin
Islands.

Donna, why don’t you try and, in layman’s language, educate us
as best you can? Although we limit to 5 minutes, you’ll have 5 min-
utes in the subsequent questioning to expand upon anything you’d
like to tell us.

Ms. TUBBS JONES. Mr. Chairman, if you will, allow me, just a
moment. For the record, I'd like to make it clear that Donna Chris-
tian-Christensen Chairs the Congressional Black Caucus Health
Brain Trust and she’s been doing that for a number of years. And
she’s experienced many years in Congress doing the work, and I
just wanted to recognize the work of Dr. Christensen.

Chairman STARK. I thank the gentlelady for her comments.
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STATEMENT OF MRS. CHRISTENSEN, CONGRESSIONAL
DELEGATE, U.S. VIRGIN ISLANDS

Mrs. CHRISTENSEN. Thank you, Mr. Chairman, Ranking Mem-
ber and Members of the Committee. Thank you, Congresswoman
Tubbs Jones, for those generous comments. And I really welcome
the opportunity to testify this morning.

I have my submitted testimony and I'm really going to speak
from notes from that and from having a chance to have looked at
some of the testimony that’s submitted.

At the outset, I want to just start out by agreeing with you, Mr.
Stark, that our priority is to ensure patient safety while also pro-
tecting taxpayers from unnecessary expenditures. And I also want
to just agree with Ms. Norwalk who says in her testimony that the
development of a new payment system is a significant endeavor
that merits careful consideration and analysis.

And there’s also other areas of the testimony that I really agree
with, which is the need for reviewing the EMP and reimbursement
and collaboration with the entire renal care community and the
need for treatment decisions to be made by the patient and his or
her physician. It’s not the facilities that make those decisions. It’s
the patient and their doctor in consultation with each other.

And also on the advisory for the hearing there were certain facts
that I want to just reference because I want to make sure that
we're speaking from the same facts, and I stand to be corrected if
I'm wrong, but first it was stated that ESAs account for about—
almost 50 percent, and it’s my understanding they account for 25
percent of ESRD costs.

Second, on the studies that raise the concerns that brought us
here today and to reviewing the EMP, they were done in chronic
renal disease patients not end-stage renal disease patients, and I
think FDA will point out that they were done in conditions, for con-
ditions not recommended on the prior labels and not treated for
targets that are recommended. They were treated for higher tar-
gets of over 13 and over 14, so they really don’t represent what
happens in everyday chronic disease or end-stage renal disease
practice.

And third, I don’t think it’s really been established that current
CMS payment system incentivizes higher dosing. In fact, even Ms.
Norwalk says in her testimony that it encourages really that all
services that are needed be provided. And the only downside that
she offers for the present system is that it may make providers
more complacent and not willing to seek out innovative and new
ways to provide more efficient treatment, but I doubt that. As a
physician I know we’re always looking for better, more effective
ways to take care of our patients, which brings me to why I felt
it was important for me.

I want to talk from the perspective of two groups, one, of course,
and I am chair of the Health Brain Trust. We are finalizing our
position on this issue, but this is where we are at this point. And
we're speaking on behalf of the 32 percent of the ESRD patients
who are African Americans and the other people of color who are
disproportionately suffering from end-stage renal disease.

Although African Americans for example are 13 percent of the
U.S. population we are 38 percent of all patients treated for end-
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stage renal disease and we reach that point at younger ages. We
are very disproportionately impacted by diabetes and hypertension
as well, and we have higher risks when we have diabetes and hy-
pertension to develop chronic renal disease and end-stage renal dis-
ease.

African Americans have an incidence that’s more than three
times that of whites, Native Americans—about two times that of
whites and Hispanic Americans, 1.5, and that’s by 2002 data. So
whatever adverse consequences might occur, they would dispropor-
tionately impact people of color.

And I brought a couple of maps. The minority quality forum pre-
pares maps really looking at renal disease—do you have them,
these maps—across communities, and the lines, the ones with the
lines across are those that have high minority populations.

And both, if we look at Congressman Stark and another Member
of the Committee, Mr. McCrery’s maps, you'll find that although,
Mr. Stark, you have some green areas, which are sort of medium
incidence rates, in some of your areas where you have high minor-
ity populations, those are mainly where you have high Asian popu-
lations who are—while they are slightly above the white population
for ESRD, they are not as heavily impacted as African-American
populations. And some of your highest end-stage renal disease
incidences are in San Leandro and Hayward, where it appears by
our looking at it that you have your highest African-American pop-
ulations.

And in Mr. McCrery’s, they have a mixed picture, but some of
the areas where they have higher minority populations they also
have higher incidences of ESRD patients. I'm not sure if I—do you
have Mr. Camp’s as well? Mr. Camp’s is almost more green than
anything else, and your population is 88 or better percent Cauca-
sian and you have some of the lower rates of end-stage renal dis-
ease.

Those just go to underscore what I've been saying. And we can
get other maps for other districts if you'd like, but I think across
the board theyre going to show that higher ESRD incidences exist
in communities of color, and particularly where you have high pop-
ulation percentages of African Americans.

I'm also a family physician with more than 20 years of practice
experience and I've been a hospital administrator with some degree
of oversight, not a lot, but some degree of oversight for our dialysis
unit. And I want to say on behalf of my fellow physicians, we went
into this profession because we care about people. We care about
their health and their overall well-being. So our greatest incentive
is to have what we do result in a healthier individual, a healthier
family. But we also have to keep our offices open in order to be
able to do that.

The kind of strict and narrow EMP being considered not only ig-
nores our years of study and dedication and our expertise as physi-
cians but it also has the potential to tie our hands so as to cause
us to under treat, not only in renal disease but even in some cancer
patients so that we end up with hemoglobin below 11. We years
ago, very wisely, put a lot of time and deliberation and moved away
from that when we found that hemoglobins under 11 cause far
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more morbidity and mortality than this current study that we're
referencing suggests and the black box insinuates.

As a matter of fact, as I look at the block box, I think that in
the first instance suggesting that they, ESAs, be used just to a
level that would prevent transfusion is very shortsighted and ig-
nores other benefits that are important to treat anemia as well as
it adds risks that providers trying to treat just to the transfusion
would tend to under treat and would end up with those hemo-
globins 11 or under.

And I think it’s a bit misleading because it doesn’t clearly state
that the untoward effects that occurred under higher than nor-
mally used dose regimens in targeting toward higher hemoglobin
than is the current practice.

And the last thing I wanted to underscore about physicians is
that they haven’t had the commensurate increases in reimburse-
ment compared to the increasing costs of care. So to now bundle
the payments beyond what is now being done is to put them fur-
ther behind the curve and really challenged to meet their overhead
and perhaps to close.

And we note that in cases where dialysis facilities closed, those
that closed, by and large treated higher percentages of African-
American patients, so again we are mostly impacted.

On the incentive issue I think as I look at it, rather than
incentivize for more Epogen as the current Erythropoietin protocols
state, if they’re targeted to meet the hemoglobin of between 11 and
12, which is the current practice, if they go over—CMS already
decentivizes treating physicians from going over because they re-
duce your payment. There’s a disincentive already present in the
current EMP to overtreating patients, and I think that should suf-
fice.

And again, I just want to underscore that we are here to heal,
to do good and not to do any harm. And I think that’s what we
1(’)lught to also be focused on as we look at a new EMP, to do no

arm.

I want to just end by—and I'm going to read from my prepared
statement. I know, Chairman and Members, that as the cost of the
healthcare continues to skyrocket the temptation is to do some-
thing quickly, and the easiest and quickest approach is to cut costs,
but that’s the kind of knee-jerk reaction that is not really worthy
of this institution. More importantly it runs the very real and high
risk of hurting patients. And because such large proportions of
those patients with end-stage renal disease are African Americans
we again will be the ones more adversely impacted by the decisions
made without careful study of all the clinical implications.

We went through this in 1997 and we should take heed to the
lessons learned back then. I would hope—and the CDC and all of
our partnering organizations, universities and advocacy groups are
working to this end, that we could get you, our colleagues and lead-
ers on the issues of healthcare to see that the only way to cut costs
is to emphasize prevention and increase the portion of the health
budget dedicated to that and also to eliminate the disparities in
health, a major one of which is end-stage renal disease, that cause
people of color to seek care that is often uncompensated at late
stages of their disease.
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And that is really the only way that we can cut healthcare costs
in the long run. Cost containment runs a real risk of creating an
unjust, inequitable and ineffective system of healthcare in this
country where some Americans, usually those—African-Americans
and other people of color are left behind or left out, period.

And I want to thank the chairman again for holding this hearing
and the Ranking Member, and I look forward to answering ques-
tions either from my written testimony or from my comments, from
my notes. Thank you.
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[The prepared statement of Mrs. Christensen follows:]

Statement of The Honorable Donna M. Christian-Christensen, M.D., a
Delegate to Congress from the United States Virgin Islands
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Jurss 26, 20T

Mr. Chairman, Wembers of tho 'Ways & Means Subcommitiss on Health
and imwited guests, | want by thank you for holding this heanng today on a weny
importent insue - pabent esfety and quality of cam for Medicar beneficiaries with
End Slage Renal Dissass (ESRD), a desnslaling chronis and debillafing inaes
My rervearks boday will B concbin e will ki on Ses ki amak (1) Baakh
disparitas in ESRD, (2} thi nedd 10 D cadtioos and judoous whan considanng
any changes > Medicars ESR0 mimbursement; parfodany busdling separaioly
bdlabie sardoes inbo the compoaie rate and majer changaes %o tha saisiing CHS
Eryttropoisin Moniloring Polioy, and [3) the need for prevention of ESRD gven
the massive Hdal wave of baby boomers that will =oon enter e anks of the
Madicae rogeamn

&5 o Mambar of Congreas represanting @ diinic with sgniicant rcidancs
of Chronk: Kidrey Disaese (CKD) and End Sie3e Ranal Disaass (EERD), | am
deeply contemad about the mpidly inoseasing numibens of patkonts on diafvais in
my cieinict as well as fe Unfed Staten cpsrnl. Ench year CED, o peogressivwe
candicn that impains kidnay funcion, kil mons than 14 people oul of every
100,000, making il #= nation's ninth leading s of dasth
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Ther= are approximately 470,000 peophs with ESRD, with 330,000 bsing
irestad with dialyais under Medicara in the Unted States today. Amost al ESRO
patients =82%- arz Medicarz =igibla crealing a sigrificant rake for @ Fedaral
govammanl in marsgitg the care and expendfures for this vany vulnarable and
sick palient populalion. WWe have an oblgation o Medicare beneficianes with
ESRD to ansurs they neceive the best svalabla cana,

A many of you may bow, CKD and ESRD airkes. peoplka af all ages and
rachs; howavar, IE dispropoticnately afects mincrtty papulations, induding
African Americars, Hispanics, American Indiane and Aalang, Lal ma give you
sama slaliscs o canvey the saricusnass of s disaass for communitiss af
palcr, African Amancans ars 3.0 imes more Fkely 10 suller Kadesey taluna than
whiles; lor Nafive Americars, e 13 s 2.0 fimas greaier, and for AsiandPadfic
Islandar Amancans, the rate is 1.3 imes grealer. The sk of Kidrey taiura Tor
Hismpanics versus non-Hsparics i 1.5 e graaber than the rate for whites.

Faor African Americans, who Bé suscepibde to risk factors such as
hypaniansion, diabaies, and abesky, and who may conlend with soGtecmmic
faciors trai it their access. bo baalh can sardcas, the burden of CHD s
digpropartionatay high,

Allhcugh Alican Arvsicans anly make up approximalely 13% al the
oyeral U population, they represant appeosiraialy 5% of all paticms freated
for EBRD i tha Uribed Sdales, Alrkcan Ameriosns akso suffer kKidney faiues al &0
garker age fan their whie counbesparts: i 2006, thsa maan aga for African
Airericars &1 ihe alarl af mealment for kidney failure was 66.4 years, comparad
with 586 for while Amarnicans.

Thee leading causes of ESRD in e Alrican American popidabon arn
diabetes and hyperianaion. Diabetes, ha laading cause, reprasents
aporosimately £3% of all new cases each year. AlCEN Americans mprasenied
nearly ane-third of rew patierts whiee kidnay falurg was caused by dabsies.

The prewalence of disbates has reeched neary opdemic levels in the
&frican Amancan communiy: 2.7 milian (11.4%] of &l Alrican Amancans, aged
20 or cider, have disbetas; ane hird of these cases ane undiagriosed. This
pranomanan ks reflectad in the steadily rising ncidence rale of diabalic ESRD
armong Alrican Amaricans: Alfcen Arsricans with dlabates hae & timss e sk
of Ednay fadlune, in companson with whites, Creer the bt dessda, Tor Amancans
yourigear than age 40, the rales of dabetic ESAD have decreased among white
Amzrnans, but hase increased among African Americars.

Thiz seeoond izading cause of ESRD = hyperienaion — allacis ona in avarny
thnees Alrican Amercana, In Alncan Amancans undeor the age of 40, the rates of
kidney failure caused by hypetension bes incressed ovar T las] decadae, while
i ke af thaeir white counberparts have decreased. Creerall, African Americans
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comprise §1% of new patisnis whiose kidney tsilure was attribuled 1o
hyperisnsion.

Alrican Amancan man soed 20 [e 28 ane 10 imas moee kel 1o devalop
kidnay Faiken due 1o high Blood pressirs fun wiis e in e i gialig;
Aftican Amarnican men ages 30 fo 39 aee appocmalely 14 Smes fmoes ksl do
denvedop kidney fallwre due 1o high biood pressune than thar white couniemparis.
‘Duerall, rarkes of ESRD aliribulad 1o hypsriansion ane up bo 10 Dmes greaxsr in
Adrican Amaricang than white Amaricans

Thes dnct that thess peeorsoes to C¥D ars =0 prevalant in e Afrcan
Amesican comimenily and in the family histones of most Afican Amencars
undarscones tha nation That all A%ican Amarkcans may be at risk and furiher
haghtens the imporianca of INCraead AWANaresEs, IRWenton, and sonsening
amang e pagulalion,

s & physcon and Member of $a Congeessional Black Caucus, | am

ke B0 prodect and ensure that comect poboy choces ae being made 50
hat mircly palsns with ESR0 who sulfar from this larblo discase hae
piceEs o the highest qually patect cans,

I my festimony today | would die bo comment an the policy proposal of
quickly establishing a fuly bundled payment systom for ESRD = that is be bundis
EERD miwdicaliong and glhar sepamialy bilahk sardces inbe the composiis
payrest rale. My cancarm i thel petents on dialysls fall along o dherse
spescinam of care and have detinct nesds. Tha & esgesialy Wua of Altcan
Amsricans who have mons oo-morbicities [ke dabetes, hypsrlanson and obagily
which impact dosing requirernents.  Aocanding to tha Kadney Care Partners
[KCP} Alfican-Americans have & o response rake 10 ansma management
IHHEEH. Thats paSanis requice higker daiss ol anfdhropoletine Ancordng 1o

W signifoant pemeniaos of ESRD patinnls fave 8 low fesionss e o
ansmia management haragy and, thamifone, rsguwins higher dosss af
anthmpokedn stmulaling sgents [E54s) bo schieve chinical pevfonmance
frgats. Thus, pedant vaisbmty cav be a major fackor lnading fo vansdons it
compamtive dala,, e aamcatar chnkzal feeds of koy pation! grouns, such ag
Afican Amesians, oo reguie Wother favals of ESAa i orcder fa ganasars red
blood ca¥ geveiopment”

Thesa differences among patkents make (F dificuk bo predict an
ineamant regiman alorg & wida ramgs of sanvices and feghly varnable dosage of
ESRD raluted rresdicaticna, | wanl o urgs my ésteamed calaaguas on this
Comimitfies thal v musl axerc s srlises chiilion & wa cansidar any policy
changes &0 we chor'L affes] patent can,
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Additianally, we must be caretul that ESRD payment policy changes da
nol achoscssly impacl small dalyais anganizalions Crealing &0 Apcess Bsus for
manry communties, but especialy in the inner cities. This is a real concam in the
Afican American commmunity.

s the Medicars Payment Advisory Commission (MedPAT) suggesbsd n
Ihair March 2007 report thers are potendal treatment access ssues for African
Americans. Maryy of tha dialysis fscbties that clossd in 2005 irealed & greasas
propaicn of African Amancans than taciities that opaned (28 peroent vs. 25
perce ).

A5 the Chaisman knows, the MIdS requinsd thal CMS underiaka a
damonsiration project thatl wowd smmine te feasibiiy of bundling all dialysis
sarvices inlo ore composits rake. Dunng e Decarrbsar Ways and Maang
Hiaring, wia Fraard tesbimony from CMS about the difficuity of establishing an
appropriabs case mix adjuster—ihe ool needssd 16 aaine thal pelsn] vaiation &
Adeguainly addressad in davaloping a bunded paymeant.

| @m sure CME can attest o the challenges that =8l exist in davalopng a
Tully burdied payment ayabien, | am dadicalad jo davaloping A payment systam
thiat works well, provides the best quabity care for Medicars baneficiaries. and
slrorgly belisve thal any changs should Ba iasiad first o undersiand the
implications,

Ersuring that mincrity patents with EERD have access 1o diaksis laciilies
and mecaive Figh quality patient care i one ol my Iop priarties. Recenty, WS
anrounced that it was reviewing the EMP, in light of the FO&'s necant iskaancs of
new wamings regarding Ergthropoiesa Blimulaiing Agants [E54s). I'm
conoamed that changes ko the EMP, which has now been in afledd far ons year,
caild negativaly impsct minceity padisnis. | do not want to see a repead of the
devaslating effects that paymeant changes in ESRD had on palisnts in 1567,
whsan CME (HCFA ol #@ lima) insued the original Hematocnit Measrement Audit
Program Mamorandum {HIA-PM). That policy limited he ablity of physicians fo
treat anemia and resultad in poor guality outcomas. The policy was
subsequenty changed and improved corsideraily after slakaholdars voiced
gancama. Tha currant pakicy — the Ergthropoietin Monitonng Policy was updated
again in 2008, a5 a re=ull of & thoughtiul and raraparant proeass with mnal
cammasly input. Given the masshe implications for patient cans, any changes
I e EMP g%duld nol b dane in an aebiirary mannar, GRS should estabish an
open and transpanen process 1o alles sxdemal sepesis and siakeholdars o
considar the palental rpact reyisions would Rae an pabient care. Further,
Congress shoukd not legisfate a policy change on B EMP that CMS and tha
ra:nal cormimunity have affochvely boen collabarasing an for years.

e musl be good stewards of laxpayess dollars, but instead of
canaidaiing policdes thal may Gormgnoiims cam for soma of Medicam's most
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vidnarabks pafents, we shoukd be looking al policies et emphasize dissass
presienbion. Presention of major medical cond®ons is of paramount imporanoe
Tor plidic keesaith in tha Uniled Stalas bocsess of T inereasing prevabanos of
gondiione such as abesity, diabedes ard beod dissse . e wery condiliors that
corribule 1o the onsetof CKD. In light of the growing population sligble for
Medicara and tha baby boomars soon o coma, wa must lnak for pelicy sclulions
10 ke Medican banalicianes bealby and avoid coally realmants Falaad of
ralioning care for patents after e onset of dssass, Az slewards of tha
Medicars program wa mist do whal s best for Medican pabients first and
[l rathir than lalling raw econorics ke s daladminalcna,

BIr, Chadmrnan and Congrasaman Camp, as fa oosts of hoatihoano
Gonfruess o syrockal, | b the lemptation i b do Somsiing quickly sl ha
sasest and quickest appromsch is fo cut costs. That iz te kind of knss-jark
reachian that & net waoethy af this insStution, Mons importantty it nors the wery neal
and wory high risk of hurting patents, Ao boosese auch b lrge pragarian ol tha
patiznts with ESRD are Afncan Americars, we again will bs the anes most
advarsely maaced by decisions made withou! careful study of @l of the cinical
rplications, W should Fave leamed B leason in 1597

1 would hoapa — and the Congrassicnal Black Caucus and al of cur
partmsning omganizations, universities and sdvecacy Groups am warking rared al
= thal we could get you cur coleagues and keadams on the issue of heslth o
& Tharl thia anly waary be cul costs is o emphasize prevention and inorease e
potion of the hesith budosd dadicaled Lo il; and b aliminats ta dsparities in
health - a major cne of which is ESRD - thad cause pacihs of GOlod 10 ik A
Ihat is cften uncompersated af late slages of disease. This is the only way o
raally reduca haalh care coals,

Cosi cordainment runs the real dsk of exacarbabing an alreschy-urjust,
Feuitabda and inaMactie syatam of haalthcans in this couniry whene same
Amencae — usually thoss thal laok lie me - a0 bl bahing or el oul pabed

I thank tre Chaimman for hokding this haanng 0 we may kesm mors abaul
Ihia im pomacd issos and hope thal wia ks on whal is basl for chrenically i1
ESR[D patients.
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Chairman STARK. Thank you. Mr. Camp, would you like to——

Mr. CAMP. Thank you, Mr. Chairman.

Thank you very much for your testimony. Your written testimony
has a lot of information in it that I think will be very helpful to
the Subcommittee.

You correctly point out that African-Americans constitute 38 per-
cent of dialysis patients in this country. And the complexity of find-
ing a proper formula to account for differences in patient popu-
lation is a difficult one. It’s a complex issue. If CMS were to bundle
ESRD drugs with a composite rate or make some other formula
change how best can we do that in a way that does not result in
poor outcomes, particularly for the entire patient mix, but for the
vulnerable patient populations you testified about?

Mrs. CHRISTENSEN. I'm not sure that I have all the answers
to that specifically right now, but there are a lot of people studying
it. But there have been some suggestions that we either bundle ev-
erything and treat ESAs differently because of their importance to
renal dialysis, which is something we all agreed to in one way or
another. Either we include them with some specific issues ad-
dressed about their—the need for more individual titration or we
exclude them from the bundle and put some other kind of cost-con-
tainment measure, a cap maybe, on the cost or change the cap on
the costs or the amount that can be used per month or that we ex-
cluded entirely.

But I don’t have the final answer on that. But there are many
suggestions out there that I think we need to look at because
Epogen and Procrit and the other ESAs are so critical to not only
preventing transfusions but allowing patients to live a decent qual-
ity of life while on dialysis.

Mr. CAMP. Thank you, and thank you for your leadership on
this and other health issues in the Black Caucus and in the Con-
gress. I've enjoyed working with you on a number of issues and
look forward to working with you on this as well. Thank you very
much.

Mrs. CHRISTENSEN. Same here. Thank you.

Mr. CAMP. Thank you, Mr. Chairman.

Chairman STARK. Mr. Thompson.

Mr. THOMPSON. Yes, thank you very much for testifying. I too
share many of your concerns, look forward to working with you as
the Subcommittee takes this issue on.

Chairman STARK. Mr. Johnson.

Mr. JOHNSON. No questions.

Chairman STARK. Mr. Becerra.

Mr. BECERRA. Mrs. Christensen, thank you very much for your
testimony. I’d like you to just give us a little bit more information
on what you think we can do on any number of these issues that
it appears that because we lack some of the data which could give
us a better sense of some of the different populations and the out-
comes and effects that some of these different populations will ex-
perience, whether it’s with drugs or treatment, what we can do to
try to address those disparities that occur in the healthcare field
right now that make it very difficult for us to assess populations
within the U.S. or part of the American fabric because we have not
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yet reached out to all of these populations whether African Amer-
ican, Latino or otherwise.

I'm wondering what you can tell us in terms of what we are
missing in terms of better legislating to make sure that the dispari-
ties are addressed.

Mrs. CHRISTENSEN. Thank you for that question, and we’ll
have a very specific answer for you probably later this week as the
tri-caucus, the congressional black, Hispanic and Asian-Pacific cau-
cuses introduce our minority health legislation, which addresses
issues around language proficiency and making sure that those
services are not only paid for but that we understand what is sup-
posed to be done and the certification for those who will be doing
the translation, better data collection.

The health professions issue is a big one, and reaching out to
communities of color who are now under-represented in the
healthcare profession workforce and finding ways to incentivize
them and help them to get into those professions because it’s been
shown that—not only that people of color are discriminated against
either when they get into the healthcare system but, in the con-
verse, that when they are treated by people of the same cultural
and linguistic background where they can develop a greater rap-
port—and that patient-doctor relationship is critically important,
that they get better compliance and therefore better outcomes.

So we have a number of issues that we’re going to address there,
but you know, we’re operating under some budgetary constraints
and I just don’t think that we can do it without an investment that
starts to bring people up to at least a level playingfield in terms
of where health status is. And you know, I would urge everyone to
consider making that investment because we're paying for it on the
other end, when you go to emergency rooms and seek care that is
very expensive, you get there at late stages of the disease and the
treatment costs more, and it’s not being paid for—and of course,
bringing everyone under coverage, because minorities make up
more than half of the uninsured population in this country.

Mr. BECERRA. And your testimony points out that when we
don’t have that information at hand, when we haven’t gone out
there to try to solicit the full participation of some of these groups,
populations, that we end up paying because we’re not sure how to
best administer, whether it’s drugs or the therapies that are out
there and we may make mistakes that actually cost people their
lives. So I think you’re absolutely right, and I hope that when the
tri-caucus does come out with this information Congress takes it
very seriously. So thank you very much.

Mrs. CHRISTENSEN. Thank you. And our message is to really
proceed with caution. I think everyone wants to rein in costs, and
I think everyone wants to make sure, obviously, that patients are
taken care of safely and properly, but we want to make sure that
we have all of the information that we need to make the best deci-
sion for everybody.

Mr. BECERRA. Excellent. Mr. Chairman, thank you very much.
I yield back.

Chairman STARK. Ms. Tubbs Jones.
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Ms. TUBBS JONES. Mr. Chairman, thank you very much. And
Dr. Christensen, Congresswoman Christensen, thank you so much
for coming this morning to present this testimony.

For the record, my sister died from kidney failure, my cousin is
on dialysis right now, a lot of people in my family, and the issue
becomes very personal for me, more than just on behalf of my con-
stituency. Tell me, just so we have this in the record, it may be in
writing, the proposed bundling puts in place—let me ask it like
that. What will proposed bundling do to impact the physician’s
ability to prescribe or oversee his client’s health?

Mrs. CHRISTENSEN. It depends on how it’s done and whether
there’s any flexibility. And with some of the medications, you know,
part of Medicare, part of ESRD payments are bundled now and
part is not, and you might include some more and leave some out
and may change—you may just want to change it from a 60/40 to
an 80/20 with 80 percent being bundled.

But what it does is, depending on how—what the reimbursement
is, if the reimbursement is too low, physicians may have to make
choices that they ought not to have to make in terms of whether
to prescribe Epogen or Procrit or the other ESAs as needed to have
that patient achieve a better quality of life and to target their he-
moglobin where we know that ought to be, and realizing that Afri-
can Americans, obese patients and other patients require higher
doses of Epogen. So you have to take all of that into consideration.

They may not have the ability to adjust to the different needs of
different patients if the bundle is too tightly reimbursed. And that
will harm patients, and it will likely harm those who are most de-
pendent on end-stage renal disease treatment.

Ms. TUBBS JONES. And I think we've said this before, that
sometimes a proposal that on its face appears neutral in its imple-
mentation it has a disparate impact.

Mrs. CHRISTENSEN. Oh yes.

Ms. TUBBS JONES. And so what you're saying to us as a Com-
mittee is that before you make your decision on this, understand
the impact that could have and the disproportionate impact it could
have on minority communities.

Mrs. CHRISTENSEN. And include everybody that has a stake in
the decisionmaking process, whether it’s the patients, the dialysis
facilities, even those who provide the medication and the physi-
cians of course, the treaters.

Ms. TUBBS JONES. And are you hearing that everybody is not
having opportunity to be at the table to have that discussion?

Mrs. CHRISTENSEN. In looking through some of the reports or
testimonies or white papers by patient groups, physician groups
and other groups, that’s the point that’s most often made.

Ms. TUBBS JONES. Okay. Again, Dr. Christensen, thank you so
much for coming this morning to testify. I believe your testimony
has been eye-opening for us, the Committee as we make our deci-
sions. And know that I'll call on you again sometime. Thanks.

Mrs. CHRISTENSEN. Thank you.

Chairman STARK. Thank you. Dr. Christensen, the best proce-
dure, I believe, would be to treat each dialysis patient as a unique
patient. There’s no indication that anyone—that there’s a certain
amount for any racial group or any age group or for smokers or
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non-smokers; that’s up to, I presume, the physician’s determination
and the tests which would show the levels of their anemia or their
blood count. Is that correct, so there is a unique measure for each
patient as to how well they’re doing?

Mrs. CHRISTENSEN. Yes, but I think studies have shown al-
ready that certain groups require more of certain medications.

Chairman STARK. But you’re not proposing that we do this on
a group basis, are you? You’re proposing that we continue to have
each individual patient measured. Wouldn’t you agree that that’s
the best way to do it?

Mrs. CHRISTENSEN. Sure.

Chairman STARK. So that whether we are concerned with over-
utilization taking us above 12 if that’s the agreed on upper level
or below 11 if that’s the agreed on lower level, we wouldn’t want
to create a payment system that takes us either too low or too
high. Is that a fair——

Mrs. CHRISTENSEN. I think that’s fair, and I think that the
current EMP does that successfully now.

Chairman STARK. And we can measure that, can we not, and
should measure it, I believe, as a patient goes through dialysis—
and that there are other factors, I believe, such as do you do it—
how often and how long? In other words, do you do it once a week
for 5 hours or do you do it five times a week for 1 hour?

I don’t pretend to understand but there are differences just in
the dialysis protocol not to mention the—or whether you do it
“subcut” or intravenous. All of these things can affect, as I under-
stand it, the level of the person’s blood level, whatever we call that.

Mrs. CHRISTENSEN. Right.

Chairman STARK. Okay. Is that a fair understanding?

Mrs. CHRISTENSEN. Yes, as well as certain disease events, if
they develop infection or if they have some concurrent disease
going on.

Chairman STARK. So would you agree that, as long as we can
build in to the requirements for dialysis a monitoring program, a
quality program that is current for each patient we would be doing
the best job of ensuring that they get the proper treatment. Is
that

Mrs. CHRISTENSEN. As long as that monitoring is done over a
long enough period of time to see the ups and downs that normally
occur, because at any given time you may check a hemoglobin and
it may be 13, but in the next few weeks it will be back down.

So there are fluctuations that occur that are totally acceptable
and do not indicate that the person is being overtreated. And as
long as the period of time of monitoring is long enough to encom-
pass all of that, I would say yes.

Chairman STARK. And that should be in the judgment of the
physician, should it not?

Mrs. CHRISTENSEN. Yes, the decision when to treat, how to
treat and at what——

Chairman STARK. Yes. Well, I don’t know as we have any dis-
agreement, and I want to thank you for your testimony. I appre-
ciate your concern. Thank you very much.

Mrs. CHRISTENSEN. Thank you very much.
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Chairman STARK. Our next panel will consist of the acting ad-
ministrator for CMS, Ms. Leslie Norwalk; Mr. Robert A. Vito, the
regional inspector general for the Office of Evaluation and Inspec-
tion of the U.S. Department of Health and Human Services; Dr.
John K. Jenkins, the director, the Office of New Drugs, Center for
Prlag Evaluation and Research, the FDA, from Rockville, Mary-
and.

I want to welcome the panelists and at least from the chairman’s
point of view if not the staff ask the panelists—in addition to Ms.
Norwalk to please talk to us in layman’s language and if they’re
Latin words say them slowly, and if they’re big numbers, wait until
I get my shoes and socks off.

And Ms. Norwalk, would you like to proceed to enlighten us in
any way you're comfortable?

Without objection, by the way, all of your prepared testimony
will appear in the record in its entirety.

STATEMENT OF LESLIE V. NORWALK, ACTING ADMINIS-
TRATOR CENTERS FOR MEDICARE AND MEDICAID SERV-
ICES

Ms. NORWALK. Thank you Chairman Stark, Representative
Camp and the rest of the distinguished Members of the Committee.
And I'd also like to thank you in particular for your kind words
about my service. I appreciate it.

Medicare spends more than $8 billion annually on dialysis and
dialysis-related drugs. Of this, 25 percent is spent on erythro-
poietin stimulating agents or ESAs. My testimony focuses on pay-
ment for the treatment of approximately 400,000 Medicare bene-
ficiaries with end-stage renal disease.

CMS has dedicated a considerable amount of time and resources
to researching the development of a prospective payment system or
PPS for ESRD that bundles payment for services and dialysis as
Well1 as for drugs and lab tests, most of which are now paid sepa-
rately.

Shortly we will release a report to Congress on the elements and
features of such a payment system for ESRD. Today I want to
highlight some of the major design issues in an ESRD bundled pay-
ment system and also talk about the use of ESAs.

In contrast to our current system, which pays separately for
drugs and encourages their use, a bundled PPS would focus on ap-
propriate delivery of the full range of ESRD services. Such a PPS
would change the incentives for ESA use, potentially eliminating
their overpromotion and overdosing and could obviate the need for
a specific monitoring policy targeting ESA utilization, and with a
collection of measures facilitate a broader focus on quality.

An ESRD bundled PPS would establish a fixed payment amount
for a set of services furnished to a patient in an ESRD facility. The
PPS would give facilities flexibility of managing ESRD patient care
and eliminate incentives that have led to the overutilization of
some medications.

As with any PPS, facilities could retain the difference if costs
were less than the Medicare payment and would be liable for the
difference in cost if costs were greater than Medicare payment. Our
research has focused on the following, the unit of payment per
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treatment or per month, case mix adjustment, a geographic adjust-
ment, other payment adjustments such as outliers, special and
technical design issues such as payment for home dialysis, setting
and updating initial rates, quality, operational and administrative
issues and the effective dates.

A key design issue in any payment system is a case mix adjust-
ment that reflects the variation in resources for different kinds of
patients. To date, our research indicates several case mix adjust-
ment factors can be used in addition to the three used in the cur-
rent system. Specifically, in addition to age, body surface area and
low body mass index other factors could include duration of renal
replacement therapy, co-morbid conditions and gender.

For example, the base payment amount could be increased for
patients who have been on renal therapy for less than 4 months
because treatment of patients new to renal therapy involves sub-
stantially more resources. Our regression analyses have shown that
an increase in payment of about 50 percent relative to standard,
ongoing treatment would be appropriate in such cases.

Similarly our research has found 12 co-morbid conditions for
which payments should be increased to take into account the need
for greater resources in treatment.

Prospective payment systems involve setting initial payment
rates that are often based on expenditures that would be projected
to occur in the absence of such a system. In this case, questions
have been raised about the current use of in pricing of ESAs. For
example, the Inspector General has provided data on how drug ac-
quisition costs of ESRD facilities compare to current Medicare pay-
ment rates. Thus, payment rates based on expenditures that incor-
porate recent use in pricing may be too high.

Further, OIG studies on acquisition costs may guide us in this
regard as we develop the payment system. In order to account for
payment updates, CMS has researched an ESRD market basket for
a bundled set of services. A market basket can be a starting point
for determining an appropriate payment update mechanism since
it is a measure of changes in input prices.

However an update mechanism can also take into account other
factors such as productivity changes or changes in efficiency. With
ESRD, a bundled PPS could, for example, provide incentives to
achieve cost-reducing efficiencies, including movement to subcuta-
neous administration of ESAs.

In addition, the larger the bundle the PPS, the more opportuni-
ties there are to increase the efficiency of providing care. It is im-
portant to have a system for monitoring the quality of care so that
providers furnish ESRD patients with appropriate services.

Today many argue that the reimbursement rate for ESAs lead to
overutilization. The economic incentives under a PPS are opposite.
Consequently the PPS should include safeguards from underutiliza-
tion. These include paying for the quality of care furnished to
ESRD beneficiaries.

CMS now has 18 quality measures for dialysis facilities covering
several clinical areas, including hemodialysis and peritoneal ade-
quacy, anemia management, vascular access and mineral metabo-
lism as well as beneficiary satisfaction. The quality measures are
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based on the National Kidney Foundation Kidney Disease Outcome
Quality Initiative or KDORQI clinical practice guidelines.

One measure for anemia management recommends monitoring
from adequate levels below 33 percent. We recognize that there is
a delicate balance between low and high hematocrit levels, and
monitoring for both under- and over-utilization is important.

We have submitted these and other measures to the National
Quality Forum for their endorsement, and they are scheduled to
consider them by the end of the year. Our proposed rule on the con-
ditions of coverage for ESRD facilities requires reporting on qual-
ity. A final rule is targeted for publication in early 2008.

If the proposal were finalized all ESRD facilities would be re-
quired to report the NQF endorsed measures for 100 percent of
their patients. In order to minimize the reporting burden we are
developing a web-based reporting system to begin in February of
2009, enabling us to assess quality for each facility.

Until a bundled PPS changes incentives, effectively reducing
overutilization of ESAs, we are taking action to strengthen our cur-
rent ESA monitoring policy. Our current policy considers both hem-
atocrit and dosage levels in order to promote appropriate adminis-
tration.

We are examining the impact of the policy implemented last
year, specifically the percent of patients for whom the reported
hematocrit exceeded 39 percent both before and after the policy
went into effect. Our primary concern is for the 5 percent of pa-
tients whose hematocrit levels are above 39 percent for three or
more consecutive months—they’re persistently at 39 or above.

Given the limited impact of our current policy, we are expanding
our policy. Once implemented, CMS will reduce payment by 50 per-
cent if a patient’s hematocrit has exceeded 39 percent for three or
more consecutive months. We will continue to review the impact
that our monitoring policy has on ESA dosage and adjust accord-
ingly.

Finally, I’'d like to briefly comment on the use of ESAs for non-
renal care. As you know, the safety of our Medicare beneficiaries
is paramount. Therefore, CMS plays close attention to FDA black
boxed warnings.

Following the meeting of the FDA’s Oncology Drug Advisory
Panel on May 14, CMS promptly opened a national coverage deci-
sion to assess whether there is sufficient evidence to conclude that
ESA treatment is not reasonable and necessary for beneficiaries
under certain circumstances related to cancer. We have received
input from interested public parties on all sides of this issue, in-
cluding the physician community, patient groups and manufactur-
ers.

The comment period for the national coverage decision closed on
June 13. CMS and our physicians now are in the process of review-
ing all of these comments. We will take them into account in devel-
oping a final national coverage decision, which is scheduled to be
released in mid-August.

In conclusion, CMS has made significant progress in researching
how best to develop a bundled PPS for ESRD services and we con-
tinue to improve and refine our monitoring policy to promote ap-
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propriate ESA usage. We look forward to working with Congress on
these critical issues. Thank you for your time this morning.
[The prepared statement of Ms. Norwalk follows:]
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Statement of Leslie V. Norwalk, Acting Administrator, Centers for Medicare
and Medicaid Services

Testimany of

Leshie V. Morwalk, Esg.

Acting Administrater
Cemters For Modicare & Modicaid Services

Belare the
L5 Hause of Ropresentatlves
Ways and Means Sabcommitice an Health
on
“Favisent, Safery and Cuality Bssues in Treatment of Patients with EXRD™

Jume 2, 20T

Ceoined afbemmsaon, Chakrman Stark, Congresemisn Camp and distingushed Members of the
Subcommitice. Thank you for inviting me to discuss imporiant developments related io
payimsend, sy, and guality issues in the restment of pationts with End-Stage Renal
Digease (ESRDY, Medicare™s only disease-specific progmme Roughly 000 Americans
suffer from ESED and reguire cither kidney dialysis or tmnsplantation 1o survive. In
addivio, &n estiimkated 20 million Aisenscars have Chirome Kidney Disease (CRIN Trom
VATHS caurses, creating the: potentinl for substaniial groswth in the rumber of patients with
ESRIY unless wirys an: foumd o miligaie the progression of CEKD. ESRED-dinpnosed
indiviclunls of all ages e entithed o Medscare coverage, and this populason ks been
growing steadily throagh the years, placing increased resource demands on the Medican:

Program

A | memtioned brefly when | testfied before the Commiltes last December, the Centers
liar Mledscare & Medscand Sorviees (CMS) has spent o greal Seal of e and loamsed
significant attentien an the development of o prospective payment system for ESRD
treatmant that burdles payment for separately paid drops and other flems. 1 would like o
dlisguss this work wday. Addstonally, |woald Tike v provide the Commities with an
upidate on par efforts o monitor hematocrit kevels among ESRD patients, and discuss our
efforts o examine the use of Erythroposetin Stimulating Agenis {ESAs] in certain patient

rrpalalians
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Deviednping a Bundied Prospective Paymeat Sysiem for ESRD

Medicare provides coverage o an estimated SHLOMNE beneficianes with ESRD and spends
absot 58, 1 Billion annually for ESRD services, Currently, ESRI services are paid under a
blended model. Approcimately 60 percent of ofal payments o ESED facilitics ane paid
unider & composing mate that has a basle case-mix adjusment. The remalming 40 percem of
payments o ESRI facilities represent separately billed services {primarily dregs and
clinsal lab eszs), Payments for o daag ussd in particalar for ESRI care, snvhiopoieting
represents about 60 percent of these separately billable services or X5 percent of the toial
paviment for ESEI services,

Many kv unged & shalk rom the curment mesde] of payang mdependently for Gialyss
treatments and separmely hillshle drugs, o 2 system of bandled prospective paymeend.
ChES i8 penerally supporing of such refrm, deponding of course on The spacilies of the
propisal.

As pequired by Section 2310 of the Medicane Modemizoion Act (MBA ), CMS will be
1ssing a report o Comgress 1Bat covers e elemenis and Fabures For the design and
implementation of & hundled prospective payment svstem Ffor ESRID services. Research
comducied by CMS and contract ressanchors at the University of Michigan was comples: as
a resieli, it tonk banger i complete than we angicipated. Howewer, it has allowed us i

make significant progress in assessing key design elememts 1 would like to disconss today.

{ Vp—Beupe of Servigus: A prospective payment system needs g have o scope of services
that & included in the bundied rave. A posential hundle of services for an FSRD
prospeciinee payment sysiem coald mclude the fllowing: compoesile re services:
separatedy billed dnags; sepamately billed kb otesis; and ather separstely bilkad dinlysis
services paid under Part B, such as supplics and bloed products.

(2—LInid of Fayment: A prospective payment systiem needs a defined unit of payment. In
SO picapeciive pavment systems, such as the currest ESRED compoaine rate, the uni is
per treatment. In other prospedtive payment systems. such as bome health, the unit isa
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period of time over which services may be received. Ench potemtial payment unit type has
advantages and dissdvaniages that musi be fislly vetted.  For example. paymeni per
treanment genceally encoursges adequate provision of services, but could discowrapge
inmovative treatment methods that could improve quality ouscomes. Monihly paymenis
penerally give providers maximum reabmenl flexibility and creste incentives & fumish
aerviees in the most efficient manner, However, & memthly payment abso can provide
incentives bo underserve pationts.

(M —Case-Min Adjusirent Payment uniis in prospective paymend sysiems hove cpse-mix
adjustments in order to reflect the vanation of resources for different kinds of patients.
Thers are o nsmber of potential cose-min adjsmnent faciers that could be used in a
hundled ESED prospective pavment system. Our research will examine an analytic
approgch using muBliple dara sources inchuding: claims data covering both billings Bor
compsite raes g5 well &5 separmie ballings for drugs snd laboteses | for 2002 thaough 30k
cost report data (for 2004 supplemented with 2005 data); and enraliment and patient
characierisics

The curremt ESRD basic case-mix adjusted system inchodes sdjastments (o the facility™s
compaine rave for five ape grouplings, body surface area, and low body mags indes (a0
indicatar of patients who are malnpunished). (ther prospective pavment systems have
iffirnerd cose max adjustments based cnoothir Felors such as comorbid comditioes or other
clinscal factors,

{4 —LCicographic Adpispment: Prospeciive payment syeteme offen entail some tvpe of
geographic adjustment (o reflect relative differenoes i resouree oosts among geographic
argas, Thi curnest ESRD payienl systern adjusis 4 portan of the eomposite il Far
geagraphical differences in wages, similar to other prospective payment sysiems.

{5 —Other Pavenent Adjustivgmie: Prospegive payment systems often have speeal

adjustmends such as for ouilier coses 10 aceount for very costly coses, or special
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{th—Special Design bssues for ESRD: Prospective paymend sysiems often have special
dhesigm amdd impdementabion izsses unigque s the parisoalar ype of service. [n e case of
ESRIY services, these special issues may inchide (8) whether there should be separase rates
fior hospital hased and ndependent facilities or o consolidated single mie for all fcilibes;
{lj rearment of oral Pam D covered versions of Pan B coversd Imravesaus drps; (¢}
hillings for clinical labomatory tests furnashed by independent laboratories; (d) poyment for
o dialysis including pertossal dialvais; (eh tnsatment of carmently-approviad composis:
mabe exceptions for pedinims facilites; (£ costs For self-dialysis patient tmining, and (g)

application ol bemeliciary ainsurana: wmdir 2 bundlod rate.

{Th—Eetling and Updating Enitial Bajles: Prospective payment systems invoalve setting the
iniial payvment rates, and 8 process for considening futare changes and apdatee w these
initial payment rates. Initinl payment mtes under prospective payment systems are often
e o capendicures thar would be progectal 1o oo in the absenos of the prospective

SYSETT.

I the case of ESRD, questions have been mised about bath the use and pricing of
erythropoicting panticularky smoe payments For erythropoictn socount For aboul 25 pereen
af el ESRD paymeenas ((thic includes both payments for composite mite and separacely
filled itoms in 2005), The Department of Heahh and Human Services” Inspector General
Fuses Fonnine] that acquisition cocts for the ESRI facilies owned o mankged by the largess
praviders is lower than the acquisition costs for other providers. Thas, guesiions have been
ki abaun whetbser setting (nits] ESRID prospecinve payivsst syalem rates based on
expenditures that incorparte recent use and pricing of erythropoietin would set sach indinl
rates 1o high,

Prospective payment systems wsually entail processes for comsideration of wpdates. The
current SR puyment system docs ned provide mitcmitic pavment updates. Other
praspeciive paymend sysiems have updates based on a market baskei and ather factors.
SEnee the statute requires the report 0o contain o methodology for sppropriate apdates wnder
ar SR} praspective payment systeme. we will analyze the development of an ESED
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market hasket for a bundled sei of services. A market haskei can he o useful sioring podnt
lir determinang an appropriale updaie moechamism, The market baskel i3 a standandiaod
assessmend of the inputs nvedved with furmishing services, Thus, the market basket rste of

incrgase @ herolore a standardized measen: of changes in mput prices,

Havwever, amy uptabe mechanizm could ke a number of olber frctors mio account, asch as
predlucizvity changes, changes in efficiency, changes in real and measwred cose mix, and
any olber variables thal may detenming appropriabe changes [ paymenl mles. For example,
an ESRD prospective payment system could provide incentives 1o achieve efficiencies thm
wanld neducr costs, g & mosvermdnl b subdulinedaus administrabon ol erythrapstin,
Such efficiencies could be corsidersd im the context of an updste. In nddition, given that
erythroposdin currently scoumis (e 5 percend of 1olal sperdling on ESRD services, il
presemts on sswe regarding whot nssumptions should be mode for pricing growth. Finally,
a mmarked basket update could be considensd in the contest of pay-For-perfommeima:
approaches, eg., on update could be provided hesed on perfomance on quality measares.

(Ep—Quality: Prospective payment systems encourage providers o efficiently fumish
sgriiees, The Earger e bundbe the mone coporiumiees oo o a providen b achiove
efficiency. However, a bundled prospective payment also rises concems ihat some
proiders miy furnish fower serviees than might be madically nosded. An impostam
feaiure of on ESED prospective paymend sysiem is ensaring the quality of semvices
fiermished 5o beneficiares, pasticolarly that they reccive all medscally pecessary services.
This is especially importamt for this valnershle patsent population.

For the past 10 years, CMS has been working on quality measures for the quality of care
fiarmished s ESRD benclicianics, Az regairead by the Balamced Budger Act of 1997, m
198E CMS developed ESED Clindcal Performance Measures (CPMs| based on the
Matioml Kideey Foundatsan's Kidney Discase Chsality Imiisative Clinical Practio:
Cruidelines. Simteen CPMs were developed to measure and report the quality of dialysis
services proveded onder Madican: in the arcsas of sdaquacy of hemosdialyaie and periioessal
dinlysis; anemin mamagement; and vascular oocess managemend | soe
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It wewrw . cms.hhs gos  ESED ity mprovvednit 03 Clua iy S0k easures.nsp for more
detailsh

Drata an these 16 CPMe are collecied on a national random sample of adull in-cenber
hemndialysis patiens, @l m-center bemodialyeis patbems bess than |8 vears of age, and a
mational rardom samphe of adult periloncal dialysis patients. Thifeon of te CPMs are
calculated, and relessed im the Departmer of Health snd Human Services Annual Repon
ol the ESED Clinscal Performance Measures Projecl

CPM data are nod curmently collected i numbers sufficient for caloulnting diabysis Eacility-
specific rases, Bight now, they are collected on n § peresm national ssmphs by paper o
chectromic forms. Howewer, CMS is curmently implementing o system, refermed 1o as the
CROWNWeb system, that we expect will albow all ESREY facilities to report CPME for all
patients on or aboul February |2 3. Under this system, ESRIP fcilitves would submit
admimisorative s guality dan elecronically via the Inernet, The CROWNWeb sysiem
will allowy fiar the mare gimely, sooorabe. and efficient use of deta (o suppont sdmanistration
afthe ESHLD program. This reponing requirement wis inclided a ihe proposed mile
updating the Comditions for Covemage for ESED Facilibes.

Currenily, CMS calculates facility-specific measures uxing Medicare admindsimtive data
and reponts these measures on the Dislysis Faciliny Comgane location on

www medicare. pov. The three measares publicly-repored are (2 the percent of Medsoare
Besmodinlysis patients teatad i the Facilicy that recelved adequate dinlysis oreatments (g2
treatments removing o safficeent amount of waste from the patser”s systemg (b the
percent of Medicare patlents mested nthe feeiliny whose snemia was adeguately pansged,
and {c} patient survival cabegories are reported as expected, belter than expected, and waorse
than expected. These theee measures are updated ansually on Dealyss Fagiliny Compare,
using one vear of dain for the adeguacy and anemia measure and four years of data for the
pabcin sury ival measise,



78

Tweniy-rwn measures are schedulbed 1o be comsidered for endorsement by the Matianal
Cruality Forum {NOF, a nal-Tor profit membership arganization that endarses soluntany
comsensus standards using ngresd upon procedures, The NIOQF Fas a fonmal process by
which il achigves consimaus an stamdards or measanes thal 1l endorses, The endarsemint
proess For these measures is scheduled s be completed by December 2007, (nee
enclorsid by NOF, thise measunes woubd b requined bo be reporied by Bacilivies thoough the
CROWRWeb system heginming in Februnry 2060 if the proposal in the Condidions for
Coverage for ESRID Facilitees propesed mali wene Tinalized.

(9p—Operativead aml Admiisimbive swes: A prospecive payment system invalves
numeries operationsl, pdministrative, and sysiems issues, System changes genemlly ke o
miminrm of five months 1o implement, and e comsiderable changes neguined for 2 new
pavment system could ke significamly longer to complete, In addition, seccessfial
implementation of a new prospechive paymend sysiem nequines exlensive privider
eddcation and it is likely that kevel of provider education would be nesded for sn ESRD
prospective payment system.  This timeframe for systems changes begins after o change
request is written, which occwrs anly sfter finsl rulemaking, ard thar can hagpen anly aficr
the podicy development necded for rulemaking is completed.

I the case of ESRIY. operativeal and sy=iems changes will likely be needed 10 expard dala

efernenis repored on the claim, o o inplemens consolidaced hillieg (hundling)
reguirements. In sddition, new payment systems often involve iImnslions between the old

anel new evstems, While transitioes allow facilities o sdjust o new paymemst svstems, they
aften imvolve administrative complexity.

| M—Effective Date: The effective date for implementation of an ESRIY praspectve
pEyment syssem mvidves conssderation of a ramber of fssms s indicated carlier, First,
policy development and rolemaking would be invalved. Second. systemns changes are
mded b ensane that aecurane pasments ane easde under the pew pryment system. Al wold,
it is likely that 2 40 3 wears from the date of emactment of awthority to implensent o
prospective pryment syesem woald b invalved @ iess activivks,
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We are also coesidering howe potentinl changes o the ESRD payment system woukd
nberact with e stalusorily reguired demonstratim. The proeess of cliaring a solsctation,
ahinining and reviewing applicating, selecting demosstrmion sies, and ohiniming
charmes for the demonsiratson award typically takes a manimum of 12 months
complete. The stacule requires o 3=-yvear demonsimison. The final repon for the evaluntion
al 3 demensiration is typically complioted 1 vesr afler e conchusion of the demuensiration.
Thus, if the demanstration is to be conducted first, hefore implementing an FSRD
prospeclive payment system, aboal 5 wears would pass. befons the new paymaenl sysbom
cosald begin to he put ings place. A demonstration could shorten soneskban the tinee
meyuingd o implement a pew payment system, bul a new payment sy sbem may involve
aperatinnal issoees that the demonstration did mot deal wath. An aliemative o a
diemmuonstration that could serve the samae pampase wothd be o monitar and analyes tha
expenernce of patients and priveiders under the new sysiem as il is being inplemenged.

Promating Fatient Safety and Appropriate Faymend through Bematocrit Monitorimg

As | indicsted in December, pearly all ESED patients saffer from debilfinting anemia
much ol which can be mardpad throogh drog theragy sech a8 ircatment with
erythropessting am aremin-controdling compound, 25 &n aliernative fe recesving hlood
trarmlussans. To prosole approprials rthropaiolin usape, WS monibaring poly
corsiders bath hemaioenit and ervibropaiziin desage levels. The mosiioning policy
indscates thal praviders. shiubkd adlne e the Fosod and Dnig Administieation (FI2A) label
instructions for ervithropoicting and mot seek to achieve {or “trget™) o hemsaglohin level in
eacess ol 12 gl (a value that generally comelates with a bematoert level of 3600 percen).
The instruction 1o carriers (o inifinle manisoring when the hemainerit exceeds 3,0 percent
18 il @ new palicys racher, il esaghhishes o marker 81 which paymsend msl be neduced
hecouse the reporied hematoeri wos pol mainiained & levels consisient with FIDA labeling.

While patients' therapeutic hemabeoni argeis are approprasely kedt o the clinkcal judgment
al' their physiciars, the mondlong poelicy recopniees the difficully of maintaning the
hemmoerit in the norrow clinscal range of 33,000 3600 percend, which is the argel mnge set
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forth in curvent kKidney disease clinical guidelines. Because faciors such as nutriticonal
slabas, mfection, and bleeding may couse the hematoerit 1o floctuate, 1t & nol casy o
manage pacients 101k narrow g mage, Some palbents might b above (or below) the
target im one month, for example, But below (or above) it in otherse 1T frequent and
significant changes i doses of anemia management drugs ocour on top of thes: exsimg
Prematocrit fluctuntions, such bematoenn fuctestions can becoms even mane variable ond
difficult to irderpret and manage, parsoalarly witkin the narrow arget range of 330 o 360

pircent.

Accordingly, the manitoring policy does not immediaiely cut-off payment for a single
meadmmy thal Nuctuales abayvi or belaw the “goideline” value. However, the msanisonng
policy rets in motion o payment reduction when the hematocrin kevel excends 390 pereent,
amd if the provider has mot responded by reducing the ESA desage as FDA labeling amd
maticmal climcal guidelines indans:

A provider submitting a claim for ESAs furnished to an ESRD patient with a hematoori
aboye 39000 pereent may imdican: that a dese raduetion has oosarmed. dispie the comtimed
high hematocrit, using n madifier on the claim form. [Tthe provider fails o inclede the
mudifier, then Medican: will apply 2n sulomatie 25 peroent reduction in amdount of
i for ESAs

Wiz are im the prodess of analyeing the impact ol this manitoring policy, looking
apecifically at che percem of ESRD patients for whom the repaned bemptocrit was above
X090 percent simce the manisoring policy wend imo effect. 'We are companmg these datn to
dlata For e same méasurs lor periods before the pew momibaring policy was m ellacl
This analysis will reveald whether the monitoring podicy bas resulvad ina rediscgion in the
percent of patients with hematocrits sbove 3900 percent. Based on what these data show,
wi an: propared ba conswder potenlial revissans 10 the msonitoring policy.

A mentsoned above, the moniloring policy is hased on dala sabmatted on the claim form.
A key Himdtaciom of thas appecaciy (s that the base pedod s one daring which a prior
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misiterng policy wos in effect. While this nggregnte nssessment of the manigaring policy
cin b dong with existing data, it miy nol be possibl e atribute changes 1o the momiloring,
palicy. We are nleo assessing the aggregnie number of units of enythropodsetin that
Muodicare pays For por benelictary cach manth. Hene soo while this i 6 macr msessment
af erythroposetin wse, from o rescarch methodological perspective, it may not be possible o
anrilise champes 0o the monitoring poliey

For the longer term, & mode detabled stady woald examine the heirasocrits aesd
erythrapoictin use for specific benclicianies; soch approach has more poteniial (o hold
cosmtant ather imervening varables, We ane currenly developing the methodology for
such a study. However, since the haman phoyvsiologse response @ enythropoietin is nol
immedinie, and the ffect of a given dosage on the henasocrii of a given individual ean
vary widely, even aralysis of data Sor the same patient over lme may make it difficolt
attribise changes inthe hematoenit o enythropsetin wse.

As | mentioned in December, one possible spproach is w0 collect dun, such as the dosage of
erythrapoietin actually sdmanistened or additional bernstocrl measunaminis, theoaagh
clinical trizls. Annotber opproach might be (o creste regisines of datn submicied by hospiils
and othser facilitics, Such repisifies cowll be a robist data collestion mechanism, pursaling
clemnents bevand what can be collected om the claim farm. Befare such an appreach could
b adapted, Bowever, CMS must ssscis polentisl resinctions o requinmg hespisls and
facililies io report information to a regisiry. Prowvider burden also would be an importan
gorsideration,

It shosald also he nosed that an ESRD bundled prospective pasment system would facos on
approprigle delivery af the full roge of ESED services included in the bundle fora
hemeficiary. In contrnst, the curment system, which separstely pays for ESAS, encournges
their wse, An ESRD bundkad prospective paymaent system woald chang: moomtives for e
af ESAs.
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Exgnulmimg the Lse of Ervthropokedin Stimalating Agents (ESAs) in Certaln Patient
Populations

CMS paws close anention to FOA Black Box warnings beeause the safiery of Medicare
beneficiaries is paramaund. Upon being sdvised of the March 9, 3007 Black Box waming
fior s of eryibropoicss sillmulating agents |ESAs) m muliple climical senings, CMS
immediately began a dizlogee with FIA. FDA conveyed semiaus concems shaut potential
dangers with the use of ESAs in some types of cancerfmeology management,

Im wamling ba prodect Medican: berelicrames From palinbial avesdshle nsks, CMS promptly
apened o natsanal covernge decision w nssess whether there is sufficien eviderce t
comclude that ESA mealment is nof reasonable and necessary fior bemeficianes with certain
clinical comditions, gither because of a debeterous effect of the ESA an their

underlying disease or because the anderlying diseasc increases their nisk of adverse effects
relaned 1o ESA wse,

Folloaing the apenmg of this naonal coveraps decision on March 14, 27, UMS siaff
reviewed aver 500 peer-reviewed anicles {which are cited in the proposed nastionzl
coverage decigion ) and comsuliod with FOA alT and other bealthean: sabject expents in
this topic. The FIRA held an Oncology Drug Advisory Pancd (ODAC) mesting on May 10,
BHFT by dhiscuss the sty of recombmnant ESAs ard 15 infonm possible luher redissms o
the labeling of these drugs, In additson, represeniatives of vanous cancer patient groups
provicked lestimomy expressing their concern abost safe use of ESAx or treatment of
amemin reloed woeancer, Om May 14, 2007, CMS posted a “propessd® or “draf® covempe
decision.

The nattanal coverage decision process specifically invalves the solicitation of public
comipnl, Like all propesad niional coverage decisions, public comment 5 solicisad over
a Mi-day pericd following its publication. Ulimately, CMS uses the public comments
reccivied v infarm s final decisson, responding i detall to the public comments when
issaing the final decision memormndum, The commernt pericd for this national covernge
dhcriom ¢losed an June 13,
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We bave received imput from inderessed public panties an all sides of this issue, including
thi physician commamity, paben] proups, and manufacturens. WS s now m b proaess
af reviewing all of these comments. Soene of the comments suggesied that ESA use not be
riestrichind For specific conditions ar situstions a8 proposied. Many of the antical commants
focused on a few specific eomditions, &g, our praposal that E5SAs are not reasonshle o
mecussry whim usid moconjunction with ireating snemia of myelodysplasio (MDS] (which
is an off-lobel indicoton of E5A megel CMS also received many favorable comments
thal supposted the approach s the propased nabonal coserape decissn, Ouar physicians ane
carefally reviewing all of these commees and we will inke them into pecount in

devehiping a final matioral coverage decision

AL e s lEme, wi ane contioaing fo examiine whelber simalar action @ warrantid with
regand o the use of ESAs 1o treat patiengs with nonecancer conditions, namefy ESRET
npatients, Wi have bepuns prelimnnary descossaons with thee Matsanal Instivates of Hizalth
abscut the possibilicy of collabarating an o large clinical tnall 1o examine the effect of ESA
trbment i ESRD patients. Furtbr, oo ane awasting the findings of the FIRA's Candiac
and Renal Dinag Advisory Committes, which will ke mieeting Ister this year s specifically
examing the use of ESAs in treating the renal patient popukation

Lenslusion
CMS is commintied o esinblishing and mairtaining policies m all arezs of the Medicare

prragram that promeale clsent and appropoate use al medical antervenisons, prolect
hemeficianes, and ennhle prowviders o Furnish high quality care. As highlighted 1oday, we
have mande significant pragress m e reseanch to develop o busdled prospective paymin
system for ESRID services, we continue o inyprove and refine pur monioring podicy o
promea appropriale ery tsropoicin usage, and we 1ok prnspl aclion with reEpect 1
Medicare covernge of ESAs follvwing the FIMA's issuance of a Black Box waming. As
Congress consilers ESRID payment nefon and examimes palesl safely concems, we look
formward to cantinuing bo work with this Commitbee oo these imporart issues. At this stapge
wi arg continuing o devole sigmlicam resourees 1o the sehsantial analyical and achsral

e
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development necessany 1o design n robust and aceurnie payment systeme The desebopment
af a new payment system is a significant endeavor that meris careful comsideration and
ardlyen,



85

Chairman STARK. Thank you.
Mr. Vito.

STATEMENT OF ROBERT A. VITO, REGIONAL INSPECTOR GEN-
ERAL OFFICE OF EVALUATION AND INSPECTIONS, DEPART-
MENT OF HEALTH AND HUMAN SERVICES

Mr. VITO. Good morning, Mr. Chairman and Members of the
Subcommittee. I am Robert Vito, regional inspector general for the
Office of Evaluation and Inspection at the U.S. Department of
Health and Human Services Office of Inspector General.

For nearly 20 years, the OIG has devoted considerable resources,
attention to end-stage renal disease-related services. I appreciate
the opportunity to appear before you today to discuss our most re-
cent report released to you today on the pricing of separately
billable end-stage renal disease drugs.

The OIG work has involved ensuring the quality care of dialysis
patients, conducting criminal and civil investigation of dialysis pro-
viders and examining pricing and utilization of dialysis-related
drugs and services.

For example, since June of 2000, OIG has issued six reports ex-
amining ways CMS can better monitor the quality of care in dialy-
sis facilities. We have also assisted in settlement agreements with
national dialysis providers regarding violations of the False Claim
Act and other statutes.

In addition, the OIG has been involved in pricing and utilization
issues, including reviews in the early nineties of the end-stage
renal disease composite rate and reimbursement for Epogen. In
fact, in an October 1992 report we recommended that CMS con-
sider including the cost of separately billable drugs into the com-
posite rate to save on the administrative costs and to reduce pay-
ment errors.

We also audited Epogen claims at dialysis facilities where we
identified inconsistencies between the number of units of Epogen
prescribed in the written order, administered by the facility and
built to the Medicare Program.

During this time period, the OIG issued a pricing report that
found that the Department of Veterans’ Affairs paid substantially
less than Medicare for five high expenditure end-stage renal dis-
ease drugs. Most recently, in response to mandates contained in
the Medicare Prescription Drug Improvement and Modernization
Act of 2003, the OIG conducted two studies on Medicare reimburse-
ment for end-stage renal disease drugs.

As required by the MMA, CMS used the data presented in the
first report to set the 2005 reimbursement rate at freestanding fa-
cilities for ten high expenditure end-stage renal disease drugs. Re-
imbursement for drugs not included in our report was set at 106
percent of the ASP, the same method as the Part B drugs. At that
time, hospital-based facilities were reimbursed at cost for most end-
stage renal disease drugs.

As of January 1, 2006, CMS set the reimbursement for all end-
stage renal disease drugs with a few exceptions at 106 percent of
ASP. This change produced a consistent drug payment methodology
among free-standing dialysis facilities and hospital-based dialysis
facilities.
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These changes prompted the OIG to conduct an additional review
of Medicare reimbursement for end-stage renal disease drugs. For
this review, we obtained third quarter 2006 average acquisition
costs for 11 high expenditure end-stage renal disease drugs from a
sample of freestanding and hospital-based facilities and compared
these costs to the Medicare reimbursement.

Among the responding freestanding facilities, we found that the
average acquisition cost for nine of the eleven drugs under review
were below the Medicare reimbursement amount. The average ac-
quisition costs for Epogen, a drug that accounts for three-quarters
of the Medicare expenditures in freestanding facilities was 10 per-
cent less than the Medicare reimbursement.

Our analysis also showed that chain freestanding facilities paid
less for drugs than non-chain facilities. On average, drug acquisi-
tion costs at the chain facilities were 12 percent below the Medi-
care reimbursement amount for the entire basket of end-stage
renal disease drugs compared to 7 percent below at the non-chain
facilities. This difference can be attributed in large part to the pric-
ing of Epogen as chain facilities receive larger discount rebates for
the drug than non-chains.

For hospital-based facilities we found the average acquisition
cost for six of the eleven drugs under review were less than the
Medicare reimbursement amount. For the remaining five drugs, ac-
quisition costs were slightly above Medicare reimbursement. How-
ever, on the whole, the hospital-based facilities were not being
under-reimbursed as the average acquisition cost for the entire bas-
ket of drugs were 7 percent below the Medicare reimbursement
amount.

In the hospital-based facilities, average acquisition costs for
Aranesp and Epogen, the two drugs that account for the majority
of Medicare spending in the hospital-based facilities were ten and
9 percent below the Medicare reimbursement amount respectively.

In conclusion, as our body of work in this area shows, the OIG
has been involved in end-stage renal disease-related topics for
many years, helping to ensure that Medicare beneficiaries receive
quality care and that the care is reimbursed at appropriate levels.

CMS was able to use the results of our first mandated review to
help set Medicare reimbursement amounts for separately billable
drugs. We believe that our most recent study, a study not man-
dated by Congress, illustrates our commitment to continue pro-
viding current information on end-stage renal disease issues to pol-
icymakers.

This concludes my testimony, and I welcome your questions.

[The prepared statement of Mr. Vito follows:]
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Statement of Robert A. Vito, Regional Inspector General for the Office of
Evaluation and Inspections, U.S. Department of Health and Human Serv-
ices, Philadelphia, Pennsylvania

Testimony of!

Raobert A, Vit

Regional Inspector General for Evaluation and Inspections

Crifice of Inspector General, U5, Deparment of Health and Human Services

Ginod moeming, Mr. Chairman and Members of the Subcommitiee. | am Robem Vito,
Regional Imspector General for Evaluation and Inspections in Fhilsde|phia a1 the LS.
Departmment of Health and Hunsan Serviees” Office of [nspector General (0OMG), For
nizai |y 20 years, QNG b devoted corsldersble antemtion te eod stape femal discase
{ESED-related servsiss, Our wark has involvid momitocing the oversaght of the quality
af care for dialysis patients enredled in Medicare, condscting ermimal and cavil
invistigations of dualysis providins, amd examming the pricing and wilizaton of dialysas-
melated drugs and services. [ approcaale the oppanunity W appaiar before vou today o
discuss OGS work m this area and, in particular, sammarcee the Iindings of eur recent

review related o the pricmg of scpamately billable ESRD drneps.

Im ghort, par meast recent report, released 1o you today, which is available an our Wb gile
a hetp:odg bhs gowy, found that, on average, dinkysis facilities could acquire the majarity
af ESRD drugs at prices 4 i 32 percent less than the Medicare reimbursement amaunt
during the third quarer of 2006, Aoquisition costs for some E5RD dnegs ranged from

1 ta @ pereent ghove Medicare reimbursement amaunmts; hawever, an average, nggregnbe
drug sequisitian costs mnged from 7 o 12 percent bebow aggregate Medicore
reimbursement amoanis,  This can be attributed, in pan, to the avemge aoquisition cosis
far the tag mest widely nsed ESRD drugs, epostin alfa (Epegen) and darbepoctin alfa
{Aranesp), for which poquisition casts were as much as 10 percend below Medicars
reimvbursement kevels, Finally, acquisition costs varied substantially, with chain-oowned
freestnnding facilities afien poying less for ESRD dnags than nonchain freestanding and
hispital-based facilities

BAUEGROMINT

The Medicane program currently covers dialyeas services For chose o 00000 patients
under its ESRD bonelit. Madicare covers all reatmest metbods for patbents, melsding
virrious methods of maintenance dialyss as well as remal transplamts. ESRIY Gealilies ane
paid based onoa prospective payment sysbem Enown as Uhe compossle rale, whach covers
mist ilems related o dialysis services, such a8 labor costs, related supplies, routine lests,
amil cerlain drugs, Facilities reoave a fixed compoesite rate paymenl lor each dialysis
treaimient they pravide o Medicane beneficianies. Hoewever, the compasate mbe dees niost
include many drups thet may be part of dialvsis treatment and cenain lsbombory tests.
These items are refiemred 1o 2s “separately hillable.”™ For example, the dnags Epogen amd
Aranesep, which stinmlate the production of red blood cells in patients with anemia, are
hilled sepamiely from the caompesite rate.

! e iczarg Remrnbarsemeni for Fad Sepge lenal Thacass Dnge Thied Qoo 3006 {OF1-05-06-0He000 lure
27
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Din 2005, Medicare speit close o S8 billion for the cane of ESRD beneficiaries—
approadimately 60 penceat of thal amount was ssocianed with dealysis services coverod
umider the composite rate, with the remaining 40 percent anrbutable w separately billablo
vems. Beneficianes ane: responsble For 20-percent copayments for both compesite rale
services and separately hillable Hems.

O work on ESRD services has idemtified vulnerahilities and inefficiencies related 1o
gruality of care and ta the wilization, payment, and pricing of drugs and services.

MEmcane RErvsursespst por ESRD Deucs: Toen Quakier 2k

Bepinming Jaruary 1, 2006, the Cemters for Medicare & Medicald Services (CMS)
mstinuted a sew reimbursement melbadology for Both frecsandimg snd hospital-based
facilivies. As of than date, all ESRD dregs—with the exception of conain vaceinis, bloed,
anel bl prosfucis—were reimbuarsed at 06 percent of the manulacturer-reported
wverage sales price (ASFP). CMS implemented this change because in 20035, as mandated
by the Medscare Prescription Drug, Improvement, and Modermntzation Act of 2003
(ARAMA], the agency had hased reimbursement 1o freestanding facilities for 10 separately
hillabde ESRLY drugs on (G s estimates of noquisition costs for those dnegs. However,
the ngency helieved it was innppropriate (o continge 10 use oller ncguisition cosi dain
pravided by QG (updated for inflaticn) as a hosis for reimbarsement and questioned the
feasibility of continually ohiaining acguisition cost data over the bong term, This changs
also produced a consistent dnag payment medhodology among freestanding dialysis
facilicies and hosphal-besed dialysis faolises,

I fnier meanst recenl meview, (HG compared e Medicare reimbursement amasunls fow
selected separabely billable ESRD dnogs 1o average acguisition costs of thess drugs in
freestanding and hospatal-hased dialysis facilibes. 'We obiained third-guarter 206
nverge acqquisseon casts for |1 high-expenditure ESED drsps fram a sample of dialysis
focilities and calculated the percentage of facilities that had avermge acquisition costs
bezlvar the ASP-hased reimbursement ammunts, We semt surveys o a random sampde of
freestanding and hespitnl-hased dialysis facilities p colbect data on the fotal amourds
petid. discounts and rebates received, and fotal wnits purchased for these 1] dnags, We did
et verify or validaie the information provided by the responding fecilities,

The 11 ldgh-expersdinire drugs aceounbed for nearly all of che %2 Billion in Medicare
retmmbursement for ESED drugs fumished by feestanding facilivies and e $200 mallion
fir ESRED drugs fummished by hospilal-based Facaliies m 205, AL the tme of our neview,
4050 freestanding daalysis Bacilities amnd 310 hospilal-based dialysis facilibes were listed
om Bdedscare’s datshase of dialysis facilities. Approaimately 71 percent of freestandimy
focilities are part of twoe large chain corporations, and another 1] percent are owned by
smaller rational or regienal chains.

Houss Commitien on Waes and Means
Subcomimines on Health: Hearing June 20, 2008 Peege 2
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Avguisivion Casta for Freestooding Faodfes

Wi laund thal amang responding freestanding Bscilitios, thind-querter 2006 avirage
seguisiiion costs for ol the 11 drogs ander review wene between 7 and 32 percent helow
the Adedicare reimbursemend omounis. For the remaining two dnogs, acquisition cosis
ramged From 3 fo 9 percent above e Muedicare neimbursement amounts, However,
reambsrsement for these o drigs combined accounted for less thim | pereent ol woal
Mledicare expendstures for ESED drugs in fressinnding dialysis focilities in 2005, The
average acquisition cest for Epogen, a drug that accounts for three-quariers of Medicare
gupinditurcs in frecstanding facilites, was 10 persent less than the Medicars
reimbarsement amound [$8.350 per |00 units compared o 39,450 In iodal, 99 percent of
freestanding dinlvsis facilitkes could purchase Epegen far less than the Medicare
reambaursement armnl,

Ciur analysis alsi showed Ut chain frecstandmg facilitics pasd less For the dougs undor
review than did sonchain freestanding facilitkes, On aversge, drig acquisition costs for chain
facilitics were 12 percemt below the Medicane reimbursement amounts, companed

1 T percent below for nonchain facilises. Thas difference can be attributed, in large parn,

1o the pricing of Epopen, Alhough chais facilivies imilly pasd mare than nenchain
facilities for Epogen, the chain facilities received a much larger discoust'rebate

127 pervenl, on average] than the nonchain facilfties (3 percent, on averspel. As o resuly,

th fireal price for Epogen smosg chain Tacililies was 5 pereest bess than the final price af
the dneg among neechain fheilivies ($£.535 per | 0 umits compared o $8.99),

Acquisition Costs fur Hospitel-Brsed Focilities

Among responding hospital-based dialysis facilities, average acquisition oosts Gor 6 of the
11 ESRD druggs wisder meview were betagen 4 and 2% parcent below the Medicare
reimbsarsement amounts. For the remaining five drags, acquisizion costs ranged from o
R peroent ahove the Medicare reimbursement ampusis. These five dnsgs accounted for
24 percenl ol reimbursernin W hospital-hased dialyais feilities for ESRI drugs in 2003,
This inslicses that when compared 1o freestanding facilities, hospital-based dinlysis
facilities could potendinlly face larger gaps hetween noquisitsan costs and Medicare
reimbursement when puschasing o mamber of haghly ubilized dnags. Average acquisition
st for Arasesp and Epapen (e twe dnags thag sccount Tor the majoriny af Medicars
spending in hospital-hesed facilities) were 10 ond 9 percent below the Medicare
reimbursement amounts, respectively (52,71 compared 1o 53,03 for Aranesp, and

S8.60 companed to $94H for Epagen). O average, overall drog acquisition eosts for
respinding Fospital-based dinlysis facilfties were 7 percent below the Medicane
reimbuarsement amouns—amourds kentical o those of sonchain freesianding facilities.

Nuwenrary

Wi comiludicd thal respomding Bacilities, om average, could acguine the majonly of ESRD
drigs a1 prices bebow Medicare reindbursement smouis and that aggregate acquaisiion
oosts wene below apgregnte Medicare reimbursement amounis. Howeyer, soquisitson
wasls for the same drug may vary based on the type and cham alTiliatbon of the filicy,

House Cirmmigics on Ways snd Mooms
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causing some dialysls fecilivies fo potentinlly experience preater gaps i relmbursciment
than others. Therefione, we concluded that CME shoubd continos o momitor th siustion
ilosely 1o ensure thal all Fealises an: reimbursed approprialely.

PFrEVHAS (G WoRK RELATED TO ESRD SERYICES adD FAvMENTS

Privr Reviews of Wedlcore Belmbursemens of EXED Drugs

CHNG's maest recent repart on ESRD reimbursement builds upan a body of work regarding
ihe: appropeesteness of paymenis for ESRD drags, Based onoa 1990 gudit in which we
Found thas Medicane overpaid for ESRIY serviees. for nomroating drags, we necomsmended
that the Medicane reimbursement rales nellest the cost of dialysas trestment (o efficiently
operated Facilities.® Ina 1992 amlil, we further suggested thal C35 consder falding all
separately hillable drugs mto the compasite rate o achieve svings on alministrative
costs and reduce payment errorsd A 1993 audit indicated that dialysis providers were
heing overpaid for Epogen and we suggesied a reduction in the resmbursement mie.? In
15T, CHG conducted o follow-up review of Medicare reimbursement for Epogen nnd
Fouand that the reimbursement rle, which at that time was 10 per | 000 unies
pdminisiered. exceeded the cos of purchasing Epogen by spproximanely 1 per 1,000
umits,® I Jume of 2000, OIG jssued anodher repon specifically focusing on ESRD
drugs® This repact found that the Departivent of Vetorans Affalrs pasd between 37
percent and 56 pereent bess than Medicare for five high-expenditure ESRD drogs.

Based in part on QG work, Congress included provisions to neform drug reimbursement
in the MMA. These provisions created o new methodology for Part B drog
reimbuarsement that is hased on manufoctorersreported ASPs miber than problematic
avernge wholesale prices (AWP)L In addition, the MMA reguired that Medicare hase
paymenis for certain ESRD drugs on their acquisition costs as determined by OIG.7 The
MMLA also mandated that QG conduet two studics related 1o Medicare reimbursemem
for ESRD drags.*

In the first MM A-mandaved QIG report, whech was dsued in May 2004, “Medicare
Raimbursement for Existing End Stape Bonal Drsease Drogs" (CER3-04-00 ] 24, QG
fioumd that the four langest freestanding corpombe dialysis providers and o mmdom sample
of freestanding monchain dialysis facilibes were ahle tp acquire 10 high-expenditure
dnegs af costs nvernging 14 o 22 percent below the hedicane reimbursement amounts.

! “marageme Advieory Repor - Redectkies Condirae To Be Meedal in Medicare's End Sage Henal Dialyss
Ritee” {A- 185000 15 Jaly 195,

4 *Cast of hiakyms-Helaied Tirags,™ | 4-01-01 <018 1. Qcinher | 5802

# “Pesy bew of Epogen Redrnlvirssnedl,” (4-0] 02005061 Febeaary 1933,

5 rPgreiera of Fpasn Hetrmbmarsemani,” | &-011-0-000508 ) Sorvember |97,

F “wledicare Reimbussanent of End Srape Renal Discass Dnge, ™ (OEL-D0 00000200 Jurs 2000,

7 Pricr in 2804, the Medicam mwimbursmen amommi for Epagan in hoik freowtnding arad hospisd-hused Bl
wevie. wapl by emhien E141] par 100K uniis

A “Blofl care Preser plon Drug, hreioveneal, ol Blodemizatkes S of 380" Poblic Law 108171,
S ENeKIEAHE)
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As requidred by the SAMA. CMS used the daty proeseeted Dn tlis nepost 10 sct calemdar year
2005 relimbursement rates Tor the 10 drags 81 the average soquasitbon costs as caleulaled
by (MG, For all ather drsgs billed by frosstanding dialysis Gelibes—witl the exceplion
ol certain vaocines, blood, and blood products—CRS reimbursed reestanding dialysis
facilites at 106 percent of the dnags’ ASPs. During this same time perod, hospilal-based
facilities were reimbursed at cost for most ESRED dnaps.

Far the secand repor, issued in March 2006, “Medicare Reimbursement for Mew End
Singe Renal Diszase Drags™ (OE 1050600000, Amnesp was selected gs the only drog
for review because it accouned for #9,% percent of Medicare reimbursenent for new
ESRIF drugs. We found that, on average, responding freestanding dialysis facilities were
abbe 1o Boquine Aramssp for between 14 amd 27 percent below the Medicane
reimbarsement amsousls in 2005,

Twproper Billing and L6izmtion

Thraugh awlits and investigations, CHG has also identified instances of impraper billing
and utilizatson of services in ESRID faciliies, incloding inappropriate hilling for services
aside the compoesite rate and the provisian of medscally unnecessary services.

Far example, in a 2004 audit of Madicare pryments to DaVits, Incorperated, for Epogen
serviees provided ot one of it Philadelphia dialysis centers, we found that 44 of the 143
claima reviewed did not mest Medicare payinent requinemesits for Epogen.” In sonse
cases, we slentibed meenssencles betwoeen the pumber of unis of Epogen preseabed i
thir wridlem phiysician order and the number sdminisersd by the facility and billed 1o
Medicare. We alse sdemtihed mstances in which Epapen was shill sdmimisiered (o e
patient afler the physicaan bad crdered ils dscontmuoation.

In amother example, n 2005, as part of o glohal settlement with the Government, Gambra
Healthcare, Inc. (GHIL, oamer and operastor of oover 500 reral dinlvsis centers, agresd to
pay awer 3350 million to resolve civil and criminal fraud allegatsons in the Medicare,
Medicaid, and TRICARE programs. To resalve its civil linbalite, GHI paid

S5 million for allegedly submitting False Medicars claims and paying physicians
impraper remungration relaed 1o their medical direcior services. In addition, Gambro
Supply Corporatson (G50, a wholly owned subssdiary of GHI, agresd to plead gualty o
health cane lrawd, pay a 325 millon craminal fioe, and be permsnently excluded From
Medicare amd other Federal baalih came programs.  To carcumyend prahabelions applcable
1o tharable medical supply companies, (G0 made Balse siatements 1o Moedscane, allegediy
enabling GHI to bill for ESRD=related services and equipment at 2 higher amount. GEI
also ngreed o pay the Government 8328 286 to resalve its liobility under the False
Cloims Act (FCA] for allegedly cousing kocal Iabomasonies to improperly hill sepamiehy
for lahomarory services that shoukd have been covered under the facilities’ composite mie.
GHI also agreed fo enter inge a S-year compombe indegrity agreement with O,

¥ rUorvigra of Medicam Parymemis io [ia i, Incomammied for | pogan Sarvices PFrovided ai Frnkle Diabyss Larmer,
Phibulaiphia, Pearasi varve, ™ (A-SI-00-(0017 ) Apnl 2004
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Mg recently, in 2007, Dialysis Clime, ne. (DCT), which provedes healch care services
1 Madicar: benelficlames with ESRD & ns clinles locsed in mans thsan 30 Stanes, agnoxd
i iy 518 millvon doomeselve s Babiling undes the FCAL The majarity of the seitlement
was associaled with DCTs admansstration amd billing of’ Epogen when 51 was medscally
unmecessary. UMS authortees the admmistmtion of Epopen 1o keep a patient’s
hematocrit blood level inthe 33 1o 3feperoent range. The investigation reveabed that
DI albegedly administered Epogen 1o patients whose hematocrit levels were in excess of
40 percent. Furthermiore, DCT allegedly allvaed haspital sbomtaries 1o bill Medicare
sepamtely for lests for DO patienis even though TCT was paid for the lah services as pan
af Medicare's composite mie payment, As pan of the seilement ngreement, DC1 emiered
inde & S-year comporate ingegnity agresment with 010G,

Chealivy of Care (hersigin

In adeliticn w0 performiing work on appropriate payment rates and billmg, C10 has also
idertilied concerns regarding UME's oversight of the guality of care provided by ESRD
faciliies. 1n June 2000, O1G isswed a report documentmg problems with the oversspht of
these Eacilibies. ! (N0 found that although CMS oversight using standardized
performance measures encournged improvements in guality of care, CMS did not use
these measures 1o hold individual facilifies accouniable. QLG also found that Medicare
certification survevs ployed o limitsd molde in ensurng that ESREL facilities met mimimum
starulnrds,

In Jamuary 2002, OFG issued a series of reparts coneeming the kessons leamed by the five
largest dinlysis comporations in using ¢linical performance measares.'" I those repors,
wi identified a pumiber of methods the Medicare peogram could use io improve the
quality of cane in dialysis facilies, Thess included examening wys 1o foster a
commimimen W porfomancs measunes among aiending pliysicians and developing mone
elliective intervention strabegies for faeilivies.

Im 20083, GAD reporied that problems wath guality of care were prevalens ol dialysis
faciliies, putting patienis’ health at nisk amd that lmaations in the ESRD survey process
inadequately sddressed ar failed to detect quality problems. 2 Mare recently, ina
Movember 2006 report, CHC found that current sources of data have limitntions in
assisting CMS and its contactars in idemifying quality impravement needs at ESED
facilities, " These limitstions include lack of current, comprehersive, ond facility-

10~ E g jzrral Cuakiy Reverw of Debyss Facibiies & Call for Oreater A ccmmbiibiy, ™ (0E-01-#00H050. Jere
2000); aral Uhamsight of Kidraory Diiatyss Facibiies Meeds npnreemeal,” (GAQHEHS-00-114). une 200

11 jabeal Perfoomance Mcasares for Dialysls Faolikes: Balkling on the Faparkmae of the Dialysls
Corparatkors,” (DEIH 5300822, Farvaary 1012, “Clinkeal Performano: Measares for Tialysk Facilitks: Pracikos
ol dee Major Dialyals Corpenilons Sxpyvnins’ Repaet 8 17 (0ELO 15000330 Janiary 20002; aned O linbaal
Feifomiane Meaire Tor DHalyds Facilides: Lesons Leorsed by the Mg Dlalysb Corponot ong asd lmplcaione
For Meal boase, Sngpdiwicatat Bepont @ 2,7 COEL-D]-S00300540, Jauary 2002,

Ii"l:\ll:rlu. Fawalities: Problames Rermain in Basurieg Compliasce With Miobeare Uualiy Standards, = (0ADH-
11 Cleicher 701,

18 g vadabdiny o Qraliy of Care Datd i the Medicare Fad Sugs Ronal DHicass Progian,” (DE1E05. 007},
Mursember Tk,
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specific performance dats. We recommended tan CMS incnease it effoms waands
riegularly collectng clinical performanee data Trom patents and facilites. CMS has
begun 1o devebop & strsmbimad source of data that could assast comtracton m wdentifying
facilities with improvemen! neods, but this database has vet o be impleminted.

O LUSHN

Thraugh n substantial body of work, (R hos exomined the eversight of quality of cane o
ESR I facilities, approprinteness of payment systems, and improper billing amd wtilization
of ESRD drags. Our most recend work compared bedicare reimbursement amounts for
ESRIY drugs in third guarier 2006 1o dinlysis facilities’ acquisition costs, We found that
responding freestanding dialysis faeilities could typically acquire the majority of the
sebecied separniely billabde ESRD drugs for less than the Medicare reimbursement
amsourta. g acquisition eosts vared among differcnt tvpes of freestanding dialysis
Eacilities, with overall doog costs amoeng clsain facilithes being somewhal less than those
ansang nonchain feiliies, 1o comrast, average aoquisilion costs amenag bospital-based
dealysis facilines for almos) hall of 1be dnegs under review exceeded the Medicare
reimbuarsement amounis. Wi concluded thal CMS shoald contimue b monitor the
silumtion chosely to ensure that all facilities ane reimbursed appropriately.

CHG remains commitied fo ensuring that Medicare ESRD beneficiaries receive guality
services aral that this care is being reimbursed ot appropriaee levels. Thenefone, we will
condinue o conduct adits, evalustions, and imvestigniions, as warmneed, o oversee
payment arsd quality of care at ESRD facilities, Cumrendly, we are conducting audit work
at individiaal dialysis facilities to review the approprisencss of Medicare clains
submiried by dialysis fecilites for Epogen sdminisication, as well as idemifyving instances
it which laborstory tests it shoald be neluded i the composite mate ane being Bk

sEprTaRG |y,

This conclodes my testimony, and 1 welcoms your guesimmes.
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Chairman STARK. Thank you.
Dr. Jenkins.

STATEMENT OF JOHN K. JENKINS, DIRECTOR, OFFICE OF NEW
DRUGS, CENTER FOR DRUG EVALUATION AND RESEARCH

Mr. JENKINS. Good morning, Mr. Chairman and Members of
the Committee. I am Dr. John Jenkins. I am the director of the Of-
fice of New Drugs at the Food and Drug Administration. Thank
you for the opportunity to testify before you today about
erythropoiesis-stimulating agents, which I will refer to as ESAs.

ESAs are manmade versions of a natural human protein known
as erythropoietin. Erythropoietin is made by the kidney and stimu-
lates the bone marrow to produce red blood cells. The main goal of
treatment with ESAs is to increase the number of red blood cells
in patients with types of anemia that are responsive to ESAs in
order to decrease the need for blood transfusions.

The first ESA, Epoetin alfa was approved by FDA in 1989 for the
treatment of anemia associated with chronic renal failure. Epoetin
alfa is marketed under two trademarks, Epogen and Procrit.

Since their initial approval, Epogen and Procrit have also been
approved for use in patients with certain cancers, with anemia due
to chemotherapy and patients with HIV infection with anemia due
to certain anti-viral drugs and in patients scheduled for certain
types of surgery to decrease a need for blood transfusions.

The second ESA, Darbepoetin alfa, was approved by FDA in 2001
for the treatment of anemia associated with chronic renal failure.
Darbepoetin alfa is marketed under the trademark Aranesp.
Aranesp was also approved by FDA in 2002 for the treatment of
anemia caused by chemotherapy in patients with some types of
cancer.

Since the initial approval in 1989, the produce labeling for all
marketed ESAs has been updated on several occasions to incor-
porate new safety information derived from clinical trials and from
spontaneous reports of adverse reactions.

The details of the major safety-related labeling changes for ESAs
are in my written testimony and I will focus for now on briefly de-
scribing the most recent safety-related labeling change.

The availability of extensive new safety information from clinical
trials late in 2006 and early in 2007 prompted FDA to undertake
a major revision of ESA labeling to include a boxed warning in
March of 2007. As FDA became aware of the emerging safety infor-
mation, we issued a series of public health advisories to alert
healthcare providers and patients and to provide guidance on the
use of ESAs.

The first advisory, which was issued in November 2006, alerted
healthcare professionals that a newly published clinical study, re-
ferred to as the CHOIR study, showed that patients with chronic
renal failure not on dialysis who are treated with ESAs to achieve
a higher target hemoglobin level had a significantly increased risk
of serious and life-threatening cardiovascular complications.

The second advisory issued in February 2007 notified healthcare
professionals of the results of a large clinical trial evaluating the
use of ESAs to treat anemia in patients with cancer who were not
receiving chemotherapy. In that study, patients treated with
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Aranesp had a higher death rate and no reduction in the need for
transfusions compared to those treated with placebo.

The most recent public health advisory, which was issued in
March 2007, outlined new safety information from several newly
reported trials. As I said earlier, in March 2007, FDA also ap-
proved revised labeling for all ESAs that included updated warn-
ings and new boxed warning and modifications to the dosing in-
structions.

The boxed warning advises physicians to use the lowest ESA
dose that will gradually increase the hemoglobin level to a con-
centration sufficient to avoid the need for blood transfusions. The
boxed warnings also highlight the major safety risks of ESAs in pa-
tients with renal failure and cancer.

To further evaluate the newly available data in patients with
cancer treated with ESAs, FDA convened its Oncologic Drugs Advi-
sory Committee on May 10 of this year. The advisory Committee
recommended that the results of all ongoing trials of ESAs in pa-
tients with cancer be submitted for FDA review as soon as the data
were available, that additional trials be conducted by the sponsors
to further evaluate the safety of the doses of FDA’s recommended
in the approved labeling and that FDA consider additional changes
in product labeling to ensure the safe use of ESAs in patients with
cancer.

FDA is currently working with the sponsors of ESAs to address
the advisory committee’s recommendations. FDA is also planning
discussion of ESA safety issues associated with the use in patients
with chronic renal failure at a meeting of the Cardio-Renal Drugs
Advisory Committee later this summer.

In closing, let me state that FDA’s mission is to promote and pro-
tect the public health. The major component of that mission is to
ensure that the American public has access to safe and effective
medical products and that healthcare providers and patients have
updated information about the benefits and potential risk of ap-
proved drugs on which to base individual treatment decisions.

FDA is continuing to carefully and thoroughly evaluate all avail-
able data for ESAs and will take additional regulatory actions in
the future as warranted to ensure that the benefits of ESAs out-
weigh their risks when they are used according to the FDA-ap-
proved labeling.

Thank you, and I’ll be happy to respond to questions.

[The prepared statement of Dr. Jenkins follows:]
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Statement of John K. Jenkins, M.D., Director, Office of New Drugs, Center
for Drug Evaluation and Research, Food and Drug Administration, Rock-
ville, Maryland
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INTHODUCTHIN

wir. Chairmeaon ored Members of the Commimee. | am Jokn K- Jeskins, WL, Director of the
THTics: ol Mew Diigs within the Center T Dvug Evalualion amd Reseanch a1 the Fodsd il Drug
Administrrtion (FOA or the Agercyh  Thask v for the opportussty i paricipate in this

hearing regarding erythropoesis-stimedming ogems (ESA).

In my testimony, [ will provide background infomation on the drug approval progess m gonoml,

and will discuss FIaA s regulamory history relmed 1o ESA prodects.

DRUG APFROVAL FROCESS

Reefore sy new drug is sppreved G marketing i the United Stees, FIBA determines whether
the daia submitied by B product's spossor (usmlly ihe manufasciurer) n the new drg
applicemicn (NLA) of becdogics eense spplication (HLA) show the product wo be safe and
elective fiar its imended we.,  Prior o the submission of an NI or BLA, 4 spomsor geserally
conducts o series of chimacal irals o assess the effects of the experimemial new prodect in
tumans. To condoct ihese clinical maks i the U5, the sponsor submes an isvestigational new
gt e Kibeealory arsd
animal daia sefficient o suppon use of the expermmental prodoct in hemars, chirical righs n

g (N applicatios b FIOA, 1T FIRA Ginds the Tz Iirini anad

humans pan bege
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Cienerally, there see thies phases of studies in e investigation of a rew digg or hinkic
prochad, Phaa: |irtale are condhscial ina small nesher ol peopks o pather carly sl
infomatkon thai will suppornt conduciing sfadies m larper sumbers of people and o deieming
T e kg weorks i humans (g, meisbalism, absorption. msd excreton). [ (hose tals are
wereemsdul, Phare 11 trials are desigted o study the et for & particulss ise of the new drig,

i luchmg: herw people respaoenad B variows dosapes or thes npgamaess,  [n Phasa 1 irials, patsnis
are monitored closely for any side offiects or particulor rsks that might be associsted with the
jproedhacs wnder svady,  IF Pae 11 triaks are secoessful, Phose 11 irals sre designed 1o bulld on the
inToniiaten leimed in 1he earlier rals in oeder b cahlish die salety ol eflestlivencs of the
e drug, 1P the new doog spccessfelly completes all pheses of the invesligatson, the sponsor
asseases the data and docides whiother 10 submit & marketing apphication (MDA or BLA) for the
Apency s peview. Following submesseon of m M or BLA. FDA must decide whether oll of
Uhee inforiaation (linicl nal reselis il snimel aad ldsorainry das, sd infimenion en 1he
merrefuciere of the product ] sebmitied by the mew drag s spomser adepuaichy demonssrases thal
the prodect s =l and effectng under the conditons of use in the drug's proposed labeling.

Ui impestanl i realise, heaever, that s diig i abselurely sale. Thene = aleays some sk ol
adversa resctions with drups.  FDA s appeoval decisions, Serefone, alems invalog an
assessment of the benefits and the nsks for a mew drog.  These appronal decisions also appdy
when o previously approved drug is under consideration Tor onew wee {Le. o mew indicaton).
When B Berehits of @ sew diug are Uksght W culweigh te risks, and if the lahelisg

irstructions allow for safe and sffective use, FOUW coresders the new dreg spfe for approval and

marketing.
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[HELG SAFETY: & RISK-TO-BENEFIT EALANCE

FIxA bas a strong record om issues of safery med remains the world's gold stmmderd for drsg
risgulation.  [n felecting o the coneept ol drug safiny, @ i Epomant 10 sesember nol enly thal
o g is absoluely safie, Bt oo e recogriee that semcteses infomagion sboul the safcly of a
dnig emenges only afier the drug = on the market.  Because all possible sde effects of a dug
cutno be amtcpetsd oo the b of pre-appeoval snelizs — which waally wwvolve only several
buarndred b severad thousand pedients — FIVA maintaine g sysiom of posi-manketng survelbings
and risk assessment programs wo identify adverse reactions and safity risks that did not appear in
e clinical trials condecied 1o gain apgeoval 1o saket te drug.  The Agency wes this
infimmation iy updiie drg belmg, and, on mane cocasions, k re-evaluaie the dedcesdon

approve the dug.

FOAs rode as & public health agency is 5o protect mad promose the nation’s healih by ssring
that patients and health care providers lave access 10 sale and elfective drugs s well o accerale
el amd risk infomatios e make informed chokees. Weghing th impesct oF the prieniz)|
safiety risks for drugs against dheir known benefits. for individeal patienis and ihe pablic healih
as b whode, & o eoulofecstsd pad complex process, nvolvieg sceentifie os well as pobdee polay
inAnes, A deseribed bikrw, FIWA bos approacied the s oo iled with ESA prodects
muirsddul of oar imporiani rele a3 @ poblse bealth sgescy, med the need o make the bess regulaiony

decishons we can for patienis and health care providers.
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ERYTHROFHESIE-STIMULATING AGENTS (ESAs)

Eryshropoiesis-stimulatng agenis are man-made versons of & natural projen known as
erythropolete.  Erythropoistin i snde by the Kidney and stssilaes the primitive cells in the
Banne marnew B prsduce real blood clls, i mrin coypen-camyiog cells in B Bl An
imcrease in the mumbor of red Bood cells i= commonly indicaied by o increase in & bomtory
mezasures knoumn as the bloed hemoghebin |evel and the bHood hemmocne. An sboomally ow

Bzl obin of hemaioerit valie |8 ose of the hallimerks of anemie

Mulbple condibions may cause amermm, ineludmg the loss of ery@ropoiciin due o the desirpction
of kidney function by chronic kideey disease.  Other condeions that mey comse anemia ore
wererally wirelaned woa deliceney of srvlieogesictin amnd sre cocmplifiad by ansmias doee 1o on
deficiency, coriam vilamin deficioniics, hemorrhag, and varimes inlrinzic hone murmew
dmorders.  Geserally. regardless of the comse of anemia blood imnsfusions may be nocessary o
relbeye patient sympiomes md mainiam ide when the aremic condition becomes severe.  The
wrgnin sl of sreatmenl with ES AL s o inerease e siimber of sad hlomd czlls in gaticnine wiel
he specific lypes of anomin fhal are responsive o The ESAs so thal bioaod trmsfusions are nod

meided.

FracritEpogen (Fpesiia alfa)
P4 approved ProcrivEpogen in 1989 for the sreatmeni of anemia associated with chronic renal

(ilore (CRFL Cincluding end stage renal diseqse) patsenis and pateents 2ot on dinlysis) io elevine

o reainiain the red Blood eell kevel snd 1o eeduee tae aeed Tor ransfisiom i e patienls.
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Epoetin s is manulbemined by Ampen and sakcted wider fhe Do propr cary names of
Epogen and Proeril,  Excepi for the difference m the marketing rames for Epogtin alf, the
Epogen and Procrit labekag are identical.

The initial approval of FrocrEpogen Tor use in treatng anemin due to chroaic renal {aikere was
fiollowed by approval for addithosal indeations fior use in patienes with cenaln conzers with
anemis due W eoneomitan] chemathérapy, o palierts with HIV-inlection with anémis dus
anii-viral drugs, a5 well as io decreass the mocd (or transfusion in patienis scheduled for certain

ypes off sergeny.

Epagen ts disiribiged by Amgen for we in dinlysss patiems.  Procrit s deribined by Ortho
Biogech [ subeidiary of Rbineon & Johsson) S use in anemic chiose reial leleee palients wiha

arg ned on dmlysis, and for the three noe-remal indications described shove

Aranesp {Diarbepsetin alfa)

FIRA appenved Darbepostin al S| Armsespl in T Tor the reatient of angmla associiled with
chrimic renal Enilure, mcludmg paticie recsivieg diskysic sowell s patsents sl on dialyas

The indication for Arancsp use wis expandod in 2000 o include = treaiment of memis caesod
iy chemmotherapy in patiems with some types of cancer.  Amnesp is manufscmired md markeed

By Asigiai,

e
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Flna FOST-ALARKETING ACTINS

Evabanting the benefis ord riskes of all drug prodecs s o dinsmee proces-—and FDA's ongoing
evaluaion oF ESAL o excoplion,  FIUA bas reearved asad e conlinuing b neecive dals From
meveral different cimical trials siudyisg the risk= and benefiis of ES A= presanky in clmical irials
ol urdgue dosing regimens or clinkesl sivsntions not described in e labeling {offclabel
wapprened uses).  The prsdust labeling for a8 15, nakeed FRA has been updinal ssveral
fimes singe the crigiml approvals o ingoponie new safely information. The mest recem
labeling is based upon the submission of extensive pew safery information lae i 2006 ond early
HHFY. These data prompied 4 major revigion af the ESA labsls woimclode, o g Tica time, 4
bosed waming. | will discess initally the major labeling =ifety spdates and actions dkai
preceded the sotivities of kaie 2006 md sy 20007,

In 15494, FOUA approved changes o the Procnt' Epogen labebng adding o e subsecton in
wmings regarding higher momality wath reatmen regenens nterded v mainmin o higher
hermalperil level i patints with snesin dee B cheonie el ilure wha wens undenpaing
dulysis. The Mormal Hematoorii Study provadied the first evidence of meporian cardieascular
safiety nisks, irzludieg s risk Tor death, when ESAs were admsisrered m dosages that pesulied in
Teialieril leveks thal wese chiver s the nimmis] range, gml higher than he lepet levels staned in
the produci laboling.  With respect o another safioty concem, in May 200% and m Ciciober 2415,
FInA approved revissons o the W amings snd Adverse Reosction sections of the labeling wo
irclud: infisrseition repanding pure red cell splicia, 2 sk related 10 rars immussdogical

reacizons among all patiosts receiving ESAs
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1. Actisas Related 1@ Lahaling Tor Anemia Among Cancer Fatiengs

In latw 20413 and garky 2004, FIA recvived clinical tnal repors of risks for samor promation amsd
ircreased monality amoag cancer patients who were receiving ESAs in the ireaoren of
chemotherapy-indecsd ansmie. These ks wene dacwsed ata May JHE Oneologie Drugs
Advisory Commities anid ssbsaguently, in 30K, ESA labels were nevisasd by désaribe thess inak
and tha risks for umaor promaotion and desth.  These activities were acoompanied by requests for

additional elinical trials 1o mone thomughly evalme the risis S 550 use among cancer

fElicnile.

L. Muast Kecenr FIFA Actions

Moee recently, FIOA issued a serics ol public health efviznress |Movesbicr 2006, Feboary 2007,
andd March 207 diseribang luribsr cmeerging saficty mformatson thal spplics b sl petienis as
will as spocific risks in carcer patients.  In Movember 2006, FDA glemed Bealth cone

o lissionids tit a pewly publisbed clinkesl shudy (“Cormection of Hemoglobin and Daeomes in
Rienal brsulMiciensy™ [CHONR] staaly, N Ergriond Sosrnal ef Midivime, Mavember 16, 2006,
e iesed o mong detail befow ) shoveed that patrs sreaied with ES A= ped dosed 5o o targe
temeglobin coneeniration of 13.5 gAdl are &t o significantly incressed risk for serious and e
theemening cards woular cosslications, as congansd 1o uss ol the ESA o megel & hasaglobes
comeeniration of 11,3 pidl.  FOrA public healih advisories eephasized thet the shidys finding=
mndersconed the impomance of follrwing the curenily approved prescrbing information for

ES ineluding the dising recommendation that the target hemoghobdn NOT encend 12 gdl.
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Iri Felwuary 20007, FTA nolificd health cane prolcssiosals of the resulls Tom a lange elinical tral
evalumting the uso of an ESA 1o treat seemia in cancer paticnis nod receiving chemoiberapy. In
this trial, patlents received either Aranesp socording 1o the approved dossg regimen or &
phsha Patients incati] with Arancsg had a higher desath mde and me reduction in B meal lx
irarsfusions compared 1o those treated with placebo.  FDA wamed thet e findings m the
Aranesg el g msy spply 1o oter ESAS e fanthernees, that the Tinding show tist rening
anemic cancer patienis NOT cerrenily on chesotherapy wish an ESA mery offer no bonefig and

My Cpuse senous harm

The mosi recené public healih advisory in March 2007 ouilined new safely infometion based
wpoen The CHOIR wind and several newly reponed ek coaducted ameng cancer patients tha
prompied gxbensive mvision of the ESA produst lnbsls,  Concomitimg with this Manch sdhasory,
FirA posted an “Infermation Ffor Health Care Professonals™ sheet te farther infom prescribers

and cther lealth care profssinnle sbout these lmponant dew safety Nadings, See

B Samame, fol penvvaler vy e e RE datianl?. itm,

The: revieed prestuct Eibeling o March 2007 inchulial updial inga, a mew bowal
waming, and modificaiions io the dosing instractions.  The boxed waming, the sirongest
waming for s FOA apgeoved peodict, advees plyslcians o use Be ket ESA dose that will
gradually minzse the hemoglobin kvel 02 concengration sufficsnt o avd the meed Tor Boosd

trarsfusions.  Adso, the boxed waming highlights the major safety nisks for ESAs and soporan
ckesdnip infisrration,
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Thie Masch 3007 ESA L] fevichons wese bised upon seoznlly comgleizal 1wl thil descaibal
an inecreased risk of death, Bood clois, strokes, and heard altscks = patienis with chroni; kidney
failure when ESAs weee given at doses that resubied in bagher than reoommernded hemog ot
bewels. The Label nevisboms sbee nddressed recently reponod trial findisgs or cancer patsits,
bodh whim ESAs were given al desais mienghed B resull in bagher than misomemendied himmoglobm
levels. and when ES#As were given o cancer patients whose anemia was not chemothompy -
relalal. The eevised labeling also summarized the information o te ol Sal showed an
imereasel risk For hhossd clods in patients Follming erthopedse suepery when FSAS wore

admirasiered withmg she blood cloi provention measeres desonbed inibe prodoct label

Bz all ESAs have B came mechansen of action, FIRA Belicves thise mew concems apply
o all ESAs and is re-cvabmting how o safely use this prodect class. Tha mowr Iabs] changes are
spocifically summarized below:

¥ A maroe hoed warning sistes thai preseribers should use the lowest doso of
Armmeap EpogenTrocnl that will grsduslly menzise the hemoghiben concentrtion b 1he
lowesl level sufficient 1o avokd the need Tor red blood cell trarstusion.

#  The bosed waming also notes that Arenesp Epogen'Procoril increased the risk Tor denth
andl for serious candiovascular cvents when admanistened b larpet 8 hemoglobin of

preater than | 2 gL,

& For cancer patents, the bosed waming sstes tiat e of FSAs

o shoriened the teme 40 tamor progression = patiems with advanced head and neck
caner reesiving ralinliom thesspy

= shonened overall survival ond incressed deaths atiri bated 5o disease progression
in patieni= with metasintic breasi comoer reveiving chemotbamp; amd

o ineressed e risk ol desth in palicets with adse saligram dseise nol wdis
treament with chemotherapy or redintion therepy.  E$As are not indicmed for
this petient popalation

®  The bosed waming also sl el pedienis irgabed befon serpery with ESAs o reduse
allogenes red Bload call ranstusions kad o kegher ineidence of deep venoes
thrombosis.  Oaly Procne' Epogen is appeoved for this indicetion.
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Addlitional Wesmnings soetion infivmmation deseribes Sese increased rigks Tor momalicy,

cardimvascular evenis, and fimes peo presson:
= fecreasen Mol ond Corabovercsor Evemtr — the wamings mosw diseribeg the
results of new sbidics shiwiag an inereseed icidence of cardinmscular and
thrembatic events i@ patenis with chroab: resal filore, cancer pationts on
chumotherapy, and mergical candidales,
= Pl G Temor Srowtl Progresion — A sew subsecton in Warnings describes
the new dain s essphasizes the evidence fir ineneised rle of Tesor pROgression.
Iii Edalinion, FIRA Eas sesscd heners deseribing tie dew dala oo all actie NI hokdes
impstigating rew uses of ESAs.  These letiors deseribed e e trial dags and moosed ESA
labedimg, advised discussion of this mdomation with patienis, investi gators. and investigational

review loands, sl recommendead re-consideration of the safety of sbadics m lght o thess sew

dain

Flva ADVISRY COMMITTEE INFLT

FOU often sezks advice from s advisory comminess reganding emergisg safety (ssues.
Mdvisory commillees provide independent, expent swhace on ssiemtific, lechmical. el policy
matters related o the development and evaluation of producs regafaied by PO The advisory
enmminies syatem enbtanses FOA s abilicy o peotect and peomets the polsda health sl mainsis
the pubdae trust by gnabling dhe Agency o obdain ibe benedfii of independeni, professioral
expertise.  Although sdvisory committees provide recommendations 1o the Agency, final

e are made by FOA,

I LE]
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Ag previcusly seed, FEA convensd a meetsp ol the Oscolopic Dinigs Advisory Comimines
GOV o BB Commilies ) on May 4, T, s that FOA coulid preseend and pick adhics
rogarding safety signals (ovidence of sdverse offects on survival and shoror ime=io-tumaor
progression) observed in twe studies, I oddtion Lo presenting datn from these two soadies (1he

EMHAMNCE and HEST audies discussed below), FIMA presenied the resulis of 4 snady ooitdueied

wler an agresd-upen post-markéling commmi lix thi: B imubaling g =l al
ProcrivEpegen.  The Commition aproed e ihe mesulis of thes stodies raised concems. thai
should ke imvestigmed through edditional siudies.

FIRA comristed QDR again on May 10, 2007, 10 @zeems the ety repamtad infisrmmlion on
risks of ESAs, specifically, Armnisp, Epogen, and Procril, Tor use in the treatmest of anemia dis
o cancer chemoiherapy.  The resulis of the irials in patiesis with cancer wene presenied. ' The
results of orisks that heve commpleted acerual b have et been amlyzed were stescilied, and i
s i That these trisds may provide additioral inforsatios on usor progressinn, moralicy,

and thremmhosgs when ES Ax are usaid al dhvazs begher than mecommmdad in mationis widh canger,

O necormimended thit the resulis of these friaks be submitied for FOM review s soon as the
daila v vailable, that sddiienal risls be condacied by the sposecis o evalene the sefety of the
revimmaremdid dhivezs, and that Turther morkeging: suthorecation be contingest upam sdlitenal
changes in product labeling and sdditional trials, ODAC also recommendod revisions o
product laheling 1o prowide more divection on safie wse among canoer pacems, as Tolloas:
#  That prodict Isbehing should specifically stie that ES &= are noi indscated for use in
s e Qussaee vy (heesasl cancir, hesd and meek coseer, il nem-srrall el limp eascer)

studied in trials that showed adverse safety signals.  The Commities did no specify
which tumar tepex showld be adided,

]
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& That prodisen lebeling showld define a hemoghebin leved b symprossatic patients ot which
54 shoukd be mitiicd.

= That the hemogleban level ai which dosing should be suspended shopld remain, as
deserilsed in the Manch 2T revieed lebeling, & 12 ghdl.,

&  That product lebeling shoeld recommend discontinuation of ESAs fisllowing the

complotion of a chemodherapy regimen and re-evalugizon of the degree of memi with
sl uenl chematherapy regimends).

FIMA 1 wearking with the companics 10 addeess DDA recomsendations.  Also, FINA &
parmeny disgumsion ol ES& sl issoes ssoimial vtk the chromss mesal Tlees indicatioms: o

a Cardhic- Bgnal Dirugs Adviscry Commitioe meetmg later this surmmer,

AT A SEATAVEARY

1wl mew Briefly review ihe clinical irals thai have provided imgoriani new safety information
since the onginal appeoval of ESAs.  These rials may be grouped inio three colegones based
i T Dreated puliesd popalition: |, Petients with ehionic renal Dilune; 2. Patiests with

cancer; amd 3, Paliesis undergoing surgeal procederes,

1. Triaks b paticais with cheenic renal Tallure

. Mo rmicl Wit osrdl Stedy Evaluating Palisiii wiltk CRE
The first trial bx mise seriops concemes. abaod 8he misks of ESAs wim o mepod from a irial entstked,
the Normal Hematoont Ssedy,  FIDW was infonmed of she resulis of the Momal Hemaioerii
Study in 15990 and incorporaed dhe impoman satisty ssdomeron imo te producs libeling skoriy
liellaainig the feview o e mfodinalasi,  The Meral Hemalperil Sy was desipied e

gvalupty whether corlam patigmz with chronic remal Bilure snderpeing dolyais bad fewer

i
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cardigvaseulsr eomplicativss T the EXA was adminisieesd 1o altsan o begher hematocril level as
compred o a keweer hemaiocril lovel.  Bowewer, the trial was fermimaiod cardy becaose of the
mespoecied finding of more deaths and monsfsal myocandal infaretioss in ihe patens
rasadirmized b the higher Bemmioeril lrgst level, The 1996 labeling revision Bsed o this
study recommended thal the ESAs noi be used 4o achieve bemaiocrii in excess of 36 percent. a
valie that commespends 1o a hemaglobin level of 12 pidl. This label revision was slse
acompemad by the spameass’s commibment b conduct a study Sl Redfber axamingd the ek for
thirambotic events |bhood clots) among patierss receiving ESAs.  An imcreased thrombatic risk
in askocigreon with FSA e wis thought oo be one of the polemal coses Tor the saley risks

deiecied in dhe Nommal Hemaiocrii Study

b ol g in Rensl lnsulMliciency (CHOIR) stwdy and
el e by I g
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the CHOIR study. The CREATE study examined the use of Eposiin beis, o product sot
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A Triadl in pativets underpoing surgery
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CONCLUSHN
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revised ibeling reflacts the sl knowladge regandinp naks G beeelis thal palicls sid

tharir phy=icimms shoeld consider, FTIA conlinues: [ asses= datn a3 il bgoomes mailable

Thaak yods o the oppomeily o iesidy Belone the Commsimes ioday. 1 will Be Bapiy 1o nespond

Eiiguesdnons

Chairman STARK. Thank you. Dr. Jenkins, is it FDA’s position
that Epogen, the dose of Epogen should be reduced by 25 percent
if the hemoglobin levels approach or exceed 12 grams? Is that still
where you are?

Mr. JENKINS. That’s the current dosing recommendations in the
approved package labeling.
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Chairman STARK. And is there any reason that it should take
three months to adjust a level that exceeds 12?

Mr. JENKINS. Mr. Chairman, the ESAs take two to 4 weeks for
each dose to have their effect on the bone marrow to raise the red
blood cell count. So some of these drugs are administered as often
as three times a week in patients who are on dialysis, so you can
imagine that it’s very difficult to carefully titrate the dose to
achieve an exact hemoglobin level of 12. Plus, there are other fac-
tors of impact on the patient’s hemoglobin level at any given time.

So we recognize that there might be occasional excursions over
12, but our advice is to try to maintain hemoglobin at or below 12
as much as possible.

Chairman STARK. Okay. Now DaVita’s anemia management
guidelines recommend a 25-percent increase in the dose if hemo-
globin is near or at 12 grams, and they recommend a small de-
crease in the dose of 10 percent if it’s between 12 and 13. And they
recommend continued dosing up until a patient reaches a hemo-
globin of 15. And it’s only at the hemoglobin level of 15 grams that
they finally recommend to stop dosing.

Now would that management guideline be consistent with the
FDA’s recommendations?

Mr. JENKINS. Mr. Chairman, no, they would not. Our dosing
recommendations recommend that you start reducing the dose of
ESAs as you start to approach a hemoglobin level of 12, recognizing
that you have to be very cautious in patients with end-stage renal
disease about completely stopping the use of ESAs because they
don’t make much if any of their own erythropoietin. So sometimes
stopping completely can lead to an undershooting of the hemo-
globin and then you have to use higher doses of erythropoietin to
get their bone marrow started again.

So it’s a careful titration but those recommendations you read
would not be consistent with our approved labeling.

Chairman STARK. And is it generally—you mentioned that peo-
ple are dosed several times a week, and are they also tested several
times a week so that the physician in charge can monitor these lev-
els closely and should, as a matter of course, adjust the levels for
each individual patient? Is that——

Mr. JENKINS. That’s true. The hemoglobin or hematocrit is a
readily available laboratory test that can be measured frequently
to help adjust the dose of erythropoietin.

Chairman STARK. Well, then my question to Ms. Norwalk is,
while I appreciate CMS being Johnny-on-the-spot, why did you go
to a 13 level, which I gather is what—39 percent would be about
the equivalent instead of the 36 percent that FDA recommends and
that you—that CMS used to be 36-and-a-half in ’97 or 98?7 Why the
bump to 39?

Ms. NORWALK. I think there are a number of different points
to make with regard to that, Mr. Chairman. The first is that when
you have a target level—and the CHOIR study actually looked at
this; they were targeting 13-and-a-half; the average actually came
in at 12.6. Our target is the FDA label, between 11 and 12 or our
33 to 36. That is our—in fact, that’s our policy.

Chairman STARK. Okay.
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Ms. NORWALK. But from a payment perspective, if you're look-
ing at payment changes, as Dr. Jenkins noted and as you noted the
importance of an individual. So it could be at any particular time
an individual may have a level that bumps up and it can take—
I think actually the label says two to 6 weeks to change as opposed
to two to four, but whatever it happens to be, our payments are
monthly. And wanting to take into account the variation between
payment between individuals not only over time but certainly be-
tween patients and not wanting to penalize a facility for doing
what is correct, our monitoring policy really focuses now, and the
changes that I announced this morning really focus on a persistent
level at 39 or higher because that’s where we really see a concern.

From information that we received yesterday on the progression
of dosage for patients who persistently have a hematocrit level of
over 39, we’ve noticed that in the months following the first meas-
ure of 39 that dosages in fact do come down over time so that you’ll
have—if the dose in January is equal to one or 100 percent, the
dosage in February, most recently with our new policy, has come
down to under 70 percent of the initial dosage; the dosage in March
under 50 percent; the dosage in April under 40 percent, so that our
policy, we do think, has had some impact because these figures are
better than what they were in ’05 and ’06.

But I'm still concerned that the impact is not sufficient given the
information that we’ve seen in the CHOIR study. But I think to do
something more precipitously may have an adverse impact on pa-
tients that we’re unaware, and so I think we need to be very care-
ful in having people focusing on the payment side for something
that’s more of an outlier rather than allowing patients over time
who may be 39 1 month and 36 the next.

Chairman STARK. Would you then agree that a robust risk ad-
justment program and a good outlier policy could—would be a use-
ful tool in managing this program?

Ms. NORWALK. Oh, absolutely. That, coupled with appropriate
quality indicators, yes.

Chairman STARK. Mr. Vito, I don’t know if you're the person to
ask, but I'll try it anyway. Is there a—the Veteran’s Administra-
tion, as I mentioned in my opening remarks, says that they save
$3,000 to $4,000 a patient on their dosages. Do they pay—under
the Federal supply schedule, do they pay a lot less for Epo than
Fresenius or DaVita or John Jones Hospital?

Mr. VITO. We haven’t done that review recently. We had done
a review, I believe, in 2004, around that time, where we compared
the end-stage renal prices that the VA paid compared to what the
Medicare was and we found that the VA prices were lower.

Chairman STARK. Do you know about how much lower? I mean
do you want to make a stab at that; half?

Mr. VITO. I do not recollect that. I can provide that to you and
I will be glad to do it after.

Chairman STARK. Let’s assume for a minute that it were half,
okay, the VA is paying half of what the major providers are paying.
And if we take the VA at face value and say they’re saving $3,000
to $4,000, if somebody in fact is paying twice what the VA is pay-
ing for the drug, is my logic correct that therefore we might save
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$6,000 to $8,000, assuming the drug costs half? Does that make
sense to you?

Mr. VITO. I did not completely understand the question.

Chairman STARK. Well, let’s try this. The VA says, under their
program of “subcutaneous” treatment and the level at which they
use Epo, they’re saving $3,000 to $4,000 per patient per year as op-
posed to using intravenous and more aggressive dosing.

Okay, now if we accept that, and if theyre paying half for the
Epo that Fresenius is, wouldn’t one assume that if Fresenius could
buy the drug at 50 percent less and use the VA’s protocols that
they’d save $6,000 to $8,000 a year per patient?

Mr. VITO. Well, we did not do that analysis, but it makes sense
to me.

Chairman STARK. Is my logic pattern there——

Mr. VITO. Yes.

Chairman STARK. Dr. Jenkins, you must have had a lot of math
before you went to med school, is that

Mr. JENKINS. I still have my shoes on. It sounds fairly logical,
but I'm not familiar with the difference between the VA protocol
and the Fresenius protocol as far as their dosing strategy.

Chairman STARK. Well, I think most of that savings they think
comes from “subcutaneous” dosage instead of intravenous, but I
don’t know that.

I want to thank the panel. Mr. Camp.

Mr. CAMP. Thank you, Mr. Chairman. Mr. Vito, you mentioned
the VA prices being lower, and as you get that information to the
Committee would you please also include a patient mix analysis be-
cause I do think it’s important, given the testimony we’ve had from
Dr. Christensen that we understand, does the VA patient popu-
lation mirror what we find in the private sector. I mean that’s
going to be a very important factor here in determining whether
their prices are lower because of what they’ve done.

But I think this testimony that we’ve had has really given us the
intersection between medical treatment standards and payment
policy standards and those are very different. I thank you, Ms.
Norwalk, for making that distinction there.

The Medicare Modernization Act in 2003 required a demonstra-
tion that would look at the feasibility of bundling all dialysis serv-
ices into one composite rate. And I understand CMS has a report
that’s going to be coming out soon which will talk about the com-
plexities of this issue, and I was wondering when this report might
occur and why there have been delays in implementing a bundling
demonstration.

Ms. NORWALK. Two points. I promise that—I said this summer
last December. I will be here through three or four more weeks,
and it’s still the summer when I leave. You will have it before I
leave if it’s the last thing I do.

Now we appreciate that it’s—it’s a long process in administration
to get policy out, but I appreciate the importance of it, and I made
the promise. I intend to stick to it.

Part of the reason why it took up longer than the October 2005
deadline really relates to the research and wanting to be sure that
before we put together a report to Congress, given the critical na-
ture of the fact that 93 percent for ESRD is through Medicare, the
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importance of all the different indicators that could impact it, I
think we were concerned with our initial research and felt more
needed to happen before we could put together a report to Congress
that recommended the bundled payment system.

Now when it comes to the demonstration, clearly if we were to
do a demonstration we should do it after we had the information
from our researchers, but I will tell you that it is certainly my opin-
ion that a demonstration is not necessary in order to go forward.

Of the six prospective payment systems that we have done in the
past seven years or so, four of them have not had a demo to have.
And for a number of reasons, the demonstration, because of it’s vol-
untary nature, may not provide the information that we would
need, and we may be better off simply taking a look at what hap-
pens over time as we have with other case-mix adjusted systems
and monitoring that and adjusting from 1 year to the next as we
go forward, that it may be a more accurate assessment of what is
required because everyone participates and it’s not voluntary.

Mr. CAMP. You touched briefly on the—not briefly, but you
talked about ESA-monitoring policy that CMS has put in place. Are
there any results of that that you can share with us that might be
helpful?

Ms. NORWALK. Well, I got—and I apologize for not, I literally
got this in email last night, so it has taken us a bit to put together
the data, particularly because it was very recent data, as recent as
April and May of this year, and we looked at a number of different
things, including the claims that were submitted, and what bene-
ficiaries were in what range, what were the dosages that they were
receiving and so forth.

And we also took a look at those who had persistently higher—
levels at 39 of above of hematocrit and wanting to take into ac-
count, well, what happened; did they actually reduce the dosage as
our monitoring policy intended and what happened when you com-
pared it to the similar cohort from 2005 and 2006 over the same
months. And we have, in fact, seen some change, although I am
concerned that the percentage of patients who were persistently at
39 or above remains about the same, in fact, is slightly higher.

So it’s—I think we need to do a little more work internally to fig-
ure out what these data mean so that we can put that into account
as we develop the case mix adjustments on a go-forward basis.

Mr. CAMP. Thank you. Thank you, Mr. Chairman.

Chairman STARK. Mr. Doggett.

Mr. DOGGETT. Thank you very much. Ms. Norwalk, you've
talked about getting the study completed before you depart. I be-
lieve in your written testimony you estimate that it will take what
seems to me like a longer period of time to actually implement a
bundled payment system than it took to roll out Part D prescrip-
tion drug, which you and I have discussed, from start. Do you—
isn’t there a way to get this job done quicker?

Ms. NORWALK. I think, forgive me for interrupting. I think it’s
a very similar time period, so if the end—December 8, 2003 versus
the beginning of 2006 is about 2 years, and I would—to be fair to
the staff who do our information systems I think we would be bet-
ter served if we had slightly more time than that to ensure that
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our computer systems work and that we resolve whatever remain-
ing issues there may be around case-mix adjustment for example.

So two to 3 years is our requested timeframe, and part of that
is just the amount of time it takes to do the proposed rule, get the
comments, ensure that we are well informed from commenters,
have time to reply to those, do any listening sessions that need to
be done, work with the Committee certainly, before we put out a
final rule, and then implement it.

Now our systems changes from a computer perspective really de-
pend on what else is going on and what else is changing and often
that is a result of what happens here on Capitol Hill and what leg-
islation changes because they fight for computer time, all the
changes that we have. So two to 3 years, which is in line with
where we were in the drug benefit.

Mr. DOGGETT. Well, I usually find with CMS two to 3 years
means four to five, but your best estimate and testimony today, is
that 3 years from today?

Ms. NORWALK. Well, it would be three—two to 3 years, three
years if you pass legislation tomorrow. So it really 1s based on
when the legislation passes as opposed to any particular other
point.

Mr. DOGGETT. Related subject. As you know, MedPAC at-
tributes part of the increase in the ESRD population to the epi-
demic of diabetes that we have in this country, which is a major
risk factor for ESRD. Given the importance of preventing the pro-
gression of both diabetes and ESRD, do you think it makes sense
for CMS to expand coverage of nutrition therapy to target groups
that have not fully developed diabetes as a preventive step?

Ms. NORWALK. I know that we added a nutrition therapy ben-
efit under the MMA, and it would be good for—I'm happy to go
back and take a look and talk to staff as to whether or not it’s been
sufficient and how well it’s been utilized. If it hasn’t been well uti-
lized is it because we need to do more education; what are the rea-
sons? And is it broad enough that we’re taking into account this
particular vulnerable population? So let me get back to you with
some answers on that, because I don’t know.

Mr. DOGGETT. Okay. Could you report back to our Sub-
committee on that and whether you’re able to do everything that
you need on this nutrition therapy without any additional legisla-
tive authority, and if you feel any legislative authority is needed,
whether you support that and what you support?

Ms. NORWALK. Okay.

Mr. DOGGETT. And then just one final followup on our discus-
sion from your testimony last Thursday. You referenced me to a
document that you said dealt with this prompt payment for com-
munity pharmacists. And I've looked at the document since then.
As I understand it, the plans are reported back to you on their pay-
ment policies, is that right?

Ms. NORWALK. Correct.

Mr. DOGGETT. And did you collect any data regarding moni-
toring whether the payments were being made in accordance with
the plans that you got reports on?

Ms. NORWALK. Well, I can say this. I don’t know if we did any
systematic collection, but the beginning of 2006, probably for the
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first five, six months, a significant number of pharmacists were
free to tell us and in fact did tell us on a fairly regular basis how
unhappy they were with the timing of the payments.

Since that time it has settled down quite significantly and I per-
sonally spent a fair amount of time working with the pharmacy
community on a whole host of issues which are before CMS and I
have—that issue really has not risen to the—really at all compared
to where it was last year.

Mr. DOGGETT. What you’re saying is you’re not getting as many
complaints now as you got then?

Ms. NORWALK. Well, almost no complaints now compared to a
high volume then.

Mr. DOGGETT. Have you done any—following your review of
what the plans said they were doing, have you done any satisfac-
tion study or survey of pharmacists to see whether they're satisfied
with how the plans are being implemented or are you relying solely
on the variation in the volume of complaints?

Ms. NORWALK. I don’t know that we’ve done a study but I will
go back and—not that I'm aware of, but I'll go back and ask that
question.

Mr. DOGGETT. Thank you. Thank you, Mr. Chairman.

Chairman STARK. Mr. Johnson.

Mr. JOHNSON. Thank you, Mr. Chairman.

Ms. Norwalk, you know, any changes in payment policy can af-
fect patient care, so I'm sure you’re extremely cautious. A 2005 re-
port shows that ’97 to 2004, the number of dialysis patients with
hemoglobin below 11, a level associated with a higher risk of mor-
tality and hospitalization, has decreased by 40 percent. I'd say
that’s a significant achievement.

I fear this could be reversed if reverted back to a restricted pay-
ment policy for ESRD patients. Can you walk us through how the
payment policy in 97 affected hemoglobin outcomes and why you
changed the policy to give physicians more flexibility in treating
anemia and do you think any changes, further changes, need to be
made with respect to CMS policy?

Ms. NORWALK. I believe that the policy 10 years ago was
touched on a bit earlier, which is a rolling average of 36-and-a-half
percent. And then that was changed to 37-and-a-half percent.

A couple of issues we had with that, one was the ability to actu-
ally implement that policy. Our carriers didn’t understand it and
the dialysis facilities also had difficulty figuring out how to make
that work. So that’s one of the reasons why we changed where we
are now to focusing on a particular point in time and having a per-
sistent level of hematocrit above 39 percent.

But I agree with your overarching point, which is, having a bun-
dled payment system, one of the things that we need to be very
concerned about is under-utilization so that we don’t have hemo-
globin levels below 11.

One of the things that is important to do when we are working
from a timing perspective to ensure that we have both quality
metrics in place where we can measure for all facilities and all pa-
tients hematocrit levels over time or we can focus on other things
like subcutaneous administration and other things that we think
are better for the patient and really letting the physician treat that
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patient individually, so taking that into account by having both pa-
tient-focused risk adjustment factors as well as facility-focused risk
adjustment factors.

A combination of these things should lead us to a path where we
don’t have underutilization and don’t have over-utilization. But I
think hopefully the next thing that we’ll discuss is perhaps the evi-
dence, what are those target numbers, where should we be focusing
and are there differences in patient populations that we need to be
concerned about so that we can consider that for case mix adjust-
ment.

Mr. JOHNSON. Thank you. You know, I think and I believe you
believe market forces do a better job controlling prices than the
government. What can we do to foster competition since we only
have two therapies available at this time?

Ms. NORWALK. Well, one of the things that we did for the third
quarter of 2007 that—particularly if you’re looking at the OIG
numbers I think it’s important to recognize the OIG for the similar
time period a year ago had 9.58 for 1,000 units. Our recent pricing
has $9.10.

So the issue for a unit of Epo, for example, is what do—you have
to consider all the different provider types. You've got hospitals;
you have the large chains, you have the smaller chains and so
forth; profits, not-for-profits, et cetera, and wanting to take into ac-
count if you’re having a single payment policy, particularly for ac-
quiring ESAs, wanting to be sure that we can take into account
what does it cost any of those facilities to acquire it and how can
we let the market move in that direction.

I suspect that over time there will be other ESAs to the market,
and they may foster additional competition. And that’s something
that we should also take into account when we’re setting our initial
rates for a bundled payment system on a go-forward basis.

Mr. JOHNSON. You know, I don’t think that you cover home di-
alysis and yet people say there’s a higher savings and better pa-
tilen‘% outcomes. Can you give me a reason why you don’t cover
that?

Ms. NORWALK. We do cover home dialysis. Most of the dialysis
today provided in the Medicare setting is, in fact, done in a facility.
I think one of the things that the report to Congress will touch on
is the home dialysis piece, too, and I can’t actually—see if I can
find my notes. Because the vast majority is otherwise, our focus
really has been from a facility perspective, but I think we want to
take into account different payment methods in as much as some-
thing is done at home and you’re working with a different supplier
to provide the equipment that you would need and the drugs that
you would need at home.

So it’s really a different fix for the issue, but since—oh, so we do
pay the same rate for both. So there we go, thank you.

When you’re doing a bundled system it might be—it’s something
I think that we have to take into account that differences in re-
sources that you may have from one or the other. So our report to
Congress will focus on that a bit more.

Mr. JOHNSON. Thank you, ma’am. Thank you, Mr. Chairman.

Chairman STARK. Thank you. Mr. Thompson.

Mr. THOMPSON. Thank you, Mr. Chairman.



123

Ms. Norwalk, I am interested in this idea of bundling payments
that we've spent so much time on, and I'm concerned as to how
that would be handled with different providers in different areas.
And as I understand it, the big providers would have a fairly easy
time with this, but I also understand that small, independent,
rural providers may not and that they wouldn’t be able to—maybe
not even stay in business if we went to this form.

So I'm interested in hearing from you, maybe the percentage of
rural dialysis facilities that are independent as opposed to those
that are affiliated with one of the larger organizations. Or maybe
it would be better if I had an idea how many patients are served
in rural areas by independents vis-a-vis the larger corporate ones.
And what I'm really trying to get at is the impact that this would
have on not just the rural providers but also the spillover effect
that it may have on rural hospitals.

Ms. NORWALK. My recollection is that about 70 percent of the
reimbursement goes to the large dialysis organizations. So that
gives you some sense of the percentage difference. About, is it 70
percent?

Mr. THOMPSON. Yes, I'm told it’s about 70 percent; the large
guys control about 70 percent.

Ms. NORWALK. Right, I think 70 percent is hospital-based.

Mr. THOMPSON. And about 25 percent of all dialysis facilities
are located in rural areas.

Ms. NORWALK. Right. I think you raise a very good point, and
there are a number of different things to take into account. One of
the things that I suspect we ought to consider is whether or not
something is called an isolated essential facility. And obviously in
a number of our other payment systems, as you well know, we
often will have differences in payments if something is in a rural
area.

Now in the report to Congress our main focus is based on re-
sources; what does it cost to treat a patient and can we predict—
what factors would we need to include in order to better predict the
cost of a particular patient? And they’re preliminary——

Mr. THOMPSON. But this seems to me that it’s different be-
cause some folks can internalize some of those costs, can absorb
those, but this could have a very serious impact on not just the
independent folks but other medical services that are provided in
rural areas.

Ms. NORWALK. Right, and you will find in our report that there
is a—we do, in a sense, some impact analysis around rural areas,
the large dialysis facilities, the hospitals, so it has—and I apolo-
gize; it would have been my preference for you to have that today,
so I apologize that you don’t in terms of looking at it, but the report
does go through a number of different pieces.

So when the Committee is considering legislation, they can take
that into account, whether or not you might want to have an ad-
justment for both. But the size of the facility and so forth, in terms
of resource use as well as whether or not something is rural, which
is slightly different from your question, didn’t have a significant
impact through our cost analysis, so it doesn’t help predict future
costs.
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But that’s not to say that it might not be an important consider-
ation given, to your point, other healthcare facilities within a rural
area and the ability to access that.

Mr. THOMPSON. If the folks in a rural area take a hit in this
area of their business it’s going to affect something else that they're
doing or something that they’re not going to be able to do, and I'd
like to know more about that. And if you any of you could provide
information to the subcommittee on that, I would appreciate it.

The other issue is I want to talk about the monitoring program.
It’s my understanding that this was put in place to get at the issue
of over-prescribing and that there’s a pretty significant hit, about
25 percent hit on this?

Ms. NORWALK. That’s the current policy, but as I noted in my
oral testimony today, if someone is—a couple points. One is they
need to have a modifier, and they would not have that payment re-
duction if they have reduced the dosage of the ESA. So the pay-
ment hit only occurs if they haven’t reduced the dosage.

The second policy that I noted in my testimony earlier

Mr. THOMPSON. Before you reiterate your other testimony, I'm
running out of time. My concern is, is bundling going to bring
about providers to underdose patients?

Ms. NORWALK. It is a concern that we have.

Mr. THOMPSON. How big of a concern?

Ms. NORWALK. It’s a very big concern, which is why I think it’s
critical we do quality monitoring at the same time that we do the
implementation of the ESRD bundled payment.

Mr. THOMPSON. But all you would do is find out that patients
are put in a dangerous

Ms. NORWALK. No, I would suggest that we pay for perform-
ance, so in as much as a facility is underdosing an individual, their
payment be reduced.

Mr. THOMPSON. I would suggest rather than putting the pro-
gram in place and then monitoring it to see if patients are put in
a dangerous position that we do something to make sure they
aren’t underdosed.

Ms. NORWALK. Sure.

Mr. THOMPSON. Thank you, Mr. Chairman.

Chairman STARK. Mr. Hulshof?

Mr. HULSHOF. Thank you, Mr. Chairman. Let me just follow up
on a couple of points my colleagues on both sides have raised. First
of all, Mr. Camp, Dr. Jenkins, I think it was to you, or maybe Mr.
Vito, talking about a study comparing the VA patient population
mix and making sure that it is in fact consistent with the patient
population at large.

Dr. Jenkins, it’s my understanding as a lay person that normal
hemoglobin values are different for children than for adults. Is that
true.

Mr. JENKINS. There are different normal ranges for hemoglobin
based on gender and age, so that is correct.

Mr. HULSHOF. Even kids as they grow older as they grow older.
Those values change. Is that not also correct?

Mr. JENKINS. The normal range is different. I don’t have then
in my head right now, but the normal range is clearly different
from infants up to adults. And it also is different by gender.
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Mr. HULSHOF. Just curiously, I probably could have gotten this
before the hearing. I know that there are 400,000 patients Medi-
care covers. Does anyone now approximately how many 18 or
younger population that are served or that have ESRD? I'm just
curious.

Leslie?

Ms. NORWALK. Someone here probably has that. It’s quite
small in terms of the population. It is, however, one of the things
that we’ve taken a look a look at in our report to Congress, they're
very expensive. The young patients are as expensive as the very
old patients. So, it may have something to do with the ESRD or
EPA required as well.

Mr. HULSHOF. I'm not sure, Ms. Norwalk, in your remaining
days how many more times we can bring you here. So let me take
this quick opportunity to thank you for your service and what an
extraordinary job that you’ve done, and wish you well in the future.

One of the advantages that we have is that we get to examine
testimony of the next panel. And I know you’ve probably been fo-
cused primarily on your own notes and the follow-up on something
my friend from Texas, Mr. Johnson, asked. I think we’re going to
hear from the next panel from the Director of the American Asso-
ciation of Kidney Patients regarding home dialysis. Not only are
there cost savings, but I think the testimony’s going to be better
patient outcomes.

Is that something that is also going to be included in the long-
awaited report?

Ms. NORWALK. I think there is some detail there, but we really
focused more overall on the bundled payment system and it’s prob-
ably less on that. But I'd be more than willing to have staff come
and brief the Committee on some what we’ve seen and we can fig-
ure out whether or not we would do a supplemental.

Mr. HULSHOF. One of the things to that you mentioned in your
presentation as you were trying to get as much information in on
the five minutes allotted to you, you mentioned briefly the subcuta-
neous administration of EPO and you talk about. Well, you didn’t
get a chance to talk about it. Let me give you just a few minutes.
We've seen studies that that type of administration would be safer,
maybe cheaper.

Are there some problems that you foresee in that regard, or what
are your thoughts?

Ms. NORWALK. Now, in fact, we think it is terrific to use sub-
cutaneous, and we would like to promote that and would expect
and anticipate if we went to a bundled policy that me may well see
significantly more of it. But in one of the things that we have done
for the past number of years is really focus on something called our
fistula first policy, which encourages subcutaneous administration
of ESAs.

And we have a whole package around that, wanting to promote
that, and are working with our quality improvement organizations
to do just that so that patients may be slightly uncomfortable for
them. So, maybe that’s the, if there were a drawback, but I'd have
to ask my favorite just behind me to answer that question, but we
think clinically it makes a lot of sense and would like to encourage
it.
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Mr. HULSHOF. Mr. Vito, in a few seconds, I've got remaining,
following up a bit on what my friend from California, Mr. Thomp-
son raised concerned that he and I and others share as far as put-
ting our role providers in a very difficult situation. And I know that
you mentioned, you all, the Office of Inspector General, sent sur-
veys to a random sample of free-standing and hospital-based dialy-
sis facilities and you’ve talked about that a little bit. In some of the
things, specifically, to hone in on the price differences and acquisi-
tion costs which you talked about, in fact, you said that the chains
are cheaper. Non chains don’t get the group rate, if you will. And
at least anecdotally, in a congressional district like the 9th District
of Missouri, those non-chains are often in rural areas.

If we were to bundle ESRD drugs in the composite rate, you
think that rural areas are going to be put at risk, Mr. Vito?

Mr. VITO. Well, our work did not break out the rural areas from
the urban areas. Our work did demonstrate that there was vari-
ation depending upon whether it was a chain, a non-chain or a hos-
pital. And just to use EPO as an example, if you were a chain facil-
ity, you were able to purchase that product for $8.55.

If you were a non-chain facility, it would be 8.99. Hospitals
would get it at 8.66, the average acquisition cost. Therefore, there
are various pricing points. You have to be careful how you would
bring that cost in, because if you would bring it in, for example,
at the cost of the chain, then some of the other people will be dis-
advantaged, because they might not be able to purchase the drug
at that price.

So, clearly, it has to be thought out very carefully and we have
to go through all those ramifications when you’re establishing this.

Chairman STARK. Thank you.

Mr. Becerra.

Mr. BECERRA. Thank you, Mr. Chairman. Thank you all for
your testimony and let me focus first with you, Dr. Jenkins, and
see if you can give me a better sense of something. Much of this
has been very technical, and I suspect that for most people it’s un-
clear what’s been said and what the outcome of this hearing will
be.

When the FDA made its determinations that we should try to re-
duce the levels that we see when it comes to the hematocrit and
to try to make sure that we don’t cause other consequences for the
health of others being treated for the various diseases, whether it’s
diabetes or other things, for EPO and these other drugs. Did you
all come to the conclusion that you were very certain that we need
to start reducing the levels that these drugs were being prescribed
at and do it quickly?

Mr. JENKINS. The decision we made was based on the data, pri-
marily from two large studies, which in both cases were targeting
hemoglobin levels higher than our labeling had recommended. And
in both of those studies, one study was in patients on dialysis, the
other study was on patients who were not on dialysis. Both showed
an increase on adverse outcome, such as death, cardiovascular
events such as heart attack stroke.

So our concern was that we did not want patients to be exposed
to higher doses to get their hemoglobin to higher levels, because we
had clear evidence that higher was causing worse out comes. I
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think one of the major remaining questions and could really benefit
from a lot more study is what is the optimal target, hemoglobin.
Our labeling advises that you not go over 12.

That’s based on the data we have that showed studies that went
over 12 had worse outcomes than patients who were treated under
12. But I think it’s still a big uncertainty from our perspective
what the optimal target hemoglobin might be for patients with
renal disease.

Mr. BECERRA. And you’ve sounded the alarm to some degree
saying anything over 12 and we may start to run some ancillary
risks to the patients. And, Ms. Norwalk, I hear what you're saying.
As we try to treat these patients and get their various conditions
under some control, we don’t want to be driven so much by pricing
or reimbursement rates in making those decisions about what ulti-
mately their hemoglobin count should be, but there is a concern
that if the alarm’s been sounded and if we don’t move quickly, we
may continue to have this fairly large range under which we could
see people prescribe the different drugs for the various conditions
they may suffer.

So, I'm wondering if you can tell us, do you feel comfortable hav-
ing heard what FDA has said that CMS is moving quickly enough
to give us an accurate read on where we should be on the hemo-
globin count?

Ms. NORWALK. We've done a couple of things. First, it’s impor-
tant to note we spend a fair amount of time talking with folks at
the FDA as well as NIH and other sister agencies at the depart-
ment just to make sure that we can have the most updated under-
standing about what their concerns are, so we can take that into
account as we make policy about what’s reasonable and necessary
for Medicare payment, which of course is a different standard than
safe and efficacious.

From the payment policy perspective, there are two things: one,
the black box warning, and one of the things it focused on was can-
cer or the non-renal setting; and we did make some immediate ad-
justments. In that particular regard, what we proposed in final will
be forthcoming shortly. And the ESRD setting; I do think that our
revised monitoring policy, we have seen some changes in pre-
scribing patterns for patients who have hematocrit levels that are
persistently high. But still wanting to take into account the fact
that physicians need to have—this is an individualized issue—phy-
sicians really do need to treat the patient and not be necessarily
penalized when it’s a patient issue as opposed to one of consistently
doing something that may be not in the patient’s best interest.

So, maybe this patient takes 6 weeks to change hematocrit levels
for whatever reason, because who knows what is going on physio-
logically. And because of that, because their payments are monthly,
wanting to take into account monthly payments as well as physio-
logical changes and not penalize a physician who’s already done the
right thing, but it may not yet be seen in the hematocrit level.

So I do think that our payment policy is where it needs to be,
and we will continue to monitor it over time and make adjustments
if these changes haven’t brought down the hematocrit levels to the
point where they would be more in the range of the FDA label.
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Mr. BECERRA. And I hope we are able to get some clear move-
ment on this, because for someone who’s asking very pedestrian
questions and still is trying to understand that’s being said, I know
that we do have to try to find savings, and I know we don’t want
to extract them at the expense of letting patients get the treatment
they need. But now you have the FDA weighing in. So I'm hoping
that at some point those who are the experts who understand this
well, medically, technically, can give us some answers that make
us feel comfortable that we can proceed quickly and that CMS can
move as quickly as possible to give us what we ultimately want,
which is a good reimbursement rate for those providing a very
quality service to our patients.

Ms. NORWALK. Agreed.

Mr. BECERRA. Thank you. I yield back, Mr. Chairman.

Chairman STARK. Ms. Tubbs Jones?

Ms. TUBBS JONES. Mr. Chairman, thank you. To the panel,
good afternoon. Well, good morning, still. And to the next panel,
I've got to go be speaker pro tem, so I'm going to miss you.

But I have in my hand a statement from a Dr. Peter D’Orio, who
is from Cleveland Ohio, my congressional district. Having practiced
internal medicine and nephrology for 27 years, he serves as med-
ical director for dialysis facility for centers for dialysis care, non-
profit. But this is his statement. Additionally, results from Oncol-
ogy trials have raised safety questions about dosing and hemo-
globin targets. While none of these trials included dialysis patients,
these results have also been applied to the question of managing
renal anemia. None of these studies showed any harm to dialysis
patients treated to the currently accepted target range, but none of
these studies show any benefit, however, from treating patients to
targets over 13.

The recent FDA revision and imposition of a black box warning
causes serious problems for practicing nephrologists. If we are to
interpret them literally, we are allowed to use ESAs only for the
purpose of preventing transfusion. None of us would use blood
transfusions to support the same hemoglobin ranges that we can
achieve with ESAs. Would you agree or disagree, Ms. Norwalk,
with that statement; Dr. Jenkins with that statement?

Ms. NORWALK. One of the things that we’ve done at CMS is dif-
ferentiate our payment policy on the basis, at least from a coverage
decision, non-renal and renal. So, if your constituent is saying what
I would be willing to bet my nephrologist, who is our chief medical
officer, would agree with, there in fact are differences in treating
those who are non-renal, i.e. cancer patients versus who are in
ESRD. And we have taken those into account at CMS and do think
those distinctions may be important, particularly given the dura-
tion of treatment. If you have anemia due to cancer treatment, you
would use ESAs for a much shorter time period than you would if
you are an ESRD patient.

Ms. TUBBS JONES. Dr. Jenkins?

Mr. JENKINS. We recognize that there are significant dif-
ferences in the use of ESAs for cancer patients versus in-stage
renal disease patients. We've heard some of the same comments
that you just read in that letter when we met with some of the
renal physician societies and patient groups, and some of the dialy-
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sis providers a couple of months ago. And we are considering
whether we should modify some of the language and are labeling
to make some technical adjustments to avoid misunderstandings.

For example, we recognize that it’s impossible to always main-
tain every patient at 12 or below, given the variability of response
and the other factors. So the fact that someone might occasionally
have readings that are over 12, we didn’t intend to imply that that
was evidence that, you know, something was being done incor-
rectly. So, we've heard those comments and were considering
whether to make adjustments. And we also have the cardiorenal
advisory Committee coming up later this Summer to discuss some
of these issues as well.

Ms. TUBBS JONES. Mr. Vito, I didn’t mean to leave you out, but
I just thought the answer was better directed to Ms. Norwalk and
to Dr. Jenkins. I'm going to yield my time, because I have to get
to the floor. But I just want to say for the record, this is an issue
that is of paramount importance to a whole lot of people, people
that are patients, the physicians rendering the service, the people
who run the dialysis center, the people who make the medication,
and on, and on, and on. And all I want to lay on the table is cau-
tion that as we proceed down this road that we make sure that we
have the best information we can with regard to making decisions
so the people out there are getting the best service.

My time’s up anyway. I thank you very much for the opportunity,
Mr. Chair. I give you 30 seconds back.

Chairman STARK. Thank you. Mr. Pomeroy, want to use up
those 30 seconds?

Mr. POMEROY. Thank you, Mr. Chairman. I really don’t know
much about the subject of today’s hearings, so I found this discus-
sion quite interesting. And so, Mr. Vito, if we get back to the fig-
ures you talked to Mr. Hulshof about, the procurement costs be-
tween the chains, the non-chains, and the hospitals, you have fig-
ures. What are they?

Mr. VITO. Okay, yes, we have the actual or the average acquisi-
tion cost as we calculated it. At the chain facilities for EPO, it was
8.55. At the non-chain, free-standing facilities, it was $8.99. And at
the hospitals it was $8.66.

Mr. POMEROY. That’s just basically volume purchasing?

Mr. VITO. I believe that the rebates, the chains started out with
the higher price from the manufacturers, but got greater rebates to
bring their prices lower than the non-chains.

Mr. POMERQOY. The reimbursement rate is under the reformula-
tion about $9.10?

Mr. VITO. When we did our review, it was $9.48. I believe that
they’re changing the reimbursement to make it $9.10.

Mr. POMEROY. When is that? Has that occurred? Is it occur-
ring?

Ms. NORWALK. It’s implemented for July 1st. So those are the
rates we announced June 15 for July 1.

Mr. POMEROY. At the earlier rate of reimbursement, or the
present rate of reimbursement before its upcoming change, was
there differential in practice patterns indicating some kind of dif-
ferential application of people?
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Ms. NORWALK. Well, certainly, one of the things that happened
in preparing for this hearing is that I saw what the NIH sub-
mitted. So, I do think there are some variations and practice pat-
terns, at least according to the NIH review of the U.S. RDS.

Mr. POMEROY. And were those practice patterns subject to
groupings, chain, non-chain hospital?

Ms. NORWALK. At least, I think what the U.S. RDS reviewed
is more chain specifically. So that’s my recollection of their letter
to the chairman. I would not be surprised, of course, if there are
differences in some of these settings, hospital versus non-hospital.
We see them occasionally, but the question is whether or not our
revised payment policies can ensure that all of them are dosing at
the appropriate amounts over time, and we can take into account
differences in acquisition costs through a single reimbursement
mechanism.

So part of the concern and part of the reason that we’re grateful
that the OIG has done this study is focusing on making sure that
all of the people who provide ESAs, we can reimburse something
at least slightly above their acquisition cost, so they can acquire
the ESA. I think the Medicare Modernization Act focused on hav-
ing the OIG do the study on the average acquisition cost, but it’s
not practical for CMS to implement that over time.

And so we used an average sales price. And what we’re seeing
is that the average sales price plus 6 percent has actually come
down over time and now looks more like what the OIG focused on
in terms of their review of third quarter 06 data. So I don’t know
if that makes sense, but the conception is corporate.

Mr. POMEROY. So, your take is they probably got the cost fig-
ures about right, chain, non-chain, hospital.

Ms. NORWALK. Yes, we have no reason to disagree with that
analysis. Correct.

Mr. POMEROY. Do you believe that the $9.10 rate is going to
make these differentials in application less likely?

Ms. NORWALK. It really depends on whether or not the average
sales price and what the manufacturers or those who are mar-
keting the product, whether it’'s AmGen or Johnson & Johnson,
how much they’re selling and what rebates and discounts. Now, re-
bates and discounts are included in the definition of average sales
price, so we take that into account. The question is, whether or not
those mixes change from one quarter to the next.

Another thing that happened that may have an impact here is
also for July 1st, and we've included the use of these products in
both settings. So we’ll both have the cancer setting as well as
ESRD. And this is a change that will have just occurred on July
1, which may have had some impact and some reason for bringing
that price down to 9.10. So, not exactly sure how that might impact
the average sales price in the future, but at least for the next quar-
ter, it does have an impact of bringing that down a bit. And we did
that implementing section 1847(a), the statute in terms of bundling
those two different treatment types together.

Mr. POMEROY. I would conclude, Mr. Chairman, by observing—
I wish we had more information. The information you’re going to
bring to us is going to be very important, I think, given the policy
considerations before the Subcommittee. Thank you.
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Chairman STARK. Thank you. I wanted to just follow-up on this
issue of payment. Mr. Vito raised it for non-chains who may very
well be the smaller or the hospitals.

Ms. Norwalk, you’re familiar with the argument that’s been pro-
posed that we dare not use the Federal supply schedule, the VA’s
purchasing program to purchase pharmaceuticals, because the
pharmaceutical companies will all hold their breath, turn blue and
die and go away. However, where you have one supplier and one
customer, we're the customer and AmGen is the supplier.

I suspect that that argument wouldn’t hold if we said to the sup-
plier of EPO, you got to sell to everybody at the same price. We're
talking 8.55 to 8.99, so if we said, if you’re going to sell to the big
chains at 8.55, you ought to sell to the smaller providers at that
same price to give them some additional margin to stay in busi-
ness.

Other than the idea of not liking price regulation, but I don’t be-
lieve the arguments on setting prices for other pharmaceuticals
would hold if we did something to protect the smaller providers or
the rural providers.

Ms. NORWALK. I have to think about that. Certainly typically
that argument has come up in the Part D setting and I do think
the VA system and the Medicare system under Part D are vastly
different. So there are reasons there for this. I'd have to give it a
little more thought. I do think, ultimately, that there will be other
drugs that come to market as these patents expire. So this is not
a long-term issue. This is more likely to be in terms of how short-
term, I have to check the patents; it probably depends in fact on
litigation. But I do think that over time this will not be an issue
that we’re currently seeing. I'm not sure that we would want to put
something in statute that would perpetuate something that the
market can take care of later.

Chairman STARK. Okay, a couple of questions very quickly, if I
may, with Dr. Jenkins.

AmGen will argue that research for pre-dialysis patients can’t be
used to extrapolate the dialysis patients. How do you respond to
the argument that research for pre-dialysis patients can’t be ap-
plied?

Mr. JENKINS. Mr. Chairman, we understand that there are sig-
nificant differences in the care and the physiology of patients who
have in-stage renal disease who require dialysis, and those who are
not on dialysis. I would just point out that as I mentioned earlier,
there are two large studies. One that was reported in 1996 that
was in dialysis patients and one that was reported last year, and
non-dialysis patients, both of which raised concerns about adverse
outcomes when they were treated to hemoglobin levels above 12.

So that’s why our labeling and our blocks warning addresses
both to groups of patients recommending that you not target hemo-
globins to those high levels.

Chairman STARK. AmGen will also argue that there was a
study for better health outcomes from trying to reach the hemato-
crit levels of a normal, healthy adult, and this AmGen argued that
the research is not relevant because it was cut short. So I under-
stand it was cut short for ethical reasons. Is it appropriate to use
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this research in guiding decisions about health risks? And would it
be appropriate to recreate this study?

Mr. JENKINS. Mr. Chairman, I'm not sure I'd know which study
you might be referring to. Do you have any additional information?

Chairman STARK. All I have to reference here is the normal
hematocritic study tested whether there was better health out-
comes for dialysis patients in trying to reach the hematocrit levels
of a normal, healthy adult.

Mr. JENKINS. Right, right. Okay, I do know about that study.
That’s the study that was reported in 1996. That study was in-
tended to try to show that higher levels of hemoglobin or hemato-
crit were better and actually improved outcomes such as heart at-
tack, stroke. In fact, that study was stopped early. It was stopped
technically for what was called futility, meaning they could not
show that higher was better. Our interpretation though is that
there was asignificant worrisome trend that higher was worse. And
that’s why it was added to the labeling in 1996 to state that the
mortality, the death rate in people treated with the higher levels
of hemoglobin was higher than those treated at the lower level. So
we do find that study to be informative, even though it was stopped
early.

Chairman STARK. Okay, and then there’s an issue about quality
of life and higher hemoglobin levels. Now, as I interpret that as a
lay person, if you stoke me up with this stuff and I get way above
12, I'm going to feel great, but I may die.

[Laughter.]

Chairman STARK. It’s like my mother wouldn’t have the cancer
operation. She said, “As long as they don’t run out of morphine, I
ain’t going to be operated on.” Now, the quality of life from her
standpoint is probably pretty good, never so good in her life. But,
it did her in, finally.

How do you assess this quality of life issue, I guess it’s a doctor’s
responsibility to make damn sure that the patient knows that over-
dosing might make him feel better, but also might kill him. How
does that wash?

Mr. JENKINS. Well, Mr. Chairman, it’s important to go back
and recall that the basis on which we approve these drugs for use
on patients with chronic renal failure was that it decreased the
need for transfusions. Before these drugs were available, it was not
uncommon for dialysis patients to have hemoglobins of 6, 7, 8, and
be symptomatic from their anemia.

In the studies that led to the approval, there was not an attempt
to bring the hemoglobin or hematocrit back to normal. In fact, most
of those studies brought the hemoglobin back up to 10, 11, and 12.
And in those studies, we did see improvements in some of the
measures are referred to as quality of life. And that information is
in the Procrit and Epogen labeling. I don’t know that we have evi-
dence that treating to 12, 13, 14 has been shown to improve quality
of life above and beyond treating to 10, 11, 12.

There is a point at which anemia is asymptomatic. You have the
abnormal lab value, but you may not be symptomatic of the fact
that your hemoglobin is below the normal range. So, our view is
that there has been evidence shown in renal failure patients that
bringing hematocrit up improves those measures and it’s in the la-
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beling. But I don’t think we have seen any data suggests that going
above the current target of 12 further improves those quality of life
measures.

Chairman STARK. Thank you. If there are no further questions
of the panel, I want to thank the panel very much for your enlight-
enment this morning. And we’ll call the third panel.

Chairman STARK. I want to welcome Dr. A.J. Singh, Clinical Di-
rector of the Renal Division, Director of Dialysis Services and Asso-
ciate Professor of Medicine at Brigham and Women’s Hospital, Bos-
ton, Massachusetts;

Mr. Kris Robinson, Executive Director and CEO, the American
Association of Kidney Patients from Tampa Florida; and

Dr. Alan Kliger, President of the Renal Physicians Association,
Rockville, Maryland.

Thank you for your patience. If you’d like to summarize your
written testimony as previous witnesses have, your written testi-
mony will appear in the record without objection.

Dr. Singh, would you like to start?

STATEMENT OF AJAY K. SINGH, M.D., CLINICAL DIRECTOR,
RENAL DIVISION, DIRECTOR, DIALYSIS SERVICES, ASSO-
CIATE PROFESSOR OF MEDICINE, BRIGHAM AND WOMEN’S
HOSPITAL, BOSTON, MASSACHUSETTS

Dr. SINGH. Thank you Chairman Stark, Mr. Camp and Mem-
bers of the Subcommittee on Health for the privilege of being asked
to testify. My testimony will address three issues. The first is the
target hemoglobin in patients with kidney disease.

Chairman STARK. Excuse me just a minute. Could I get, if you
could pull the mike there. The sound system is very 20th century
here. Thank you.

Dr. SINGH. My testimony will address three issues. First, the
target hemoglobin in patients with kidney disease; second, the ex-
tensive off-label use and over utilization of reported in the United
States, and three, thoughts on bundling of ES30 services. With re-
spect to the target hemoglobin concentration in patients with kid-
ney disease, I fully support the recent FDA box advisory that a he-
moglobin level should be maintained to less than 12 grams per
deciliter.

Randomized control studies have shown both in dialysis patients
and in non-dialysis patients that this is a prudent recommendation.
Indeed, the normal hematocrit study that Dr. Jenkins has already
discussed was published in 1998 in the New England Journal of
Medicine, and at the time, and I have a quite from that study. The
study was halted when differences in mortality between the groups
is the dialysis patients were recognized, sufficient to make it very
unlikely that the continuation of the study would reveal a benefit.
And the results were nearing the statistical boundary of higher
mortality.

So clearly both in the non-dialysis patient population and in the
dialysis population, increased risk has been demonstrated. In our
own study in the choir study, published in November of 2006, we
not only demonstrated a 34 percent higher risk of death and car-
diovascular complications, but also a 48 percent higher rate of
death among those treated or targeted to a higher hemoglobin.



134

We also found that there was no incremental benefit in quality
of life. Since the publication of these studies, the National Kidney
Foundation, Kadokey panel will state in revised guidelines that the
target hemoglobin should generally be 11 to 12 grams per deciliter,
a recommendation which I think would be compatible with the
FDA. It’s reassuring that the FDA has recommended caution in
using ESAs, but past experience both with respect to this issue and
with other drugs teaches us the powerful factors can stimulate con-
tinued and even increased off-label use of drugs. I would like to
refer to the study by Dr. Cotter’s group published in German,
which document overuse of Epoetin in for-profit dialysis chains as
compared to not-for-profit chains. And I think there are potentially
several explanations for this off-label overuse of Epoetin that’s gen-
erated much higher doses be used.

First, flaws in the current CMS reimbursement system. The new
reimbursement schedule launched in April 2006 in fact facilitates
over utilization of Epoetin. In our own dialysis chain, DCI, when
we looked at data from prior to the Medicare changes and com-
pared them to the more recent schedule, we found that the propor-
tion of patients with higher hemoglobin values, above 13 grams, ac-
tually increased. And I was interested to hear Ms. Norwalk’s testi-
mony that in fact supported this at a more general level.

We also have some data that will be published soon that suggests
that the current CMS reinvestment system facilitate over utiliza-
tion of hemoglobin above the FDA recommended level and higher
Epoetin use. Second, I think another explanation for this over utili-
zation is the use of standing orders that are based on corporate
guidelines in dialysis facilities.

Chairman Stark, you stated a Davita protocol, which actually
recommends changes that Dr. Jenkins from the FDA didn’t think
were compatible with their recommendations. In other words, re-
ductions that were less aggressive than the FDA would consider to
be compatible with their recommendations. There’s also marketing
and rebate activities by pharmaceutical providers in driving off
label use, which I won’t go into details about. But it’s certainly very
present in the current marketplace.

The other issue is with regards to ESA reimbursement is that
the current reimbursement system facilitates over utilization, and
therefore I would recommend and fully support the notion of bun-
dling. I believe bundling of drugs such as ESAs will remove incen-
tives for overtreatment. It will reduce the escalating cost for
injectible drugs. It will encourage the use of subcutaneous adminis-
tration of Epoetin, a practice which is widely utilized in the veteran
administration system in Kaiser, and is certainly the case in Can-
ada and other European countries.

I believe that the Kaiser experience with ESRD bundling is real-
ly a live demonstration project, and I do agree with Ms. Norwalk
that I do not necessarily see the need to actually have another
demonstration project. We can learn a lot from Kaiser’s system
where they in fact do bundle and contract with for-profit dialysis
providers and there’s large-scale use of subcutaneous Epoetin.

And, finally, I believe that if bundling takes some time, CMS
should modify its reimbursement policy so that the current over
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utilization that has accrued since and higher hemoglobin levels
above 39 that have occurred since April 2006 gets corrected.

I want to thank the Chair and Members of the Committee for lis-
tening to my testimony.

[The prepared statement of Dr. Singh follows:]

Statement of Ajay K. Singh, M.D., Clinical Director, Renal Division, Direc-
tor, Dialysis Services, Associate Professor of Medicine, Brigham and
Women’s Hospital, Boston, Massachusetts

This testimony addresses 3 issues:
1.) The Optimal Target Hemoglobin In Patients with Kidney Disease

2.) The Extensive Off-Label Use and Over-Utilization of Epoetin in the
United States

3.) Bundling of ESRD services
The Optimal Hemoglobin Concentration in patients with kidney disease.

e I fully support the recent FDA Black Box Advisory! that the hemoglobin level
should be no higher than 12 grams per deciliter. Randomized controlled studies
(RCTs), both in dialysis and in predialysis patients, demonstrate an increased risk
of cardiovascular complications and death in patients targeted to a hemoglobin level
that exceeds 12 grams per deciliter. In dialysis patients this was demonstrated in
the Normal Hematocrit Study, published in 1998,2 and in non-dialysis CKD pa-
tients, this was demonstrated in the CHOIR study, published by us in 20063 The
CREATE study 4 reinforced the findings from CHOIR.

* Randomized controlled studies are superior to retrospective observational stud-
ies. While these retrospective studies have suggested benefit for cardiovascular out-
comes or survival with targeting of a higher hemoglobin concentration, they are con-
founded by co-morbid factors and illness® Continuing to cite these studies without
providing RCT’s contextually, as companies have continued to do is unnecessary,
generates confusion, and undermines the FDA’s strong safety message embodied in
its Black Box advisory ©

* Aiming for and achieving a hemoglobin concentration in a narrow band of 11
to 12 g/dL may only be possible in approximately 2 out of every 3 patients. As I
have discussed elsewhere, expanding the target range to 10 to 12 g/dL seems not
only prudent but also practical. This approach is prudent because of the safety con-
cerns with hemoglobin concentrations greater than 12 g/dL as suggested by the
RCT’s and further reinforced by a recent meta-analysis published in the Lancet.”
This Lancet analysis aggregated studies of patients with kidney disease, whether
on dialysis or not, and demonstrated a 17% increased risk of death with targeting
a hemoglobin concentration of greater than 12 g/dl. While I agree with the notion
that the target hemoglobin concentration level should b individualized based on pa-
tient need, in general, expanding the range to aim for a hemoglobin concentration
greater than 10 g/dL but less than 12 g/dL should not result in a higher rate of
blood transfusion, nor should it result in a worsening in quality of life.

¢ We should accept that the proven benefit of erythropoetic stimulating agent
(ESA) therapy is in preventing blood transfusions. Although, the FDA has recently

1www.fda.gov/cder/drug/advisory/RHE2007. htm.

2Besarab A, Bolton WK, Browne JK, Egrie JC, Nissenson AR, Okamoto DM, Schwab SJ,
Goodkin DA. The effects of normal as compared with low hematocrit values in patients with
cardiac disease who are receiving hemodialysis and epoetin. N Engl J Med. 1998 Aug
217;339(9):584-90.

3Singh AK, Szczech L, Tang KL, Barnhart H, Sapp S, Wolfson M, Reddan D; CHOIR Inves-
tigators. Correction of anemia with epoetin alfa in chronic kidney disease. N Engl J Med. 2006
Nov 16;355(20):2085-98

4Drueke TB, Locatelli F, Clyne N, Eckardt KU, Macdougall IC, Tsakiris D, Burger HU,
Scherhag A; CREATE Investigators. Normalization of hemoglobin level in patients with chronic
kidney disease and anemia. N Engl J Med. 2006 Nov 16;355(20):2071-84

5Regidor DL, Kopple JD, Kovesdy CP, et al. Associations between changes in hemoglobin and
administered erythropoiesis-stimulating agent and survival in hemodialysis patients. J Am Soc
Nephrol. Apr 2006;17(4):1181-1191.

6 http:/www.anemia.org/professionals/resources/slides/

7Phrommintikul A, Haas SJ, Elsik M, Klum H. Mortality and target haemoglobin concentra-
tions in anemia patients with chronic kidney disease treated with erythropoietin: a meta-anal-
ysis. Lancet 2007; 369:381-88
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pointed out that blood transfusions are much safer than ever before 8 chronic kidney
disease patients benefit from transfusions because of the avoidance of antibody sen-
sitization (the latter decreases the likelihood of kidney transplant eligibility) and in
reducing the risk of iron overload. Therefore, I continue to believe strongly that ESA
treatment should be used to minimize the risk for blood transfusions; however, ex-
panding the target hemoglobin range from 11 to 12 g/dL to 10 to 12 g/dL is reason-
able, and should not meaningfully increase the proportion of patients requiring
blood transfusion. On the other hand, quality of life benefits of a higher hemoglobin
concentration are, at best, inconsistent. Studies have been dogged by methodologic
issues, open label design, and the variable use and reporting of quality of life instru-
ments. The CHOIR study showed no incremental benefit in quality in life with tar-
geting a higher hemoglobin concentration and showed an increase in adverse events
and complications.

¢ The FDA issued a Black Box for all ESA’s because of RCT data in kidney dis-
ease patients and because of emerging data from studies in cancer patients that
suggested increased risk. The National Kidney Foundation (NKF) Kidney Disease
Quality Initiative (KDOQI), in newly updated guidelines will also state that the tar-
get hemoglobin concentration in patients with kidney disease should generally be
11 to 12 g/dL.

¢ It is reassuring that the FDA, empowered with evaluating the efficacy and safe-
ty of drugs in the United States, has recommended caution in using ESA treatment.
However, past experience both with respect to this issue and with other drugs
teaches us that power factors can stimulate continued and even increased off-label
use of drugs. Every effort should be made to avoid continued off-label use of ESA’s.
Minimizing off-label use of ESA’s will not only reduce CMS expenditure but will also
be beneficial to ESRD beneficiaries and CKD patients collectively by reducing risk
of higher hemoglobin concentrations and possibly higher doses of ESAs.

2) The Extensive Off-Label Use and Over-Utilization of Epoetin in the
United States

¢ As a recent New York Times Editorial,® as well as articles by others 10, has
pointed out, trends in ESA utilization illustrate much that is wrong with reimburse-
ment of ESAs. Off-label use of ESAs, and its over-utilization, are common-place and
hargely driven by flawed reimbursement, rebates, and over-zealous marketing of the

rug.

* In 1998, approximately 10% of patients had hemoglobin levels that exceeded 12
g/L, whereas by 2000 this had rapidly grown to 40% of all dialysis patients. Surpris-
ingly, this steep increase in average hemoglobin levels occurred after the publication
in 1998 of the Normal Hematocrit Study (NHS) showing a higher risk of death or
myocardial infarction in aiming for a hematocrit of 42%. The authors of NHS indi-
cated that concerns regarding excess mortality precipitated the decision to pre-
maturely terminate the study.!! Two years before the publication of NHS—in
1996—the FDA added a new subsection in the Warnings section in the label of
epoetin regarding higher mortality with hemoglobin levels of 12 to 140 g/L in pa-
tients with chronic renal failure (reviewed most recently at an FDA oncology advi-
sory committee meeting). The steep increase in hemoglobin levels from 1996 on-
wards, coupled with a 50% increase in the average epoetin dose administered to di-
alysis patients during this time, needs to be further scrutinized.

¢ The study by Thamer and co-workers documents the overuse of epoetin in for-
profit dialysis chains as compared to not-for profit chains, with for-profit facilities
administering roughly a third more units of epoetin per week. Indeed, the for-profit
chain DaVita utilized higher doses of epoetin at both lower and higher hemoglobin
levels. Thamer and colleagues also confirmed an earlier observation that for-profit
chains especially DaVita had a higher proportion of their patients achieving hemo-
globin levels greater than 12 g/dL when compared to the non-profit chain DCI.

E * There are several potential explanations for the Off-Label Overuse of
poetin.

* Pervasive incentives for ESA Overuse in current CMS reimbursement
guidelines. The current CMS reimbursement schedule, launched April 2006, facili-

8 www.fda.gov/OHRMS/DOCKETS/AC/07/briefing/2007-4301b2-02-FDA.pdf

9New York Times, May 14, 2007 Late Edition—Final, Section A, Page 18, Column 1

10 Marlene Busko Is Medicare Reimbursement Policy for Erythropoietin in ESRD Flawed?
http//www.medscape.com/viewarticle/550594

11The NHS study was stopped because: “Our study was halted when differences in mortality
between the groups were recognized as sufficient to make it very unlikely that continuation of
the study would reveal a benefit for the normal-hematocrit group and the results were nearing
the statistical boundary of a higher mortality rate in the normal hematocrit group”.
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tates over-utilization of epoetin 12 In work that has been submitted for publication,
we assessed the impact of the change in CMS guidelines on hemoglobin levels and
EPO usage in DCI, the largest not-for-profit dialysis chain in the United States. We
evaluated 13 the effect of a new protocol implemented on May 1, 2006 to reflect the
CMS policy change. We found that reducing rather than discontinuing epoetin sup-
plementation at hemoglobin > 13 g/dL (the current CMS reimbursement schedule)
was associated with a significantly greater proportion of hemodialysis patients at
higher hemoglobin levels, higher cumulative epoetin use, and had no effect on the
number of individuals with lower hemoglobin levels. Given recent studies that have
demonstrated potential harm with higher hemoglobin targets, our study suggests
that discontinuation rather than reduction of epoetin is appropriate when hemo-
globin reaches 13 g/dL.

* The use of anemia protocols by dialysis providers and facilities. Admin-
istration of epoetin to patients at dialysis has both a facility and a physician compo-
nent. Dialysis facilities have centralized corporate committees that formulate an
anemia algorithm. This algorithm defines anemia targets and formulates epoetin
and hemogklobin measurement orders that are instituted as part of the patient’s
standing orders. In addition, in many dialysis facilities, the dialysis facility has a
designated employee who oversees anemia. In most facilities this is a nurse who
evaluates the hemoglobin and iron values of individual patients, supervises the
epogen over-fill utilization program, and ensures patient’s compliance with the ane-
mia protocol. The dialysis facility also expects the medical director, who receives a
stipend or medical director fee from the dialysis facility, to ensure adherence to the
anemia goals of the facility and of the dialysis chain. Individual dialysis physicians
can and sometimes do over-ride the standing orders of the dialysis facility since they
are ultimately responsible for the treatment of the patient under their care. Dialysis
chains vary by the extent to which they provide autonomy to their medical directors
and treating dialysis physicians in regard to the anemia protocol. The more aggres-
sive dosing of epoetin recommended by DaVita is the likely explanation for the over-
utilization of epoetin in the DaVita chain as compared to DCI. For example, a cor-
porate DaVita anemia protocol dated February 2007, recommends only a 10% reduc-
tion in epoeitin dose for hemoglobin concentration greater than 13.1 g/dl and less
than 14 g/dL (and a dose reduction of 25% for hemoglobin concentration greater
than 13.1 g/dl and less than 14 g/dL). In contrast, DCI recommends and immediate
decrease in epoetin by 25% when the hemoglobin concentration exceeds 13 g/dL. In
our own dialysis unit in Boston, we discontinue epoetin when the hemoglobin ex-
ceeds 12 g/dl. Since these anemia goals and epoetin dosing recommendations are
protocolized and managed by the facility, the current structure of anemia manage-
ment in dialysis chains is a powerful driver for off-label use of epoetin and over-
utilization of epoetin.

¢« Marketing and Rebate Activities by Pharmaceutical providers in driv-
ing Off-Label use. The pervasive effect of marketing and rebates to physicians
have driven physician off-label use of ESAs. This is supported by recent press arti-
cles in both the New York Times!4 and the Wall Street Journal !> and the British
Medical Journal 16 This is currently being investigated by the Senate Committee on
Finance 17 This has been discussed extensively in the scientific literature with re-
gards to the promotion of gabapentin!® The influence of marketing activities on
molding opinions about epoetin use is also concerning and has also been brought
to light 19

12 Cotter D, Thamer M, Narasimhan K, ZhangY, Bullock K Translating Epoetin Research Into
Practice: The Role Of Government And The Use Of Scientific Evidence. Health Affairs, 25, no.
5(2006): 1249-1259

13Weiner DE, Miskulin DC, Seefeld K, Ladik V, Zager PG, Singh AK, Johnson HK, Meyer
KB: Erythropoietin Use and Hemoglobin before and after 2006 Changes in Medicare Reimburse-
ment Guidelines. 2007. Submitted for publication

14 Alex Berenson and Andrew Pollack, “Doctors Reap Millions for Anemia Drugs” The New
York Times, May 9, 2007

15 Heather Won Tesoriero and Avery Johnson, ‘Suit Details How J&J Pushed Sales of Procrit,
Wall Street Journal, May 10, 2007

16Tonks A. Too much of a good thing. BMJ. 2007 May 12;334(7601):978-80. Singh AK: Mar-
keting Epoetin: Too Much of a Good Thing. http:/www.bmj.com/cgi/eletters/334/7601/978

17 http://www.google.com/search?q=epogen-+rebates+2007&hl=en&start=20&sa=N

18 Steinman MA, Bero LA, Chren MM, Landefeld CS. Narrative review: the promotion of
gabapentin: an analysis of internal industry documents. Ann Intern Med. 2006 Aug
15;145(4):284-93. (Letters and Response Ann Intern Med. 2007 Feb 20;146(4):313; author reply
313-4.)

19 Dyer O. Journal rejects article after objections from marketing department. BMdJ. 2004 Jan
31;328(7434):244.
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¢ The limited use of subcutaneous epoetin in dialysis chains in the
United States Evidence shows that approximately Y5 less epoetin is used when it
is administered subcutaneously (SC) as compared to the IV route20 The SC dosing
is certainly commercially less attractive and will influence profits for both pharma
and dialysis providers. However, it will save the CMS substantial amounts of money
because cumulative epoetin doses will be lower. The saving is likely to be in the
range of 500 million or more. While some have argued that it is less convenient to
patients and provider this issue does not seem to have adversely affected the VA
population or those insured by Kaiser or for that matter thousands of patients in
Canada and Europe. As well the use of lower doses of epoetin if given SC could be
important if high doses of epoetin are shown to be associated with worse outcomes.

3) Bundling of injectibles, including ESAs, by including its reimbursement
into the ESRD composite reate should be adopted.

* Bundle of injectible drugs into the reimbursement of the dialysis proce-
dure, i.e., into the composite rate offers several benefits and should be
adopted.

a.) It removes incentives for over-treatment—aiming for higher hemoglobin levels
using higher and higher doses of epoetin.

b.) It will reduce the escalating costs for injectible drugs, particularly ESAs, in
the treatment of dialysis patients.

c.) It will encourage the use of subcutaneous administration of epoetin—a practice
widely used in Europe, Canada, and in the VA system.

d.) This should facilitate lower doses of ESAs in the treatment of anemia.

¢ Utilize the Kaiser Experience with ESRD Bundling. As I have pointed out
elsewhere,2! the Kaiser Permanente system provides an accessible and functioning
model of ESRD bundling. This system functions without risk adjustment of pay-
ments and has resulted in largescale use of subcutaneous epoetin administration.

¢ In the near-term, CMS should modify its reimbursement policy. This will
be important in reducing epoetin over-utilization and to conform more robustly with
the FDA Black Box Advisory. Indeed, CMS has done this with reimbursement of the
oncology indications for epoetin therapy.

Summary

I recommend that the importance of following the FDA Black Box for epoetin in
the treatment of anemia of kidney disease should be followed.

a.) The hemoglobin target should be less than 12 grams per deciliter.

b.) The extensive off-label use of epoetin and its overutilization requires greater
scrutiny.

c.) Medicare should modify its reimbursement policy to adopt a bundled reim-
bursement approach. This will, at least in part, remove the incentive for higher
epoetin use, increase subcutaneous administration of epoetin, and restrain spending
on ESAs.

————

Chairman STARK. Thank you.
Ms. Robinson.

STATEMENT OF KRIS ROBINSON, EXECUTIVE DIRECTOR AND
CEO, AMERICAN ASSOCIATION OF KIDNEY PATIENTS,
TAMPA, FLORIDA

Ms. ROBINSON. Thank you, Mr. Chairman, and Members of the
Committee for inviting me here to testify. My name is Kris Robin-
son and I am the Executive Director and CEO of the American As-
sociation of Kidney Patients. AAKP is the only national, non-profit

20 (a. Kaufman JS, Reda DJ, Fye CL, Goldfarb DS, Henderson WG, Kleinman JG, Vaamonde
CA. Subcutaneous compared with intravenous epoetin in patients receiving hemodialysis. De-
partment of Veterans Affairs Cooperative Study Group on Erythropoietin in Hemodialysis Pa-
tients. N Engl J Med. 1998 Aug 27;339(9):578-83. b. Parker KP, Mitch WE, Stivelman JC,
Macon EJ, Bailey JL, Sands JM. Safety and efficacy of low-dose subcutaneous erythropoietin
in hemodialysis patients. J Am Soc Nephrol. 1997 Feb;8(2):288-93. c¢. Kaufman JS. Subcuta-
neous erythropoietin therapy: efficacy and economic implications. Am J Kidney Dis. 1998
Dec;32(6 Suppl 4):S147-51.

21Singh AK et al Letter to JAMA. 2007. In press.
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organization founded and directed by kidney patients for kidney
patients. Our organization is dedicated to serving the needs and in-
terests and welfare of all kidney patients and their families. And
this is the very reason I am here before you today.

In 1971, our organization’s then Vice President, Shep Glazer,
made history here in the House Ways and Means Committee Room,
testifying while he was actually hooked up to a kidney dialysis ma-
chine and receiving dialysis. Within a year, our government took
action, passing landmark legislation in 1972 to cover the cost of
kidney dialysis through Medicare.

As a kidney transplant recipient myself, I am well aware of the
human and financial cost of kidney care. Let me begin by stressing
how important it is to get the dosing of ESA’s right for kidney pa-
tients. AAKP supports achieving a hemoglobin level of 11 to 12
grams per deciliter, as indicated by the FDA label for ESAs. We
view current CMS monitoring policy as somewhat out-of-sync with
where the FDA is and where the mainstream medical community
is.

Although each case is different from a patient perspective, there
is very little medical reason for a patient to remain at levels above
13 grams, especially in light of the current literature citing safety
issues. I myself receive Epogen for anemia, and my doctor would
not delay before titrating me down from a level of 13.

AAKP strongly adheres to the principal that a physician and pa-
tient must be permitted to decide a care plan best suited for that
patient. Separate Medicare reimbursement for ESAs potentially
distracts from the doctor/patient decisionmaking relationship. So
we support bundling Medicare reimbursment for ESAs into the
overall Medicare reimbursement rate. We believe that bundling the
payment would not only result in cost savings, but also result in
more appropriate dosing of ESAs and draw more attention to the
comprehensive nature of kidney care.

Let me emphasize that underdosing of ESAs is a danger too.
Many kidney patients remember the difficult times before the
ESAs were available, suffering the debilitating fatigue associated
with anemia. We don’t want to scare patients away from being
treated with this valuable life-enhancing medication. Nor would we
want to create a perverse incentive that causes providers to skimp
on doses of ESAs because they would no longer be receiving sepa-
rate reimbursement.

What we need is a Medicare policy that strives for a goldilocks
solution to ESAs; not too much; not too little; but just right. So we
believe Congress should 1) establish guidelines regarding the prop-
er dosage of ESAs, and 2) link reimbursement to meeting those
guidelines. Let me say just a few words about potential subcuta-
neous administration.

We surveyed 3700 patients about “subcut” administration of
Epoe and found that patients are very willing to do “subcut”. An
overwhelming majority of patients told us they wouldn’t mind get-
ting an Epoe shot and even giving themselves the shot. Many of
these patients are already receiving administration shots because
of diabetes.

Mr. Chairman, let me briefly mention three quality recommenda-
tions and not that I have included others as well in my written
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statement. First, we strongly support legislation that would extend
Medicare coverage to patient education services and would allow
patient education for predialysis patients. The earlier we can start
educating patients regarding behavior, nutrition and other matters
in their stages of chronic kidney disease, the fewer health problems
will result later.

Second, there is currently no standard for training and certifi-
cation of technicians in the centers. Some states, like Texas, have
strong standards they must meet. Other states, like my home state
of Florida, have none at all. AAKP would like to see standard
training requirements that at least set a minimum for dialysis
technician training.

Finally, some patients choose the option of daily home dialysis,
which can be administered six times a week for 2 hours a day. Un-
fortunately, Medicare will cover three dialysis sessions per week. If
Medicare were to cover more frequent home dialysis, patients
would have better outcomes and we believe there would be a cost
savings to the program. Home dialysis patients use one-third less
hospitalization; one-third less EPO; one-third less hypertension
medicine, and more of them can stay in the workforce.

Mr. Chairman, we applaud your leadership over the years on
these issues that are so important to us as kidney patients. We
offer ourselves as a resource to you as your Subcommittee works
on these issues.

Thank you and I look forward to responding to your questions.

[The prepared statement of Ms. Robinson follows:]

Statement of Kris Robinson, Executive Director and CEO, American
Association of Kidney Patients, Tampa, Florida

Mr. Chairman, Ranking Member Camp, and members of the Committee, thank
you for inviting me before you today to testify. My name is Kris Robinson and I am
the Executive Director and CEO of the American Association of Kidney Patients
(AAKP) headquartered in Tampa, Florida.

AAKRP is the only national non-profit organization founded by kidney patients, for
kidney patients. AAKP serves over one million Americans annually who have either
lost kidney function (and live with dialysis or transplant) or have chronic kidney
disease (CKD). Our organization is dedicated to serving the needs, interests, and
welfare of all kidney patients and their families.

And this is the very reason I am here before you today. It was 36 years ago, in
1971, when our organization’s Vice-President, Shep Glazer, made history here in the
House Ways and Means Committee Room testifying while he was actually hooked
up to a kidney dialysis machine and receiving dialysis. Within a year our govern-
ment took action, passing landmark legislation in 1972 to cover the costs of kidney
dialysis through Medicare.

Mr. Chairman, we thank you for holding this important hearing because, as you
know, the government’s policies towards kidney care today have room for improve-
ment. As a kidney transplant recipient myself, I am well aware of the human and
financial cost of kidney care. Our nation has the unique opportunity to provide bet-
ter outcomes for kidney patients—and this can lead to substantial cost savings be-
cause better outcomes translate into less reliance on the drugs, dialysis, and hos-
pitalization currently covered by Medicare.

I want to begin by addressing issues regarding anemia management for kidney
patients and then also raise several quality improvement recommendations for your
Subcommittee’s consideration.

Appropriate Use of ESAs
Let me first stress how important it is to get the dosing of ESAs (erythropoiesis
stimulating agents) right for kidney patients. AAKP supports achieving a hemo-
globin level of 11 to 12 grams per deciliter, as indicated by the FDA label for ESAs.
We view current CMS monitoring policy as somewhat out of sync with where the
FDA is and where the mainstream medical community is. Although each case is dif-
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ferent and there will always be outliers, from a patient perspective there is very lit-
tle medical reason for a patient to remain at levels above 13 grams, especially in
light of the current literature citing safety issues. I myself receive epogen for ane-
mia and my doctor would not delay before titrating me down from a level of 13; nor
would AAKP’s Medical Advisory Board recommend waiting before doing so.

Yes, we realize that CMS’ monitoring policy is a payment policy and not a policy
to set therapeutic targets, but payment policies can often affect decisions regarding
treatment options. Since we know overdosing can lead to potentially severe out-
comes, we are concerned the current payment policy could provide incentives for
overdosing.

Bundling:

Because every medical case is unique, AAKP strongly adheres to the principle
that a physician and patient must be permitted to decide a care plan best suited for
that patient. Averages and other statistics are fine for certain purposes, but let’s re-
member that medicine is fundamentally about the treatment of a unique individual.

In this light, we worry about any policy that clouds the doctor/patient decision-
making relationship for treatment options. Separate Medicare reimbursement for
ESAs potentially distracts from the doctor and patient deciding which course to pur-
sue. That is why we support bundling Medicare reimbursement for ESAs into the
overall Medicare composite reimbursement rate for ESRD. We believe that bundling
the payment would not only result in cost savings, but also would result in more
appropriate dosing of ESAs and draw more attention to the necessarily comprehen-
sive nature of kidney care. It is important, however, to ensure that any bundling
structure include risk-adjustment so as not to inadvertently create a disincentive for
providers to cover the sickest patients.

ESA Guidelines:

Having said that, let me emphasize that underdosing of ESAs is a danger too.
Many kidney patients remember the difficult times before ESAs were available, suf-
fering the debilitating fatigue and adverse health affects associated with anemia.
None of us want to return to those days and we do not want to scare patients away
from being treated with these valuable life-enhancing medicines. We also do not
want to create a perverse disincentive that causes providers to “skimp on” doses of
ESAs because they would no longer be receiving separate reimbursement.

What we need is a Medicare policy that strives for a “Goldilocks” solution on
ESAs: not too much, not too little, but “just right.”

We believe, therefore, it would be useful to: 1) establish guidelines regarding the
proper dosage of ESAs, and 2) link reimbursement to meeting those guidelines.
AAKP has long supported linking quality of services to payment for those services.

Subcutaneous Administration of ESAs:

Before leaving the discussion of ESAs, let me say a few words about potential sub-
cutaneous administration of ESAs. As you know, one-third less dosage can be used
in subcutaneous administration versus intravenous administration, resulting in sub-
stantial cost savings and better outcomes. The Veterans Administration typically
administers ESAs subcutaneously.

AAKP surveyed 3,600 patients when the NKF-DOQI guidelines were first re-
leased. At that time, DOQI stated that patients should receive their EPO
subcutaneously as opposed to intravenously. We surveyed patients concerning the
factors they felt doctors should consider when deciding which route (subcutaneous
or IV) to administer EPO.

e 93% felt it was “very” or “extremely” important that the doctor make the deci-
sion based on “how EPO works best for me.”

¢ 67% felt that it was "very“ or “extremely” important for doctors to consider the
patient’s preference with regard to route of administration.

e 74% wanted to be involved in the decision making process.

¢ Patients also were willing to have EPO administered subcutaneously if they felt
it worked best, was more economical, and they could be trained.

* Patients overwhelmingly told us they didn’t mind getting a shot—even giving
themselves a shot—if it would make them feel better. Most of these patients
are already self-administrating medication due to their diabetes, so one more
shot doesn’t faze them.

My point is that our survey of 3,600 patients shows that they would readily accept
subcutaneous administration of ESAs. As far as I know, ours is the only such survey
data on this question.
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Quality Improvement Recommendations

Mr. Chairman, as you know, AAKP has been intimately involved with how kidney
care is delivered since the advent of kidney dialysis a generation ago. Based on our
36 years of experience, we offer the following programmatic recommendations for
your Subcommittee’s consideration:

1) Patient Education:

AAKRP is one of the nation’s leading providers of patient education materials and
services. Medicare currently does not cover patient education services. We strongly
support legislation that would extend Medicare coverage to patient education serv-
ices and would allow patient education for pre-dialysis patients. The earlier we can
start educating patients regarding behavior, nutrition, and other matters in their
stages of chronic kidney disease, the fewer health problems will result later.

2) Standards for Dialysis Technicians:

The quality of services varies considerably in dialysis centers across the country.
There is currently no standard for training and certification of technicians in the
centers. Some states, like Texas, have strong standards that must be met. Other
states, like my state of Florida, have none at all. AAKP would like to see standard
training requirements that at least set a minimum for what training dialysis techni-
cians should receive.

3) Coverage for Home Dialysis:

Dialysis patients typically receive treatment three times a week for four hours a
day at a dialysis center. Some patients, however, choose the option of daily home
dialysis, which can be administered six times a week for two hours a day. Unfortu-
nately, Medicare only covers three dialysis sessions per week even though more fre-
quent home dialysis can promote better outcomes and save money.

Studies show that daily dialysis translates into lower cardiovascular event rates,
which is the leading cause of death in kidney patients. Patients undergoing daily
dialysis felt much better, especially noting increased energy, better physical func-
tioning, clearer thinking, better control of their anemia and reduced symptoms re-
lated to their kidney disease and the dialysis treatments.

Daily dialysis can result in savings because: 1) four times as many nurses are
needed for conventional dialysis as opposed to home dialysis; 2) hospitalization for
daily dialysis patients is reduced by 34%; 3) weekly EPO dosage is reduced by an
estimated 41%; and 4) the number of antihypertensive drugs is reduced by 46%.
Further, patients undergoing home dialysis have a much greater flexibility in their
schedule and are more likely to stay in the workplace.

4) Lifetime Coverage for Immunosuppressive Drugs:

Medicare coverage for immunosuppressive drugs can expire after 36 months even
though kidney transplant recipients need to take the drugs for the rest of their
transplanted lives. Many patients who no longer can afford the costs will stop tak-
ing the drugs. This leads to graft failures, which cause patients to go back on dialy-
sis and wait for another transplant.

Considering that immunosuppressive drug coverage costs approximately $1,000
per month while dialysis costs §4,000 per month and a transplant costs 100,000, it
makes fiscal sense to extend Medicare immunosuppressive drug coverage for life.

5) Extending Medicare Coverage to Stage 4 of ESRD:

Medicare only covers the fifth (and final) stage of ESRD, but this is clearly not
in the best interests of the patients. The Renal Physicians Association has stated,
“Proactive preparation for RRT (Renal Replacement Therapy) is recommended to fa-
cilitate the transition and reduce the burden of clinical risk factors known to be as-
sociated with worse outcomes in ESRD patients.” Out of the 28 guidelines the RPA
recommends in their physician practice guideline manual, 27 include treatment in
both stage 4 and 5, not just in stage 5.

A demonstration project would serve to quantify the health and fiscal benefits of
stage 4 coverage.

6) Medicare Coverage for Fistulae Before Stage 5 Eligibility:

The benefits of AV fistular access are already recognized by CMS, who recently
enacted a “Fistula First” policy geared towards increasing the number of people who
choose this treatment. AAKP strongly endorses the “Fistula First” policy. Fistulae
last longer, need less rework, and are associated with lower rates of infections, hos-
pitalization, and death for Medicare beneficiaries than other types of access.

However, Medicare coverage does not begin until a patient is at stage 5 of ESRD
and an AV fistula should be put in months earlier. We believe this is why fistular
access rates are lower than they should be—substantially lower in the United States
than in Europe and Japan. Medicare should cover surgical placement of fistulae in
stage 4.

7) Medicare Secondary Payer:
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Lastly, AAKP opposes proposals to make Medicare the secondary payer for ESRD
services. We believe that the health of patients is enhanced by receiving the com-
prehensive spectrum of services covered by Medicare. Some proposals would delay
Medicare coverage for as long as 60 months. Mr. Chairman, 60 months is five years,
and kidney patients in Stage 5 have an annual mortality rate of 25% and a life ex-
pectancy of only five years. So making Medicare the secondary payer would mean
only the healthiest patients even make it to Medicare coverage. Delaying Medicare
coverage increases cost-sharing for patients, and we believe it would undermine pa-
tient well-being in many cases.

Mr. Chairman, we applaud your leadership over the years on these issues so im-
portant to kidney patients. Our government can vastly improve the quality of care
for kidney patients while saving money in many areas. Thank you for having me
here to testify today and we offer ourselves as a resource to you for further informa-
tion as your Subcommittee works on these issues in the months ahead.

——

Chairman STARK. Thank you.
Dr. Kliger.

STATEMENT OF ALAN S. KLIGER, M.D., PRESIDENT, RENAL
PHYSICIANS ASSOCIATION, ROCKVILLE, MARYLAND

Dr. KLIGER. Thank you, Mr. Chairman, and Member of the
Committee. My name is Alan Kliger. I'm a kidney specialist and a
Clinical Professor of Medicine at Yale University School of Medi-
cine, and I'm chairman of the Department of Medicine at the Hos-
pital of St. Raphael in New Haven, Connecticut.

I'm an employee of a not-for-profit hospital, and for the record,
I'm not in the employ of any drug companies or other commercial
enterprises. I'm also President of the Renal Physicians Association,
the professional organization of nephrologists, whose goals are to
ensure that patients suffering from kidney disease receive the best
care delivered under the highest standards of medical practice. And
last, I'm the past president of the Forum of ESRD Networks, a na-
tional organization of regional networks under contract with CMS
to promote and oversee quality improvement at dialysis and kidney
transplant facilities, and to ensure access of care for all patients
who need dialysis.

First I'd like to thank you, not only for inviting me to be here,
but for allowing me to give voice to those whose real world prac-
tical experience has sometimes been overlooked—the practicing
nephrologist who cares for kidney disease patients every day.

Today you’re examining the safety concerns regarding dosing of
ESAs, variations in utilization and reimbursement. Nephrologists
have a long record of experience with safe and effective use of these
agents. Nearly 15 years ago, the kidney community helped to de-
velop evidenced-based clinical guidelines passed on a systematic re-
view of the published evidence. I served on the steering Committee
of the National Kidney Foundation’s DOQI, which was charged
with developing guidelines for dialysis patient care, including ane-
mia management.

I also participated in the then-HCFA-funded development of 16
clinical performance measures designed to measure what doctors
actually do, give them feedback, and help them to refine their pa-
tients in order to do what works best. The dividends we saw from
that effort were that most nephrologists used to effectively use
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practice guidelines, and we saw measurable improvements in the
quality of care.

In the past year, several new publications on the effect of ESAs
have drawn everybody’s attention to these safety and efficacy ques-
tions. Our patients read and hear these stories. Many have asked
us what these findings mean to them, should it change their treat-
ment, and should they be concerned?

We owe it to them to carefully review each new study, critically
analyze its findings, and based on that analysis, revise guidelines
to conform with the latest scientific medical knowledge. For exam-
ple, the latest evidence warns us that kidney failure patients
should not have high blood counts.

Dr. Singh’s study showed us that a group of patients with high
blood counts in general carried a higher risk than patients with
lower blood counts. The challenge to nephrologists is how to best
adjust their medicine to achieve these safe and effective blood lev-
els. Every patient is unique. When it comes to ESA dosing, each
patient must be considered individually, not in the aggregate. A
dose of EPO that works in one patient will not necessarily work in
another. Focusing on dosing levels at the aggregate rather than the
patient level does not take into consideration the very real issue of
patient variability. Responses to ESAs may vary from patient to
patient and even change from one patient—in one patient from one
time to another. This biologic variation requires individual fine
tuning to get the best results.

Also, please understand that guidelines are not rules. They’re in
place to give doctors and their patients advice on the best practice
to follow. But since each patient and their response to treatment
is different, clinical decisions and prescription choices are made one
patient at a time, based on what options provide that patient with
the best care and treatment possible.

Most of the time, that’s what the recommendations suggest. But
sometimes it’s not. Mr. Chairman, I have a 52-year-old patient I'll
call Ted, who has kidney failure. When his blood count is less than
36 percent, he feels tired and washed out. He has difficulty getting
up to work in the morning, and experiences chest pain. When EPO
raises his blood count to 38 percent, he feels like a healthy man
again. He functions better and feels more productive. In fact, the
differences are so prominent to him that he tells me what his blood
counts are before I have a chance to measure them.

So while the most recent guidelines say I should keep his blood
count at less than 36 percent, he understands the risks of a higher
blood count, and he and I both know that what he needs in order
to function as normally as he can is a higher level.

Yes, absolutely, doctors must be held accountable for best prac-
tice. But they must also be allowed to use professional judgment,
weigh the evidence, consider their patient’s wishes, and then decide
what’s best one patient at a time.

I agree there should not be financial incentives to overuse drugs
like ESAs. I want to underscore the fact that in dialysis units, the
financial incentives are not given to the doctors. The dialysis own-
ers have financial arrangements with the drug companies, but the
doctors who prescribe these medicines receive no such incentives.
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Mr. Chairman, we know that kidney failure can be delayed or
prevented. We know that finding and treating high blood pressure
in its earliest stages, treating diabetes and high cholesterol, getting
patients to stop smoking, all lead to better kidney health. Nearly
20 million Americans have some form of kidney disease, but most
don’t know it. To help identify these individuals and get them into
treatment as early as possible, some states now require medical
laboratories to report to doctors on the estimated kidney function
when routine blood tests are being performed. The earlier the
intervention, the less chance they will eventually need dialysis or
a transplant.

Those are the goals that the RPA endorses and that individual
nephrologists strive for. As this Subcommittee considers all of the
evidence surrounding this very complex issue of anemia manage-
ment, I urge you not to lose sight of one very critical factor in this
equation; biologic variability makes dosing an individual challenge.
Each physician’s clinical judgment plays a critical role in achieving
the highest quality of care for his or her patients.

I'd like to take this opportunity to recognize and thank Congress-
man Camp and Congressman Lewis for their leadership in advanc-
ing the Kidney Care Quality and Education Act championed by the
Kidney Care Partners, a coalition of kidney partners of which RPA
is a member. And I'd also like to recognize the commitment over
the years that you, Chairman Stark, and Congressman McDermott
have made to improve the health of all kidney patients.

Thank you.

[The prepared statement of Dr. Kliger follows:]

Statement of Alan S. Kliger, M.D., President, Renal Physicians Association,
Rockville, Maryland

Mr. Chairman and Members of the Subcommittee.

My name is Alan Kliger. I am a kidney specialist, a Clinical Professor of Medicine
at Yale University School of Medicine, and I am Chairman of the Department of
Medicine at the Hospital of St. Raphael in New Haven, Connecticut. I am an em-
ployee of a not-for-profit hospital, and am not in the employ of any pharmaceutical
manufacturers or other commercial enterprises.

I am currently President of the Renal Physicians Association (RPA), the profes-
sional organization of nephrologists whose goals are to ensure optimal care under
the highest standards of medical practice for patients with renal disease and related
disorders. RPA acts as the national representative for physicians engaged in the
study and management of patients with renal disease. In addition, I am the past
president of the Forum of ESRD Networks, a national organization of regional net-
works under contract with CMS to promote and oversee quality improvement at di-
alysis and kidney transplant facilities, and to ensure access to care for all patients
who need dialysis treatments.

I want to begin by thanking you, Mr. Chairman and Ranking Member Camp, first
for your leadership on an issue that affects the lives of the millions of Americans
suffering from kidney disease. Secondly, I want to thank you for giving me an oppor-
tunity to inform this discussion with some perspectives on the issue of anemia man-
agement that I believe have sometimes been overlooked—those of the front-line phy-
?ic{ans who are actually treating patients suffering from kidney disease and kidney
ailure.

This is a complex issue. I know because for more than 15 years RPA has been
directly involved in helping to develop evidence-based clinical practice guidelines,
based on systematic reviews of the published evidence. In fact, I served on the steer-
ing committee of the National Kidney Foundation’s Kidney Disease Outcomes Qual-
ity Initiative, or KDOQI, which was charged with developing guidelines for dialysis
patient care, including anemia management. I also participated in the development
of 16 clinical performance measures designed to measure what doctors actually do,
give them feedback, and help them refine their practices to reflect what works best.
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The dividends we saw from that effort included an improvement in the quality of
care as well as documented evidence of better adherence to practice guidelines.

Clinical Practice Guidelines and Physician Prescribing Autonomy

RPA believes that clinical practice guidelines in renal care, like those in other
medical disciplines, should be evaluated on the basis of the strength of evidence, an
assessment of harms and benefits, and should benefit from robust physician and
other multidisciplinary input and review. Guidelines developed with these consider-
ations in mind can only enhance the delivery of high quality patient care and help
ensure kidney patient safety. RPA also believes that the current body of literature
in the area of anemia management fulfills these criteria, and forms a solid founda-
tion for public policy making efforts such as the Centers for Medicare and Medicaid
Services (CMS) EPO Monitoring Policy (EMP). Further, it is our opinion that the
CHOIR and CREATE studies published in the New England Journal of Medicine
last year, once subjected to the full measure of robust scientific review, will likely
represent an important addition to this already significant body of literature, and
ShOll;lld be considered thoughtfully and thoroughly by care providers and policy-
makers.

However, it is important to remember that clinical practice guidelines are just
that: guidelines, not required protocols. Because every patient is unique, when it
comes to ESA dosing, each patient must be considered individually—not in the ag-
gregate. Clinical decisions and prescription choices must be made one patient at a
time—based on what options provide that patient with the best outcomes possible.

The most important determining factor in the care of the patient, above all,
should be the physician’s clinical judgment considered in the context of the physi-
cian-patient relationship. We believe that it is of paramount importance to maintain
the physician’s autonomy and ability to exercise clinical judgment in prescribing for
the individual patient. Decisions for the individual may be different than practice
guidelines advise because of individual clinical evaluation and specific patient
needs, taking into account a wide range of factors, including the age of the patient
and the severity of kidney disease. This is a fundamental and well-recognized clin-
ical principle in medicine, and it is mandatory that it be maintained and protected.
RPA believes the CMS’ EPO Monitoring Policy accounts for such use of the physi-
cian’s clinical judgment.

Variability in ESRD Patient Hemoglobin Levels

Recent studies warn that kidney failure patients should not have high blood
counts, noting that a group of patients with high blood counts in general carried
a higher risk than patients with lower blood counts. But my experience with one
of my patients shows how patient-centered care sometimes should deviate from
guideline-advised care. I have a 52-year-old patient who is in kidney failure. When
his blood count is less than 36 percent, he feels tired and washed out and experi-
ences chest pain. When EPO raises his blood count to 38 percent, he feels like a
healthy man; he functions better and feels more productive. The differences are so
prominent to him that he tells me what his blood count is before I have a chance
to measure it. For this particular patient, a higher blood count is what he needs
in order to function normally. My patient knows that the recent studies warn about
the long-term side effects of these higher blood counts, but he also knows he needs
these levels to function normally. His choice and mine for enough EPO to maintain
higher blood counts is the right choice.

RPA believes that in the recent discourse on national coverage of EPO, the critical
issue of variability of individual patient response to EPO dose has been understated.
As we have noted in correspondence to CMS, attempts to assess or quantify indi-
vidual sensitivities (i.e. responsiveness) to EPO at a narrow level have not been suc-
cessful. Therefore, there is no single, predictable response to a given dose of EPO,
a fact that accounts for the wide range in individual responses to treatment. As a
result, in the aggregate it is physiologically not rational to tailor a normal distribu-
tion of patient responses to a payment limit: such a paradigm cannot be successful
in delivering optimal treatment with sophisticated agents to complicated patients.
Payment limits structured in this fashion place emphasis on the wrong arm of ther-
apy: emphasis should be placed rather on reducing the number of patients with low
hematocrits/hemoglobins (>30%/10 gm/dL). At the same time, Medical coverage pol-
icy should strive to maintain levels in all patients > 11 gm/dL, given the ample data
disclosing the adverse short and long-term effects to patients with persistent ane-
mia. Simply put, overemphasis on monitoring patients at the upper end of the range
should not create problems for patients at the lower end, and RPA believes that the
current CMS EPO Monitoring Policy strives to avoid such problems in the broad
Medicare ESRD beneficiary population.
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Misperceptions Regarding EPO Reimbursement

Finally, RPA would also like to take this opportunity to dispel some common
misperceptions regarding reimbursement for erythropoietin. There have been arti-
cles in both the mainstream and medical trade press implying that nephrologists
have a financial incentive to prescribe higher doses of erythropoietin to ESRD pa-
tients. This is simply not true. Nephrologists prescribe EPO based on their clinical
judgment of what will optimize the individual patient’s hemoglobin level. Moreover,
it is the dialysis facility that receives reimbursement for EPO prescribed to ESRD
patients, not the nephrologist. Any inference that the nephrologist will personally
benefit from prescribing higher doses of EPO, or any drug, to ESRD patients is flat
wrong.

Conclusion

In conclusion, RPA supports the use of clinical practice guidelines in the develop-
ment of protocols enhancing the delivery of high quality patient care, but believes
they must be considered in the context of the physician’s clinical judgment. RPA be-
lieves that physician prescribing autonomy must be maintained, and that the varia-
bility in ESRD patient hemoglobin levels must be taken into account in the develop-
ment of national coverage policy for EPO.

As always, RPA stands ready to serve as a resource as the Committee works to
ensure the best possible health outcomes and quality of life for Medicare bene-
ficiaries with ESRD. (Check this out)

——

Chairman STARK. Thank you. I agree with you, Dr. Kliger, it
seems quite obvious that the physician should establish a protocol
for each individual patient, variations. But what about physicians
who sign standing orders with the two big—with DaVita and
Fresenius? Is that—do you approve of that?

Dr. KLIGER. The standing orders, as I understand them, largely
were established according to the evidence-based guidelines that
came down from the original KDOQI plan. But I certainly agree
with you that signing on to something that is set up somehow out-
side of a physician’s judgment is not appropriate.

Physicians are responsible for all of the orders they sign. The al-
gorithms of care that some of the chains have, and in fact some of
the drug companies have as well, were done according to the rec-
ommendations of the guidelines and were meant to be an aid to
physicians in making the best prescriptions. But I surely agree
with you that in the final analysis, it is the physician who has that
responsibility.

Chairman STARK. Dr. Singh, you've talked about the differences
in management practices in two dialysis chains, really what we're
talking about this morning. Can you comment on what—how you
observe these practices and whether—what’s beneficial and what’s
harmful?

Dr. SINGH. Chairman Stark, generally what happens in dialysis
chains is that there are centralized corporate Committees that take
into account some of the prevailing guidelines as well as some opin-
ions of their own individual medical directors, as well as corporate
staff, and formulate guidelines for anemia management. These
guidelines generally get translated into standing orders, which is
signed off frequently by the medical director of a dialysis facility
and then subsequently monitored at many dialysis facilities by an
anemia nurse.

Different dialysis chains have different ways to put together
these guidelines, and these guidelines differ from one chain to the
other. If you look at the dialysis guidelines with regard to ESAs at
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DCI, a not-for-profit facility, the company gives medical directors a
lot of autonomy in deciding what they should be doing in their own
patients. So, for example, in our DCI unit, we hold EPO at hemo-
globin levels above 12 grams per deciliter. We do not give EPO. We
discontinue it at that level or higher.

In contrast, for example, in the DaVita chain, the corporate
guidelines say that hemoglobin levels can—certainly should be tar-
geted between 11 to 12 grams, but that there is only a 10-percent
reduction in EPO when the hemoglobin level exceeds 13 grams. So
there is tremendous variability between different chains and what
is in the standing orders between different chains.

My own perspective is exactly the same as actually Dr. Kliger’s,
that dialysis physicians need to be able to individualize the anemia
management for their patients, because patients are different. And
I think that there have been some unfortunate consequences of in-
stituting standing orders and these rather restrictive guidelines
with respect to anemia in terms of the hemoglobin levels that are
achieved, and I think in part explains why hemoglobin levels and
EPO doses at the DaVita units, for example, as shown by Dr.
Cotter’s research, are much higher than in DCI, which is much
lower.

Chairman STARK. Okay. Let me try this. In Southern Cali-
fornia, Kaiser contracts with Fresenius, okay. Same centers that
other people walk into that Medicare may be paying for directly.
But Kaiser has—first of all, it requires "subcutaneous”, and also it
has their own guidelines in terms of dosage and monitoring. And
I don’t know that anybody’s ever complained, and I'd ask any of
you, that theirs is lower quality. As a matter of fact, I suspect it’s
rather high quality. And theyre saving a couple of grand, two,
three, four grand per patient per year, with a bundled payment.

Now, help me there. Why is what Kaiser is doing bad? Dr.
Kliger?

Dr. KLIGER. I wouldn’t characterize it as bad.

Chairman STARK. No, and it saves money.

Dr. KLIGER. Right. You know, first of all——

Chairman STARK. Okay. But then—now help me. I look at that
and say, well, why couldn’t we do that? Assuming some very strict
assumptions. I have a hunch that Kaiser may do its own moni-
toring. So it has its own quality standards. Maybe they’re the
same, but they supervise it perhaps more closely than some Medi-
care intermediary might. Item one.

Two, they are willing to vary the payments. Now I'm as a—peo-
ple have talked today about, oh, dear me, if we have bundling, we
will underserve. We'll cut the dosage. Well, that hasn’t happened
in this case, and my guess is we could protect against that, and
we’d probably get AMGEN’s help in designing a system that would
guarantee we don’t under-dose.

You know, it seems to me, the pendulum, we can overdose or
under-dose, and we can have financial incentives that push us ei-
ther way, and we shouldn’t. We should let you and you decide
what’s best and hit for that standard. Now, I'm going to talk to you
about the guy with the quality of life, because my medical mari-
juana people would like to enlist your help on this idea of quality
of life on the same rubric. But—and I understand. As I say, a pa-
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tient feels good. That’s an important thing, and if the patient un-
derstands, and I gather you’ve said that he or she does, whatever
risks might be there, and really clearly understands them, I think
that’s great.

If I could get to one other issue that’s come up, the issue of basi-
cally of minority or non-white patients and the difference in treat-
ment. Ms. Robinson, your group and the groups—are you rep-
resentative of the patient population in terms of minority members
and——

Ms. ROBINSON. We are. We represent over a million patients
a year with our services and by our own survey of data, we rep-
resent the population almost identically to the population at large
in renal disease.

Chairman STARK. Dr. Singh, in my district in Alameda County,
I perhaps have a third of my constituents—40 percent are either
Asian or Indo-American. I think most of the physicians in my dis-
trict are Indo-American. But is there, as our first witness today in-
dicated, for African Americans, are there different general charac-
teristics among various ethnic or racial groups that you all—be-
tween Asian or Native Americans or African Americans? Is
that

Dr. SINGH. With regards to achieving certain quality param-
eters such as anemia management of dialysis adequacy or iron
management, or vitamin D management, these are important com-
plications of kidney failure, there is no evidence that has made the
compelling case that we should treat certain races differently than
others.

Certainly you could argue that we need to investigate more and
do studies that explore this issue more robustly. But there’s cer-
tainly no evidence that I'm aware of with respect to anemia man-
agement, for example, that African American individuals or indi-
viduals of Asian origin should be treated differently or to different
hemoglobin levels than patients who are all white Americans.

Chairman STARK. Would you agree with that, Dr. Kliger?

Dr. KLIGER. I surely agree with that. There is one interesting
study that was published in 2005 looking at the ESA requirements
for African Americans versus whites was interesting in that among
the nonsmokers

Chairman STARK. Yeah.

Dr. KLIGER. You had alluded to that before.

Chairman STARK. Yes.

Dr. KLIGER. This one study suggest that the dose of ESAs re-
quired to get to the same hemoglobin level was somewhat higher
in nonsmoking African Americans.

Chairman STARK. And it seems to me that kind of a study
would alert both of you physicians to say, if I have a smoking Afri-
can—can’t talk about a smoking, I at least ought to be monitoring
the dosage levels very closely, because this could cause a problem.
Is that—I mean, that’s the way doctors think, I believe.

Dr. KLIGER. Sure. Sure. And also alert us that it may be that
those patients might require somewhat higher doses of ESAs to get
to the same level.

Dr. SINGH. Can I just add to that? I think it’s very important
to emphasize that there are major limitations with observational or
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retrospective data that emerges with respect to kidney disease pa-
tients. So, for example, observational data had suggested that high-
er hemoglobins are beneficial to patients with kidney disease, and
in fact the randomized control study showed precisely the opposite.

So I think before we conclude, based on observational data, that
one group should be treated differently to another group, we really
do need to try and get it confirmed in randomized control studies,
and I think this would be a plea for us to actually get more support
for funding of research that allows us to do these type of investiga-
tions.

Chairman STARK. Agreed. Let me ask if you'd like to inquire.
Mr. Johnson has been waiting patiently.

Mr. JOHNSON. Thank you, Mr. Chairman. Dr. Kliger, I under-
stand that fluctuations in hemoglobin are fairly common, and I
think it’s important that we try to keep that in mind when we
make changes. In fact, I've heard the analogy that adjusting hemo-
globin levels in patients is from my viewpoint kind of like landing
on an aircraft carrier at night. It’s tough.

So you can provide your views as a nephrologist on the difficulty
of maintaining patients in this range? In addition, what are the sit-
uations where patients with ESRD could still experience temporary
excursions above 12?

Dr. KLIGER. Well, there’s always going to be, because of the bio-
logic variation in response to the ESAs, there will always be a dis-
tribution of blood counts, given the same overall approach to ther-
apy. So that trying to maintain all patients, for example, in the
very narrow range between say 11 and 12 grams percent, would
really prove to be very difficult or perhaps even impossible. So that
the truth is that any policy that you make that will tend to stop
the upper end dangers will also shift the curve toward the left and
undergo the possibility of more patients with the lower blood pan-
els, with the lower hemoglobin levels.

Because of that variability, we really have to be critical in watch-
ing the responses, monitoring the responses of our patients and
acting accordingly. Dr. Singh, of course, is right. In fact, as Kris
was, that when patients get into those upper levels that reducing
the does is important, but the response to that reduction varies.
Some patients stay for a longer time at higher levels. Some fold
very quickly. It’s that variability that’s really at the heart of the
patient-doctor decisions about the best care.

Mr. JOHNSON. Thank you. Ms. Robinson, I think it’s important
to focus on ways to improve the quality of care, as I'm sure you do,
and there’s been a ton of studies on—that suggest more frequent
dialysis, which is often provided in the patient’s own home, might
significantly reduce the need for EPO and other medications.

Can you tell us how often home dialysis is used by dialysis pa-
tients and what are the benefits for the patient and what can we
do to increase the utilization by Medicare?

Ms. ROBINSON. It’s a very small population who are currently
dialyzing at home, whether that’s home hemodialysis or

Mr. JOHNSON. What kind of percentage would you guess?

Ms. ROBINSON. Probably less than 10 percent, including peri-
toneal dialysis. But there are a lot of benefits.

Mr. JOHNSON. But it’s a fairly recent thing, too?
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Ms. ROBINSON. It is. Absolutely. The home daily hemodialysis
is really quite recent. And what patients are finding is not only are
their outcomes better, but they’re feeling better. They’re able to
be—continue with their work. They’re able to be active in their
community. And one of the best things is they can dialyze on a
schedule that is good for them, whether it be when they come home
in the evening.

So they really do have much better outcomes, and theyre in the
hospital less, and they use less medication, and they cost less
money because they don’t use the nursing population as much.

Mr. JOHNSON. Okay. So you’re an advocate of that?

Ms. ROBINSON. I'm a huge advocate, correct.

Mr. JOHNSON. So am I. So am I.

Ms. ROBINSON. Thank you.

Mr. JOHNSON. Dr. Singh, in your testimony last December be-
fore the Ways and Means Committee, you talked about bundling,
and there’s been a good deal of discussion on that today. The dif-
ficulties of establishing the proper case mix to account for certain
patient variability parameters. Have you considered how the case
mix adjust a bundled payment to avoid unintended consequences
for small providers and patients?

Dr. SINGH. Thank you. I continue to believe that there needs to
be adjustment according to risk and geography for—in designing a
system, a bundled system of payment, because I agree with you
that we should not place at risk providers who provide care for pa-
tients in remote areas, rural areas, or in inner city indigent areas
where it may or may not be easy to treat these patients.

But I do believe that one can achieve that. One can accomplish
that by modeling current CMS data. And I was interested to hear
Ms. Norwalk talking about this, that they have in fact developed
regression models which adjust for a number of these factors to try
and accomplish this.

I think that the best way to do it is to actually implement a sys-
tem, because there are certain limitations with doing demonstra-
tion projects. Because these demonstration projects select different
regions or tend to select different regions, I think that one needs
to implement a system, one needs to have an open mind about
what that—about adjusting that system to handle some of the
issues that come out of it.

But I do think that a key aspect of that will be to adjust for fac-
tors such as case mix, geography, so that you don’t put certain peo-
ple out of business because they happen to provide care in an area
where it may not be feasible to otherwise provide care. And I do
believe a system can be designed to accomplish that, and I be-
lieve—and I was very pleased to hear that in fact CMS appears to
have accomplished that.

Mr. JOHNSON. Thank you, sir. Thank you, Mr. Chairman.

Chairman STARK. Mr. Camp?

Mr. CAMP. Well, thank you, Mr. Chairman. Thank you all for
your testimony and for being here today. Dr. Kliger, does Medicare
currently address either education or prevention programs for pa-
tients with chronic kidney disease? And how should we modify ex-
isting programs to ensure that patients receive the best care pos-
sible?
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Dr. KLIGER. It’'s a great question. We surely don’t have suffi-
cient funding for education programs. With so many Americans
with kidney failure, most of whom don’t even know that they have
it yet, we clearly need to invest more of our resources at getting
at the roots of renal disease early. Educating people into knowing
what their number is, knowing what their estimated kidney func-
tion is. Knowing whether they have high blood pressure, knowing
whether they have diabetes, that they’re getting appropriate treat-
ment for each.

And then for those people who have chronic kidney disease and
approach the need for dialysis, critically important is the education
about patient-centered choices, the choices that they have about
modes of treatment, including home dialysis, home peritoneal di-
alysis, hemodialysis, kidney transplantation.

So I surely think that we need to do more and that CMS should
do more to support those.

Mr. CAMP. We heard Mr. Johnson mention the CMS published
proposed national coverage decision for the administration of ESAs
in regard to hemoglobin and hematocrit levels for cancer patients
with anemia. But you state in your testimony that it’'s paramount
to maintain the physicians’s autonomy and ability to exercise clin-
ical judgment in prescribing for the individual patient.

And from your experience, have you found that dialysis facilities
disregard physician ESA recommendations on dosing, or do they in-
sert their own judgment in those areas?

Dr. KLIGER. Both physicians and facilities I believe are guided
by the evidence-based guidelines that have been published that use
the best evidence that we have to come up with algorithms of care.
It’s not a matter of done independent of neither group, neither phy-
sicians nor facilities make up their own minds or should be making
up their own minds about that, but rather be utilizing those evi-
dence-based guidelines.

As new evidence comes along, like Dr. Singh’s study, those evi-
dence-based guidelines need to be revised, considered but continue
to be the main source of the authority for both facilities and physi-
cians to be making those best decisions.

Mr. CAMP. And, Ms. Robinson, do you have any comment on the
new CMS guidelines?

Ms. ROBINSON. For ESA dosing?

Mr. CAMP. Yes, for ESA dosing.

Ms. ROBINSON. We feel very strongly that they should coincide
with the FDA guidelines for ESA dosing. That’s extremely impor-
tant to us. We don’t want to see patients under-dosed or overdosed,
but we do want to see them in the 11 to 12 range, understanding
that there is variability and sometimes they’ll go over.

Mr. CAMP. Well, aren’t those different approaches, one is a pay-
ment guideline and one is a treatment guideline? Do you see those
as—you don’t see those as different approaches?

Ms. ROBINSON. Not necessarily, because if there’s the oppor-
tunity to pay at a higher level, then you want to ensure that the
physician is still dosing with regard to the FDA guidelines. So,
that, you know, based on the payment policy, you'd still want to
make sure that the physician isn’t dosing above 13 for several
months.
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Mr. CAMP. Well, given the testimony we heard earlier, it may
take several months to come down to that level. And so, therefore,
the reimbursement rate is a bit higher, at least in their advisory
p}zllne‘z?l. Either Dr. Singh or Dr. Kliger, do you want to comment on
that?

Dr. SINGH. I think that it is true that it does—that you cannot
immediately see a response when you adjust the dose of ESAs, but
I think it’s remarkable that there are still a fairly reasonable num-
ber of patients that have persistently elevated hemoglobin levels,
and that this number seems to have grown since the Medicare re-
imbursement guidelines were changed in April 2006.

So I think that if the intent of the Medicare reimbursement
guidelines was to reduce people who had hemoglobin levels persist-
ently above 13, that hasn’t worked, because Ms. Norwalk herself in
testimony today indicated that the percentage has actually in-
creased somewhat. And in fact, in DCI’s, our own data which we’ve
looked at, the amount has—you know, the proportion has gone up
since these guidelines were introduced.

Mr. CAMP. Yes. And, Dr. Kliger, if you could comment. But it
does seem to me that everything we’ve heard in terms of medicine
is about individualizing medicine in the future, and if we have a
national standard at a certain level, what does that do to the indi-
vidual patient? But Dr. Kliger, I'd like to hear your comments.

Dr. KLIGER. Well, Congressman, I think that your point is very
well taken. That is that we clearly need to have targets of therapy,
good clinical guideline targets. But the payment policy needs to
take into consideration that variation, that targets are not hit as
a bullseye. Targets are hit in a wider range, and the payment pol-
icy needs to be there to encourage the appropriate use and prevent
the harmful effects of the medicine, but nonetheless recognize that
variability.

Mr. CAMP. All right. Thank you. I see my time has expired.
Thank you, Mr. Chairman.

Chairman STARK. I just wanted to make sure that I emphasize
that Ms. Robinson, your group supports the use of "subcutaneous”
administration?

Ms. ROBINSON. Yes we do.

Chairman STARK. There may be cases when that’s not called for
by the physician.

Ms. ROBINSON. Right.

Chairman STARK. But in general, you don’t have an objection?

Ms. ROBINSON. We do. When we surveyed patients, they were
willing to do it, overwhelmingly willing to do “subcut”. If they un-
derstood from their physician in a discussion why it was more ef-
fective, which it is, why it might be cost efficient and how they’ll
have better outcomes overall. So, yes.

Chairman STARK. And you support bundled payments but also
strong review of—to ensure quality if we are involved?

Ms. ROBINSON. Absolutely. And also to ensure that patients
aren’t discriminated against by facilities because they may be sick-
er patients.

Chairman STARK. Okay. If I can digress for a minute, Dr.
Kliger, you had suggested that we want to educate and be alert to
the causes of kidney problems. Do you think—and Dr. Singh can—
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that those of us who are on various cholesterol-lowering medicine
are reasonably alerted to the fact that in some cases, that could
cause kidney problems? Do you think in general that we are—those
of us who are trying to keep our cholesterol down using these
drugs, knowing that in some cases they can cause kidney problems.
Is there enough information abroad in the land?

Dr. SINGH. I think certainly one of the issues that we do rely
on is the FDA to try and alert us, because they have a very—a
good system of—a Medwatch system that allows us—the FDA to
monitor side effects after post-marketing of a drug. And there were
reports that in fact there was some concerns with regards to cer-
tain statin or a certain statin agent that might be associated with
increased risk. However, I feel that the systems that we have in
place currently are good at at least detecting these issues.

I think the much more challenging issue is, once you detect this,
what does the FDA do about it? And I think that that’s something
that has been addressed most recently by the Institute of Medicine.
That’s something that I think the Congress is also considering
whether to empower the FDA to deal with this in different ways.

I think that’s even germane to the ESA issue. The first study on
ESA safety was published in 1998 in the New England Journal,
showing increased risk in dialysis patients, and we are 9 years
later, and we’re debating this issue when the first study showing
increased risk was over, you know, was 9 years ago. So I do think
that, you know, post-marketing surveillance is important, whether
it’s important for statins, as you suggest, or it’s important for
ESAs. And I think we should rely on Federal agencies such as the
FDA adequately empowered to work on our behalf to make sure
that patients are kept safe.

Chairman STARK. Are you comfortable with that, Dr. Kliger?

Dr. KLIGER. Yeah, I surely agree. I guess one of the things that
it points out is really how complex this is. Because what you have
is confounding of people with heart disease, high cholesterol, those
other things, all of which predispose to kidney disease and kidney
failure. And understanding and sorting out what is a side effect of
a medicine or a result of the complex medical conditions can be
very difficult.

Chairman STARK. Okay. Let me digress one more time while I
have two nephrologists here. You both are familiar with AIDS
treatment, right? We had some testimony not so long ago that in
the Part D program, some of the providers, the benefit providers,
are in effect discriminating against the anti-retroviral drugs, and
either they’re raising the price or not being too excited about en-
rolling patients with AIDS.

Should we not, in your opinion, in any of our pharmaceutical pro-
grams, make sure that these anti-retroviral drugs are available to
AIDS patients? Is there any reason we shouldn’t?

Dr. KLIGER. Yes, sir. I agree with you.

Chairman STARK. Okay.

Dr. SINGH. I agree with you.

Chairman STARK. One more. And you may not agree to this one.
Are we close, and could you make a case, and if there’s any re-
search, let me know, that perhaps we ought to treat HIV in terms
of how we pay for it the same way we do end-stage renal disease?
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Dr. KLIGER. You’re not going to get an easy answer from me.
I'd have to think about it, what you mean by that and how——

Chairman STARK. Well, it’s a disabling disease. It’s the only, if
you will, socialized medicine that we have in this country. End-
stage renal disease, young, old, the government pays for it, right?
I mean, there’s a little bit of private insurance at the beginning,
but basically, it’s the only thing I know of that we pay for univer-
sally.

Should—can you make a case that it would be good both social
and economic, and/or economic policy? And you may not know. I'd
love to hear your opinion, that we ought to include HIV patients
and treat them in the same way? Not necessarily under the ESRD,
but that if you've got it, your insurance may cover it for a year or
two and then we pay for it in a Federally funded program?

Dr. SINGH. Chairman Stark, I would suggest to you that in fact
the Federal support for the ESRD program is really a beacon of
what can and should be considered for a number of conditions
where groups of patients are affected. I think that it’s been an ab-
solutely huge success that the government has paid for dialysis and
related services in patients, and I think that it just shows that it
can be done. And I think if you are arguing that HIV is a condition,
like many other conditions, chronic diseases, where it’s very dif-
ficult to get support from either private insurers or to get help if
you’re uninsured. And I do think that the Federal Government has
an example in ESRD where it can be done, and it can be done suc-
cessful, you know, not withstanding tweaking that needs to be
done, of course.

But it’s been a hugely successful program in terms of its achieve-
ment of quality, where I think—tell me a program where the gov-
ernment pays for it and there’s people, you know, there are quality
measures and there’s attempts by large numbers of doctors and
providers to try and achieve quality parameters in patients. I think
it’s just an inspiring example of what can be done.

Dr. KLIGER. Well, actually, you know, as a physician, I'd love
to see HIV underwritten and supported for all. I'd like to see diabe-
tes underwritten and supported for all. I'd like to see hypertension
underwritten and supported for all. So the truth is, of course, as
an advocate of my patients, I tell you guys here on Capitol Hill,
you bet. That’s what I’d want. But, obviously, the practical question
then is where do you really draw the line and how do you know
how to best invest the limited resources that we have?

Chairman STARK. Thank you. Thank you very much. If there
are no further comments or questions, I want to again thank the
panel for their participation and patience. You've been very helpful.
And the hearing is adjourned.

[Whereupon, at 1:05 p.m., the Subcommittee was adjourned.]

[Submissions for the record]

Statement of Amgen

Amgen is pleased to submit this written testimony for the record with regard to
the use of Erythropoiesis-Stimulating Agents (ESAs) in Medicare beneficiaries with
End-Stage Renal Disease (ESRD).

Amgen has pioneered the development of innovative medicines—ESAs—that safe-
ly and effectively treat anemia when used according to the U.S. Food and Drug Ad-
ministration (FDA)-approved prescribing information. EPOGEN® (Epoetin alfa) is



156

an ESA developed by Amgen scientists using recombinant DNA technology which
has the same biological effects as naturally occurring erythropoietin. Nearly every
patient with ESRD does not produce adequate amounts of erythropoietin, and con-
sequently suffers from anemia (lack of red blood cells). EPOGENC has been shown
to increase hemoglobin levels (amount of red blood cells) and reduce the need for
red blood cell transfusions; indeed the development of EPOGENT as a therapeutic
has been hailed as one of the major breakthroughs in treatment for dialysis pa-
tients.

Over recent months, new clinical trials published in November 2006 have raised
important questions regarding the safe and appropriate use of ESAs in patients
with kidney disease. These questions primarily arose from two studies conducted in
non-dialysis patients with kidney disease,! and were also influenced by an earlier
study, the Normal Hematocrit Cardiac Trial (NHCT) published in 1998, that was
conducted in hemodialysis patients with pre-existing chronic heart failure or
ischemic heart disease.2

It is important to note that all three of these studies evaluated ESAs when used
to target hemoglobin levels that are higher than those recommended in the FDA-
approved product labels.

Additionally, several recent oncology studies highlighted important potential safe-
ty risks of ESAs when used in off-label and experimental conditions—related to the
potential for tumor progression and decreased survival. These issues are not directly
relevant to dialysis patients who receive ESAs as physiologic replacement therapy,
a very different situation that in cancer patients receiving cytotoxic chemotherapy.

On March 9, 2007, the FDA and Amgen announced that a black box safety warn-
ing was being added to all ESA labels, including new guidance for dosing and ad-
ministration. Amgen immediately sent letters to all prescribing physicians and di-
rected our professional staff to communicate these changes in full to prescribers.
Amgen also sent letters to all physician prescribers in November 2006 commu-
nicating the results of two recent studies in non-dialysis patients with kidney dis-
ease.

These important safety issues will be discussed at a joint meeting of the FDA Car-
diovascular and Renal Drug Advisory Committee and the Drug Safety Advisory
Committee in September.

Amgen is committed to ensuring that our ESA medications are used in the most
safe and effective manner. Amgen takes the recent questions that have arisen based
on the results of the clinical trials conducted in patients with kidney disease not
on dialysis targeting hemoglobin levels above 13 g/dL very seriously, and has under-
taken a thorough review of all available clinical evidence. We appreciate this oppor-
tunity to comment on these important questions about the safe and appropriate uti-
lization of ESAs in ESRD in this written testimony.

THE BENEFITS OF EPOGEN" AND ANEMIA THERAPY IN ESRD

EPOGENU has revolutionized the treatment of anemia in dialysis patients, while
virtually eliminating the need for red blood transfusions that compromise the poten-
tial for subsequent successful kidney transplantation.

Anemia affects approximately 9 out of every 10 dialysis patients, and is a con-
sequence of reduced production of the hormone erythropoietin by the kidney. ESRD
patients with anemia can suffer from fatigue and weakness. Dialysis patients with
anemia are at significantly higher risk for cardiovascular events, such as heart at-
tack or stroke, and are more likely to die than dialysis patients without anemia.
Anemia, defined as a hemoglobin concentration below 11 g/dL, is associated with in-
creased risk of hospitalization and death. As a result of this increased risk for hos-
pitalization, Medicare beneficiaries with hemoglobin concentrations less than 11 g/
dL incur higher costs and healthcare utilization: Collins et al demonstrated that
Medicare member-per-month expenditures for patients with hematocrit values 30%
to > 33% (hemoglobin 10 to > 11 g/dL) were 10.6% higher than for patients with
hematocrit values 33% to > 36% (hemoglobin 11 to > 12 g/dL).3

1Singh AK, Szczech L, Tang KL, et al. Correction of anemia with epoetin alfa in chronic kid-
ney disease. N Engl J Med. 2006;355:2085-98; Driieke TB, Locatelli F, Clyne N, et al, for the
CREATE Investigators. Normalization of hemoglobin level in patients with chronic kidney dis-
ease and anemia. N Engl J Med. 2006;355:2071-84.

2Besarab A, Bolton WK, Browne JK, et al. The effects of normal as compared with low hem-
atocrit values in patients with cardiac disease who are receiving hemodialysis and epoetin. N
Engl J Med. 1998;339(9):584-90.

3Collins AJ, Li S, St Peter W, et al. Death, hospitalization, and economic associations among
incident hemodialysis patients with hematocrit values of 36 to 39%. J Am Soc Nephrol.
2001;12(11):2465-73.
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Before the availability of EPOGENY more than a decade and a half ago, physi-
cians had few options for treating anemia in dialysis patients, and had to rely on
blood transfusions. Unfortunately, blood transfusions put patients at risk for com-
plications such as blood-borne infections, iron overload, and antibody responses that
limit the chances for a successful kidney transplant.

EPOGENU, a genetically engineered form of erythropoietin, has the same biologi-
cal effect as naturally occurring erythropoietin. EPOGENC dramatically reduces the
need for red blood cell transfusions. In the EPOGENE registrational clinical trials
that targeted hematocrit levels between 32% and 38% (hemoglobin 10.7 to 12.7 g/
dL), the percentage of patients requiring red blood cell transfusions was reduced
from 55% at study inception to 0%—4% following 13-24 weeks of therapy.* When
used as directed by the FDA-approved package insert, EPOGENY has been shown
to be safe and effective in multiple clinical trials, and has over a decade and half
of safety monitoring in real-world use in almost 1.4 million dialysis patients for a
total exposure of approximately 3.8 million patient-years.

PATIENT SAFETY AND QUALITY OF CARE ISSUES RAISED BY THE
COMMITTEE

The nephrology community consensus is that a hemoglobin target range of 11 to
12 g/dL minimizes risk and maximizes benefit in ESRD patients, but due to the se-
verity of additional disease burden and inherent natural hemoglobin variability, di-
alysis patients are difficult to consistently maintain within this relatively narrow
hemoglobin range.

Recently, the National Kidney Foundation’s Kidney Disease Outcomes Quality
Initiative (NKF-KDOQI™) Anemia Working Group reviewed all of the published
clinical trial data to date. This analysis included the two recent trials and the one
older trial that have raised these safety issues. They examined clinical outcomes as-
sociated with higher or lower hemoglobin targets including the NHCT in hemo-
dialysis patients with chronic heart failure or ischemic heart disease, the Correction
of Hemoglobin and Outcomes in Renal Insufficiency (CHOIR) study, and the Cardio-
vascular Risk Reduction by Early Anemia Treatment with Epoetin Beta (CREATE)
study. Based on this review, the NKF-KDOQI™ Anemia Work Group recommended
that physicians target a hemoglobin in the range of 11 to 12 g/dL, and also stipu-
lated that the target not be above 13 g/dL.5

It is important to recognize that dialysis patients are seriously ill. Seventy percent
of patients are on dialysis as a result of diabetes and hypertension.¢ These two con-
ditions are also risk factors for cardiovascular disease. Cardiovascular complications
are endemic in dialysis patients, and account for the high rate of morbidity and
mortality in this fragile population.” In addition, inter-current events such as hos-
pitalization and infection often lead to frequent episodes of inflammation, a condi-
E%& which can dramatically decrease an individual patient’s responsiveness to

S.

Because of the general poor health status of a typical dialysis patient and the nat-
ural variability in patient hemoglobin levels, it is difficult to consistently maintain
hemoglobin within a narrow band such as between 11 and 12 g/dL.8 Consequently,
physicians write anemia management protocols to target a specific hemoglobin range
with the intent of maximizing the number of patients with achieved hemoglobin con-
centrations within this targeted range. However, due to hemoglobin variability, pa-
tients targeted to a specific hemoglobin range will at various times have achieved
hemoglobin concentrations that are above and below the target at various times.

Worse patient outcomes such as cardiovascular events or death have been consist-
ently shown to be associated with hemoglobin levels below 11 g/dL compared with
temporary excursions above 12 g/dL.

It is well documented in both domestic and international studies that hemoglobin
levels of less than 11 g/dL in dialysis patients are associated with increased hos-
pitalization, healthcare expenditure, and mortality.?

4 Amgen data on file.

5National Kidney Foundation-Kidney Disease Outcomes Quality Initiative (NKF-KDOQI™).
KDOQI clinical practice guideline and clinical practice recommendations for anemia in chronic
kidney disease: 2007 update of haemoglobin. (Draft under review).

6 USRDS Annual Data Report 2006.

7Sarnak MJ. Cardiovascular complications in chronic kidney disease. Am J Kidney Dis.
41(S5):S11-S17.

8 Fishbane S and Berns JS. Hemoglobin cycling in hemodialysis patients treated with recom-
binant human erythropoietin. Kidney Intt. 2005;68(3):1337—43.

9Wolfe RA, Hulbert-Shearon TE, Ashby VB, et al. Improvements in dialysis patient mortality
are associated with improvements in urea reduction ratio and hematocrit, 1999 to 2002. Am

Continued
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In a recent study using United States Renal Data System (USRDS) data, Gilbert-
son et al demonstrated that patients with hemoglobin concentrations below 11 g/dL
have the greatest risk for adverse clinical outcomes, and even transiently low hemo-
globin concentrations are associated with worse outcomes than transiently high or
persistently high hemoglobin concentrations above 12.5 g/dL.1°© Thus, these tem-
porary high excursions must not be confused with the risks observed with targeting
patient hemoglobin levels greater than 13 g/dL as was done in both the NHCT study
in dialysis patients and the CREATE and CHOIR studies in nondialysis patients
with kidney disease.

As a result of the numerous analyses demonstrating that achievement of hemo-
globin levels below 11 g/dL is associated with adverse clinical outcomes, physicians
strive to achieve maximum benefit by decreasing the percentage of patients with he-
moglobin levels less than 11 g/dL at any time. Furthermore, CMS has independently
established the percentage of patients with hemoglobin levels above 11 g/dL as a
Clinical Performance Measure (CPM) for all dialysis clinics, and publishes this data
on its website. Finally, the community and CMS recognize that when striving to
achieve hemoglobin levels above 11 g/dL, hemoglobin concentrations fluctuate and
often exceed the upper bound of the target range, temporarily.

The majority of patients are not being maintained at hemoglobin levels above 12
g/dL.

As discussed above, dialysis patients exhibit extensive variability in hemoglobin
levels. ESAs are titratable drugs and ESA doses are adjusted in response to changes
in patient hemoglobin concentrations over time in dynamic fashion. Targeting a he-
moglobin in a dialysis patient is not like setting the cruise control in your car; it
involves constant monitoring and ESA dose adjustments when hemoglobin values
fall out of range. A number of studies in dialysis patients have provided a cross-
sectional, or “snapshot”, view of hemoglobin concentrations for the entire dialysis
population showing that at a single point in time, 50% of patients may have hemo-
globin levels above 12 g/dL. However, because the majority of these hemoglobin con-
centrations above 12 g/dL are only transient, this snapshot view of the data does
not accurately describe the natural fluctuations in patient hemoglobin levels over
time, nor does it capture the consistent pattern of physician-directed ESA dose ad-
justment in response to out of target hemoglobin levels. The majority of physicians
seek to achieve hemoglobin levels of greater than 11 g/dL and less than or equal
to 12 g/dL.

Due to hemoglobin variability, 90% of patients have hemoglobin levels that move
from within the recommended targeted hemoglobin range (11 to 12 g/dL) to above
or below the targeted range over time when the data are looked at longitudinally
instead of cross-sectionally. This is the difference between a “snapshot” (cross-sec-
tional point in time) versus a “movie” (longitudinal view over time).1! This critically
differentiating concept was illustrated by Ebben et al in an analysis examining
152,846 patients over a 6 month period in 2003. The study found that only 2.0%
of patients had hemoglobin levels that were persistently maintained at greater than
12.5 g/dL for a six month period, but 68.4% of patients had hemoglobin levels that
were above 12.5 g/dL at least once during the same timeframe.l2 Similarly, Amgen
has analyzed data and found that 83% of hemoglobin excursions above 12 g/dL re-
turn back below 12g/dL within 3 months.13

When hemoglobin levels exceed the upper bound, physicians adjust ESA doses
downward, with the objective of returning hemoglobin levels to within target.

Kidney Dis. 2005 Jan;45(1):127-35; Locatelli F, Pisoni RL, Combe C, et al. Anemia in
haemodialysis patients of five European countries: association with morbidity and mortality in
the Dialysis Outcomes and Practice Patterns Study (DOPPS) Nephrol Dial Transplant. 2004
Jan;19(1):121-32; Volkova N and Arab L. Evidence-based systematic literature review of hemo-
globin/hematocrit and all-cause mortality in dialysis patients. Am J Kidney Dis. 2006
Jan;47(1):24-36; Collins AdJ, Li S, St Peter W, et al. Death, hospitalization, and economic asso-
ciations among incident hemodialysis patients with hematocrit values of 36 to 39%. J Am Soc
Nephrol. 2001;12(11):2465-73.

10 Gilbertson D, Ebben J, Bradbury B, et al. The effect of hemoglobin variability & trends on
mortality. American Society of Nephrology 39th Annual Scientific Meeting. San Diego, CA. No-
vember 14-19, 2006. Poster SA PO032.

11 Ebben JP, Gilbertson DT, Foley RN, et al. Hemoglobin level variability: Associations with
comorbidity, intercurrent events, and hospitalizations. Clin J Am Soc Nephrol. 2006;1:1205-10;
Rubin RJ and Mendelson DN. Translating guidelines into policy. Clin J Am Soc Nephrol.
2007;2:209-10.

12Ebben JP, Gilbertson DT, Foley RN, et al. Hemoglobin level variability: Associations with
comorbidity, intercurrent events, and hospitalizations. Clin J Am Soc Nephrol. 2006;1:1205-10.

13 Amgen data on file.
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An important finding is that the tendency to decrease ESA doses in response to
hemoglobin levels being above 12 g/dL has increased as a result of recent ESA label
changes and the CMS Erythropoietin Monitoring Policy (EMP).

As of April 2007, 81% of hemoglobin excursions above 13 g/dL are followed by a
dose reduction within 30 days compared to 72% in November 2005 when the EMP
was announced. Data also demonstrate more ESA dose reductions occur following
hemoglobin excursions between 12 g/dL and 13 g/dL since the ESA label change was
communicated in March 2007. In April 2007, 49% of hemoglobin excursions between
12 g/dL and 13 g/dL are followed by an ESA dose reduction within 30 days, as com-
pared with 37% in January of 2007. In addition, in some instances physicians imple-
ment a dose reduction after 30 days. There is a corresponding increase in the num-
ber of patients with hemoglobin levels in the 11 to 12 g/dL range, and the percent-
age of patients with hemoglobin levels above 13 g/dL has declined from 26% in Jan-
uary of 2007 to 23.6% in April of 2007.14

Surveillance data from U.S. dialysis patients does not suggest evidence of in-
creased mortality when ESAs are a routine component of care for dialysis patients.

Surveillance of nearly 100% of the U.S. ESRD population via the USRDS shows
that mortality rates have declined since the introduction of EPOGEN® (approxi-
mately 250 per 1,000 patient years at risk in 1989 versus 220 in 2004), coincident
with the rise in population hemoglobin levels. While not proof of causality, these
data do not suggest evidence of increased mortality when ESAs are a routine compo-
nent of care for this very fragile dialysis patient population.15

These associations from the entire population level data appear to be at odds with
correlations of individual patient data. One publication has suggested that patients
receiving higher ESA doses are more likely to die, and has suggested that the high
ESA doses cause these adverse events.1¢ Similar correlations can be found between
doctor visits and hospitalizations and death: the more one visits a doctor or is hos-
pitalized, the greater the likelihood of death. It does not follow, however, that doc-
tors and hospitals cause death. On the contrary, it is common sense that those indi-
viduals who require physician and in-patient care are more likely to die than those
who do not require medical attention.

This paradox is called “confounding-by-indication”, and it occurs when there is an
underlying factor (i.e., being ill) that is associated with two parallel outcomes (hos-
pitalization and mortality). Those parallel outcomes will then also be correlated:
both hospitalization and mortality rates increase with more seriously ill patients. A
similar effect can be seen in the association between ESA dose and mortality. Dialy-
sis patients who are relatively more ill have lower hemoglobin levels and may be
relatively less responsive to ESAs, and thus physicians prescribe higher ESA doses
in the attempt to achieve target hemoglobin levels. However, these relatively more
ill dialysis patients are simultaneously more likely to die in addition to receiving
higher ESA doses. This does not provide conclusive evidence that higher ESA doses
cause increased mortality.

Fortunately, specific analytical methods have been developed to address the epide-
miological problem of confounding-by-indication. They adjust for the degree of un-
derlying illness in the population. When these appropriate techniques are applied
to dialysis patients, they do not reveal an association between higher ESA doses and
increased mortality. In fact, these adjusted analyses demonstrate that the achieved
hemoglobin is a stronger predictor of better or worse outcome than is the ESA dose
administered.

While there does not appear to be a causal relationship between ESA dose and
mortality, Amgen recognizes that there remain unanswered questions regarding he-
moglobin and ESA dose, especially in patients who require high doses of ESAs to
achieve modest increases in hemoglobin (i.e., hyporesponsive patients). Amgen is
evaluating ESA therapy in hyporesponsive patients based on all available data and
is updating the FDA in an ongoing manner regarding the insights and findings. We
are also informing CMS and the renal community on our findings.

PAYMENT POLICY ISSUES RAISED BY THE COMMITTEE

ESA doses have increased in the U.S. in concert with substantial improvements
in the quality of care, growth in the ESRD population, increased comorbidity bur-
den, and increased racial disparities in ESRD—not due to inappropriate physician
utilization or financial incentives.

14 Amgen data on file.

15 USRDS Annual Data Report 2006.

16Zhang Y, Thamer M, Stefanik K, et al. Epoetin requirements predict mortality in hemo-
dialysis patients. Am J Kidney Dis. 2004;44:866—76.
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Medicare spending, as well as doses of EPOGENY administered to U.S. dialysis
patients, has increased since the introduction of this life-changing therapy due to
four primary factors:

e Improvement in hemoglobin outcomes—According to the USRDS 2006 Annual
Data Report and the CMS 2005 Annual Report for the ESRD Clinical Perform-
ance Measures Project, the percentage of patients with hemoglobin concentra-
tions below 11 g/dL has decreased from 84% in 1991 to 17% in 2004.17 This is
a remarkable achievement by the nephrology community and a benefit to pa-
tients.

¢ Comorbidity burden—The percentage of ESRD patients with diabetes has in-
creased over time from 59% to 66% in whites and from 60.6% to 66.3% in blacks
respectively from 1995 to 2004. It has been observed that diabetic patients and
patients with other comorbidities often require higher ESA doses.18

e Increased racial disparities—Racial minorities are also disproportionately rep-
resented in the ESRD population and this trend has increased over time: ap-
proximately one-third are African-American, and 1 in 7 are Hispanic. African-
Americans in particular receive higher ESA doses to achieve similar hemoglobin
levels as other patient subgroups.1®

e Growth in the number of patients on dialysis—USRDS reports that prevalent
dialysis patients have more than doubled since 1988. This growth in dialysis pa-
tients means that more patients require treatment which increases Medicare
spending.20

e A recent article in the New York Times indicated that ESA doses in the U.S.
are twice that observed in Europe.2! However, the article did not describe the
achieved hemoglobin levels in the U.S. compared with EU countries, or other
differences in the U.S. and EU patient populations that impact ESA dose re-
quirements.

¢ The U.S. had the second highest hemoglobin level, a marker of quality care, of
all the countries studied (the best hemoglobin outcome was observed in Sweden,
which had the second highest unadjusted mean ESA dose).22

¢ The differences in ESA dose across world regions can be explained in part by
differences in patient comorbidities, race, and dialysis vascular access type.23
This has been shown in the Dialysis Outcomes and Practice Patterns Study
(DOPPS), the largest global registry of dialysis patients.

The most recent data suggests that ESA doses are stabilizing. The Medicare Pay-
ment Advisory Commission (MedPAC) indicated in its March 2007 Report to Con-
gress that there has been a 0.6% decline in the EPOGEN"dose from 2004 to 2005.24

Current Medicare payment policy for ESRD drugs, average sales price (ASP) +
6%, has reduced Medicare expenditures for ESRD drugs in general, and for ESAs
specifically, thereby minimizing incentives for ESA overutilization.

As already discussed above, the evidence demonstrates that most ESA dosing de-
cisions are appropriate; i.e., ESA doses are adjusted up or down in response to out-
of-target hemoglobin levels, and there is no compelling evidence of inappropriate uti-
lization. However, the announcement for this hearing suggested the existing Medi-

17USRDS 2006 Annual Data Report, CMS’ 2005 Annual Report ESRD Clinical Performance
Measures Project.

18 USRDS 2006 Annual Data Report; Barany P, Divino Filho JC, Bergstorm J. High C-reactive
protein is a strong predictor of resistance to erythropoietin in hemodialysis patients. Am J Kid-
ney Dis. 1997;29(4):565-8; Del Vecchio L, Pozzoni P, Andrulli S, et al. Inflammation and resist-
ance to treatment with recombinant human erythropoietin. J Ren Nutr. 2005;15(1):137—41; Hsu
SP, Peng YS, Pai MF, et al. Influence of relative hypoparathyroidism on the responsiveness to
recombinant human erythropoietin in hemodialysis patients. Blood Purif. 2003;21(3):220—4;
Ifudu O. Patient characteristics determining rHuEPO dose requirements. Nephrol Dial Trans-
plant. 2002;17(Suppl5):38-41.

19 USRDS 2006 Annual Data Report.

20 USRDS 2006 Annual Data Report.

21 Berenson and Pollack The New York Times, May 9, 2007.

22 Pisoni RL, Bragg-Gresham JL, Young EW, et al. Anemia management and outcomes from
12 countries in the dialysis outcomes and practice patterns study (DOPPS). Am J Kidney Dis.
2004;44(1):94-111.

23 Goodkin DA, Bragg-Gresham JL, Koenig KG, et al. Association of comorbid conditions and
mortality in hemodialysis patients in Europe, Japan, and the United States: The Dialysis Out-
comes and Practice Patterns Study (DOPPS). J Am Soc Nephrol 14:3270-3277, 2003; Pisoni RL,
Young EW, Dykstra DM, et al. Vascular access use in Europe and the United States: Results
from the DOPPS. Kidney Int 61:305-316, 2002.

24 Medicare Payment Advisory Commission. Report to the Congress: Medicare Payment Policy.
March 2007.
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care system may incentivize overutilization of ESAs, at higher costs to taxpayers
and risk to patients. The data suggest otherwise.

In fact, Medicare spending on ESRD drugs has been reduced under the ASP+6%
system. According to MedPAC in its March 2007 report to Congress, the use of the
ASP+6% methodology lowered Medicare payment for ESRD drugs by about 10%
from 2004 to 2005 (a $300 million reduction) and shifted drug profits to the dialysis
add-on payment.25

The Medicare per unit payment limit for EPOGENFalso has decreased under the
ASP+6% system, declining almost 7% since ASP-based reimbursement was insti-
tuted (Q4 2005 versus Q3 2007). Furthermore, while MedPAC did not provide a dol-
lar amount for total Medicare EPOGENU spending in its 2007 March report to Con-
gress, figures included in the report show a slight decline in total EPOGEN® spend-
ing between 2004 and 2005.

Changes to ESRD drug reimbursement from the ASP+6% methodology may result
in serious unintended consequences to specific dialysis populations, in particular
those patients that are treated by smaller, independent dialysis facilities, including
in rural areas and centers located in underserved urban areas. Small dialysis pro-
viders may just be breaking even on ASP+6% reimbursement. ASP is a weighted
average of all prices and the Department of Health and Human Services Office of
the Inspector General has found that smaller providers have higher drug acquisition
prices than larger providers.26 If the payment rate were changed or lowered, smaller
dialysis facilities may lose money in an effort to provide needed drugs to their pa-
tients, potentially forcing these facilities to close and inhibiting sustained access to
quality care for dialysis patients nationwide.

New analyses of ESA utilization data since the FDA updated the ESA labels in
March 2007 reinforce the recommendation that a change in the EMP is not nec-
essary at this time.

CMS developed the EMP after several years of extensive deliberation and con-
sultation with the nephrology community. CMS and the nephrology community have
long recognized the need for CMS ESA payment policies in ESRD to account for the
temporary fluctuations of hemoglobin levels that commonly occur. When physicians
target hemoglobin levels between 10 g/dL and 12 g/dL (consistent with the prior
FDA-approved label hemoglobin target), the majority of those patients—even those
on a stable dose of EPOGENU—can experience temporary elevations above 12 g/dL,
as discussed earlier.

Prior to the implementation of the EMP, analyses demonstrated that ESA dosing
decisions were generally consistent with the FDA-approved product labels. Although
patients may have temporary excursions above 12 g/dL, 83% of hemoglobin con-
centrations above 12 g/dL return below 12 g/dL within three months, and thus it
does not appear that physicians are maintaining patient hemoglobin levels persist-
ently above 12 g/dL.27

Early results post-EMP implementation demonstrate stability of population hemo-
globin levels and ESA doses.28 Amgen analysis of data collected since the EMP im-
plementation suggests that 81% of physicians are reducing ESA doses within 30
days when hemoglobin exceeds 13 g/dL, compared to 72% at the time the EMP was
announced in November 2005.29

Additionally, newly analyzed data collected following the recent ESA label
changes show the percentage of patients with hemoglobin concentrations above 13
g/dL has been reduced with a corresponding increase in the number of patients in
the 11 to 12 g/dL range, and there is an increased frequency of ESA dose decreases
made in response to achieved hemoglobin between 12 and 13 g/dL, as well as above
13 g/dL. As of April 2007, 49% of hemoglobin excursions between 12 g/dL and 13
g/dL are followed by an ESA dose reduction within 30 days, as compared with 37%
in January of 2007.30 In addition, in some instances physicians implement a dose
reduction after 30 days. We anticipate that additional changes to physician ESA
prescribing trends will continue.

Payment changes for ESAs in ESRD based on an insufficient analysis of scientific
data could lead to negative outcomes for patients and for health care in the U.S.

25 Medicare Payment Advisory Commission. Report to the Congress: Medicare Payment Policy.
March 2007.

26 Department of Health and Human Services Office of the Inspector General. Medicare Reim-
bursement for Existing End stage Renal disease Drugs. May 2004. OEI 03—04-00120.

27 Amgen data on file.

28 Ofsthun NJ and Lazarus JM. Impact of the change in CMS billing rules for erythropoietin
on haemoglobin outcomes in dialysis patients. Blood Purif. 2007;25:31-5; Amgen data on file.

29 Amgen data on file.

30 Amgen data on file.
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Amgen believes that any change to the ESRD payment system should have a
strong policy or clinical rationale, and any new system should maintain patient
quality of care, ensure patient access, and be financially viable for dialysis pro-
viders, patients, and taxpayers. As this document describes, there does not appear
to be a compelling policy or clinical rationale to make fundamental changes to the
ESRD payment system based on the best available scientific evidence and utiliza-
tion data. Congress should carefully consider the potential for negative patient out-
comes as an unintended consequence of payment changes that are not carefully de-
signed, considered, and implemented.

Accordingly, Amgen does not believe that Congress should consider implementing
a single bundled payment for drugs and dialysis services in dialysis until the Medi-
care Prescription Drug, Modernization, and Improvement Act (MMA) mandated
CMS demonstration project to test a bundled payment in ESRD is completed. As
bundled payment systems create powerful financial incentives to save money by
underutilizing and withholding needed medical services, bundling methodologies
must be balanced by a robust and clinically valid risk-adjustment system, as well
as an agreed-upon set of quality safeguards, lest they result in the under-treatment
of vulnerable dialysis patients. In particular, there may be serious unintended con-
sequences to specific dialysis populations, such as those residing in rural areas and
those receiving dialysis care in centers located in underserved urban areas from
independent dialysis centers. Ultimately, if there is under-treatment of dialysis pa-
tients, not only would dialysis patients be harmed, it could cost taxpayers more
money in hospitalizations and other patient care expenses. Congress recognized
these complex issues, and mandated the conduct of a demonstration project before
implementing a bundled dialysis and drug payment rate.

ESRD patients represent a seriously ill and vulnerable patient group, at high risk
of death, with minorities disproportionately represented. Even among ESRD pa-
tients, there are some who are more gravely ill and require significantly greater
health care intervention. Unless Medicare appropriately reimburses for these pa-
tients, even one or two such patients in a single dialysis center can literally “tip
the scales” and cause a provider to lose money and even risk closure. Many believe
that the risk is highest for the small dialysis organizations that serve poor patients
in rural areas.

Other changes to ESA reimbursement policy could also have serious consequences
for patients and providers. Changes to ASP+6% reimbursement, a system that has
reduced spending and saved taxpayer dollars, could in particular harm smaller di-
alysis providers and the patients they service. Changes that mandate specific physi-
cian treatment decisions, such as mandating a particular ESA route of administra-
tion, also should be avoided.

Any of these changes could lead to unintended consequences including:

¢ Poorer quality of care, as dialysis providers may need to make compromises to
offset lower overall reimbursement.

¢ Higher overall Medicare costs as a result of poor quality dialysis care.

» Threats to access to quality care for patients treated in small dialysis facilities
in both rural and underserved urban areas. Small clinics may begin to avoid
more ill/costlier patients in order to control costs, or even close as a result of
financial burden.

Finally, given the evolving data on physician prescribing of ESAs since the an-
nouncement of the revised FDA product labels and implementation of the EMP, it
may inappropriate for Congress to implement new legislation or direct CMS to alter
the existing reimbursement paradigm for ESAs prior to allowing the Agencies and
community to review and respond to this most recent and highly relevant informa-
tion.

Conclusion

In conclusion, Amgen thanks the Committee for the opportunity to submit written
testimony. We are proud of EPOGEN"’s long history of safely and effectively treat-
ing anemia in ESRD patients. We stand alongside the physicians, nurses and other
healthcare providers in supporting the best possible care for highly vulnerable kid-
ney disease patients. Amgen remains concerned that legislation based on an insuffi-
cient analysis of relevant clinical data could result in unintended negative con-
sequences for patients and for U.S. health care.

——
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Statement of Kidney Care Partners

Introduction

Chairman Stark, Representative Camp, and distinguished members of the Sub-
committee, the undersigned members of Kidney Care Partners (KCP) thank you for
the opportunity to provide written testimony regarding anemia management and
the continuing effort to ensure safe and appropriate care for patients with End
Stage Renal Disease (ESRD). KCP is a nationwide alliance of representatives from
the entire kidney care community, including patients and their advocates,
nephrologists, nurses, dialysis care providers, and manufacturers who have joined
together to improve the quality of care and quality of life for individuals suffering
from kidney disease and kidney failure.

KCP recognizes the serious and important questions that have been raised by re-
cent analyses in the area of anemia management. KCP applauds the efforts of those
who have demonstrated concern for the safety of different patient populations with-
in the ESRD program and remains committed to the need for careful consideration
of drug utilization patterns as new research is released. Advancements within the
kidney care community during the last ten years have been well documented, and
KCP desires to build on this history by volunteering the collective knowledge, expe-
rience, and perspective of its members as Congress reviews issues related to anemia
management and endeavors to improve the ESRD program.

Commitment to Safe and Appropriate Anemia Management

The kidney care community believes strongly that there should be one motivation
for determining utilization of drugs used to treat anemia, and that motivation is pa-
tient well-being. The National Kidney Foundation’s Kidney Disease Outcomes Qual-
ity Initiative (KDOQI) Guidelines and the Clinical Performance Measures (CPMs)
developed by CMS and the ESRD Networks provide critical guidance for physicians
to use as they work to keep patients feeling well, while also meeting important med-
ical standards. KCP also believes there should be one goal for anemia management
policy, and that goal is ensuring safe and high quality care. To those ends, KCP
puts forth the following guideposts as essential to a proper consideration of anemia
management and related policy.

First, drugs used to treat anemia have a history of enhancing patient care by im-
proving clinical conditions and quality of life while reducing the risks from trans-
fusions. In particular, KCP would like to point out with pride the continuous im-
provement in the mortality rate of ESRD patients for the past 10 years that has
been repeatedly highlighted in the USRDS data. KCP believes any well-balanced
consideration of anemia management and related policy should be attentive to this
reality and this record.

Given the kidney failure patients on dialysis have experienced, treatment with
erythropoietin stimulating agents (ESAs) ensures that dialysis patients have the he-
moglobin levels necessary to sustain their energy levels and physical functioning,
thereby improving patients’ ability to engage in typical daily activities, including a
parents’ capacity to raise their children and an employees’ potential to head to work.

Moving from the patient to the aggregate level, ESAs have been part and parcel
of the kidney community’s ability to advance the quality of care during the past ten
years. As the Centers for Medicare and Medicaid Services (CMS) stated, “Since
1994, [CMS] has documented continued improvements, specifically in the adequacy
of dialysis and anemia management. The providers of dialysis services are to be
commended for their ongoing efforts to improving patient care.”! CMS’ findings re-
flect the fact that most ESRD patients meet the CPM benchmarks developed by the
Agency in consultation with independent experts. Ensuring that patients meet the
core standard of the CPMs (i.e. hemoglobin levels > 11g/dL) means that there are
fewer hospitalizations and lower expenses for the Medicare program.

More directly, ESAs have reduced the rate of transfusion in the dialysis popu-
lation, which has helped reduce the risk from transfusion, lower the impact on anti-
bodies in transplant candidates, and mitigate the chance of infection and iron over-
load. These benefits, as well as ESAs’ ability to improve patient quality of life,
should be considered in striking a safe and appropriate balance for individual ESA
use.

Second, the entire kidney care community is committed to the highest standards
and the most current science on anemia management. The community, however, is
also acutely aware of the need for anemia management policy to be sensitive with
respect to patients’ varied physiologic responses to ESAs and responsible with re-

1Centers for Medicare and Medicaid Services, 2005 ANNUAL REPORT ESRD CLINICAL
PERFORMANCE MEASURES PROJECT 35&38 (2005).
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gard }11:0 the unanswered questions that overlay current anemia management re-
search.

Because each patient receiving dialysis responds differently to the drugs used to
treat anemia, it is not possible to determine a single dosing regime that works for
all patients at all times. This means that physicians must establish unique dosing
regimes for each patient for whom they provide care. Ultimately, a system impeding
this flexibility is a system impeding its own goals of safe and appropriate care.

This point underscores the need for responsible action when reacting to current
research on drug utilization in anemia management. There can be no doubt that
current research raises many significant questions, but not all of the questions
raised may be fully applicable to ESRD patients. The study results of CHOIR and
CREATE, as reported in the New England Journal of Medicine (NEJM), for exam-
ple, focused on patients with kidney disease, but not those in full kidney failure
(ESRD). As CMS has noted, “Anemia management for patients with ESRD cannot
be assumed to be the same for patients, often younger, with chronic kidney disease
who do not require dialysis—Patients receiving dialysis are exposed to clinical situa-
tion that patients with [Chronic Kidney Disease] CKD not requiring dialysis are not
exposed to, including artificial kidney membrane exposure, large fluid shifts during
dialysis—” and other situations.2 In addition, the NEJM studies looked at patients
iﬁfentionally maintained at hemoglobin levels outside the target range of 11-12 g/

Although we believe it is important to review these studies in the context of cur-
rent treatment protocols, policy-makers should not rush to judgment and implement
broad policy changes based upon only a few studies where experts have yet to deter-
mine how they relate to patients with kidney failure and current practice protocols.
Policy-makers must have access to the best cumulative data to answer properly the
question of appropriate anemia management policy, and KCP is committed to main-
taining a proactive dialogue as new research becomes available.

As part of this cautious approach, KCP firmly and steadfastly rejects any effort
to use current research on anemia management as a justification to withdraw fund-
ing from the ESRD program. The trail of concern leading to this hearing has been
paved with the logic of structural reform, not the need for payment cuts. If one is
convinced that the incentives are misaligned with respect to drug utilization, then
it is the incentives that need to be fixed. Resources should not be taken away from
the ESRD program.

Commitment to Overall Quality in Patient Care

To the extent that questions about safe and effective care are driving the reform
agenda, the discussion should not end with consideration of drug utilization alone.
On the contrary, a genuine commitment to appropriate care should be carried
through with respect to ensuring that the ESRD program as a whole continues to
be structured so as to provide the highest quality care to patients with irreversible
kidney failure.

At the broadest level, policies affecting patients with ESRD must be based upon
the goal of ensuring continued improvements in the quality of care provided, and
any changes to the system must reflect and advance this goal. More specifically, this
means that policies impacting care for ESRD patients should ensure there are no
incentives driving utilization. This requires equal vigilance against the possibility
that patients will be under-provided essential drugs and services, or worse yet, se-
lected against by a structural impetus to “cherry pick” relatively healthier patients
with advantageous treatment scenarios.

Put another way, any reform effort should seek to enhance the existing high qual-
ity of the community and not hinder it. According to the most recent data collected
by CMS, more than 90 percent of patients attain dialysis adequacy, approximately
83 percent have hemoglobin levels above 11, 82 percent have albumin levels (an in-
dicator of nutrition) greater than 3.5 g/dL, and 54 percent of patients have an AV
fistula as their access. These data demonstrate the quality has improved substan-
tially over the years; yet, there is more that can be done. To that regard, KCP
strongly supports implementing a continuous quality improvement program, as out-
lined in legislation introduced by Representatives John Lewis and Dave Camp.

Quality in patient care is also a product of the stability and sustainability of the
treatment system. At present, however, there is a piece missing from a stable pro-
grammatic foundation. While every other prospective payment system within Medi-
care is provided an annual update mechanism tied to inflation, so that the commit-
ment to quality in those programs is paired with the resources necessary for its at-

2 Statement of Leslie V. Norwalk, Acting Administrator, Centers for Medicare and Medicaid
Services, Before the House Committee on Ways and Means, December 06, 2006.
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tainment, the ESRD program does not include such an assurance. Moreover, ESRD
providers operate in a competitive marketplace with other health care providers
that receive annual updates under their payment systems. Providers receiving an-
nual updates enjoy a significant advantage in their ability to offer compensation de-
signed to attract and retain nurses and other professional staff, for example. Over
time, the lack of an annual update mechanism could impede ESRD providers’ ability
to remain competitive with other health care sectors.

It is equally critical that any reform effort look beyond the clinical aspects of the
ESRD program to consider the broader potential to make strides by renewing the
community’s capability to focus on education, prevention, technology, and how serv-
ices are delivered. Today’s reform agenda may rightly reflect today’s concerns, but
insofar as the ERSD program has not been comprehensively reexamined since its
creation in 1973, there is strong reason to believe we are not adequately considering
tomorrow’s opportunities. KCP believes that reform should not be locked into a re-
sponsive mode, but should be proactive in achieving innovations and interventions
that can save lives and conserve resources.

Beginning with education, the ERSD program should provide mechanisms to in-
form patients about the ways to delay and prepare for the onset of irreversible kid-
ney failure. Specific educational initiatives include protocols for patients with Stage
IV chronic kidney disease; other prominent efforts involve the training of patient-
care dialysis technicians. Prevention efforts are quite similar in concept, but operate
earlier and more broadly. These seek to halt the development of risk factors and
instances of early-onset, but also extend to initiatives that prevent older patients
from developing such extensive co-morbidities as to irredeemably “crash into dialy-
sis.”

Alongside education and prevention, the ESRD program should prioritize and
incentivize new technological breakthroughs in pharmaceuticals, devices, and deliv-
ery mechanisms alike. The creation of the “fistula”—a surgically enlarged vein (usu-
ally located in the wrist or elbow) that provides access to the bloodstream for hemo-
dialysis—offers a prime example of the cost savings and quality benefits that flow
from innovation. The successful “Fistula First” initiative, sponsored by CMS, further
exemplifies the latent potential of collaboration to improve technology—and with it
the efficiency and quality of patient care.

Finally, policies to advance flexibility in service delivery are also critical given the
weakened condition and regular treatments that characterize ERSD patients. All di-
alysis modalities should be adequately funded, and studies should proceed as to why
some remain underutilized. For example, home dialysis and more frequent dialysis
should be studied so as to improve both patient access and quality of clinical out-
comes.

Conclusion

KCP is committed to the goals of safe, appropriate, and high-quality care for
ESRD patients. In turn, KCP operates under the conviction that any anemia man-
agement reform should be well balanced, well grounded, and well considered. This
means taking into account the advances and achievements in anemia management
brought about by ESAs, alongside any concern regarding their utilization, as one de-
rives motivation and methods for reform. It also means that current research, given
its preliminary state, should be viewed as an urgent call for further inquiry, but not
as a springboard for precipitous action. It finally leads to the conclusion that reform,
when achieved, should be responsive to its animating goals of safety and efficacy,
and not to a desire for payment cuts.

KCP is also of the mind that a commitment to the goal of safe and effective care
is not well served when it ends with anemia management alone; on the contrary,
KCP believes this commitment should extend to all those elements of the ESRD pro-
gram relating to the quality of patient care. This means, first and foremost, that
any reform should strive to ensure continued improvements in the quality of care.
More specifically, this means ensuring stable and sustainable system economics and
an update mechanism while ensuring there are no non-clinical incentives for utiliza-
tion. It also means endeavoring to proactively reform the ESRD program, to
strengthen our commitment to education, prevention, technology, and flexibility in
order to improve not only the care we deliver to those patients served by the ESRD
program, but also the quality of life for those individuals who can avoid kidney fail-
ure.

In closing, KCP wishes to recognize and thank Representatives Camp and Lewis
for their leadership in advancing the Kidney Care Quality and Education Act and
to also recognize the commitments over the years by Chairman Stark and Rep-
resentative McDermott to improve care for all kidney patients. We are committed
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to working with Congress to strengthen the Medicare ESRD program and welcome
the opportunity to serve as a resource to the Committee in that regard.
Abbott Laboratories
Advanced Magnetics, Inc.
American Kidney Fund
American Nephrology Nurses’ Association
American Regent, Inc.
American Renal Associates, Inc.
American Society of Nephrology
American Society of Pediatric Nephrology
California Dialysis Council
Centers for Dialysis Care
DaVita, Inc.
DaVita Patient Citizens
Diversified Specialty Institutes
Fresenius Medical Care North America
Genzyme
Kidney Care Council
National Kidney Foundation
National Renal Administrators Association
National Renal Alliance, LLC
Northwest Kidney Centers
Renal Advantage, Inc.
Renal Physicians Association
Renal Support Network
Renal Ventures Management, LLC
Satellite Health Care
U.S. Renal Care
Watson Pharma, Inc.

———

Statement of National Renal Administrators Association

On behalf of the National Renal Administrators Association (NRAA), I am pleased
to submit the following statement for the record of the Subcommittee hearing on
safety concerns regarding the dosing of erythropoiesis stimulating agents (ESAs),
variation in utilization of ESAs across providers, and reimbursement issues. We
commend the Committee for its interest in the health and safety of dialysis patients
and the current system for reimbursing providers.

The NRAA is a voluntary organization representing professional managers of di-
alysis facilities and centers throughout the United States. Our membership includes
free-standing and hospital-based facilities, which are for-profit and non-profit pro-
viders located in urban, rural and suburban areas and serving dialysis patients in
all settings. Many of our members are small providers and treat patients in under-
served inner city and rural locations. NRAA members are located in virtually every
congressional district.

We welcome the opportunity to comment on the appropriate dosing of erythro-
poietin (EPO) and its impact on reimbursement. We see the effects of anemia and
of adequate management every day. It is a serious matter and we applaud the Com-
mittee’s interest and concern.

Patients with ESRD suffer from anemia because their kidneys do not produce a
hormone that regulates red blood cell production. Anemia seriously affects every
organ system, including the brain, and has a direct impact on a patient’s quality
of life. Anemic ESRD patients have more difficulty performing every day activities,
including working. They experience lower vitality and may suffer from depression.

A patient’s degree of anemia is measured by hemoglobin or hematocrit levels. A
healthy man, for example, has a hemoglobin level of 15 (a hematocrit level of ap-
proximately 45 percent), with slightly lower values in healthy women. Before effec-
tive treatment was available an ESRD patient on dialysis would typically have se-
vere anemia: A hemoglobin level lower that 10 (hematocrit level lower than 30).
This could be treated only through blood transfusions.

There is no definitive consensus within the scientific community regarding opti-
mal anemia management, or hemoglobin levels for the ESRD population. There is,
however, an extensive volume of peer-reviewed literature discussing what the opti-
mal target hemoglobin/hematocrit level for patients with ESRD should be. The Food
and Drug Administration (FDA) label recommends a target hemoglobin of 12 grams
per deciliter.
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As everyone knows, recent studies in the New England Journal of Medicine have
created renewed controversy and discussion. These studies found in kidney disease
patients not yet on dialysis an association between higher hemoglobin levels and in-
creased risk for adverse effects ranging from cardiovascular morbidity and death to
episodes of elevated blood pressure and headaches.

We firmly believe, as does everyone involved in the care of patients with kidney
disease, that anemia management in ESRD patients should be medically appro-
priate and designed to maximize benefits and minimize risks. We also believe that
all care-givers should comply with the FDA labeling requirements. We urge the
Committee to recognize, however, that determining and maintaining optimal hemo-
globin levels is not straightforward, but is complex and inextricably linked to pa-
tient variability. Health care providers and policy makers are accustomed to the fact
that providers treat patients with conditions across a wide range of acuity: some pa-
tients are more severely ill and some have more co-morbidities than others. It is
also important to note that it is very common for the same ESRD patient to experi-
ence variations in hemoglobin level, resulting from co-morbidities, hospitalizations
and unique physiology. Because of the variability, optimal anemia management re-
quires a highly flexible and individualized approach to treatment.

The recent CMS EPO Monitoring Policy recognizes the need for the reimburse-
ment policy to take into account patient variability. When reviewing this policy, it
is important to note that it is not a treatment guideline. Rather, it is a reimburse-
ment auditing tool. Under the policy, if a patient’s hemoglobin reaches 13 and the
dose is not reduced, CMS will reduce the payment 25 percent. It does not call for,
nor recommend, that patients’ hemoglobin levels be maintained above 12.

Because of the scientific and clinical complexity surrounding anemia management
in ESRD patients, the NRAA believes that Congress and CMS should take all avail-
able studies, as well as the FDA label, into account when setting Medicare payment
policy. Further, we urge great caution in making policy decisions based on recent
studies, which focus on patients undergoing chemotherapy not dialysis, or with
chronic kidney disease and not yet in need of dialysis treatments. More research is
needed, focusing exclusively on patients with ESRD. Until there is indisputable sci-
entific evidence that the current parameters of anemia management in ESRD pa-
tients are inappropriate, it would be premature for the Congress or CMS to revise
Medicare reimbursement policy based on these considerations.

We also wish to point out the recent recommendations of a work group of the Na-
tional Kidney Foundation.

“The Hb target is the intended aim of ESA therapy for the individual CKD pa-
tient. In clinical practice, achieved Hb results vary considerably from the Hb target.

2.1.1 In the opinion of the work group, selection of the Hb target and selection
of the Hb level at which ESA therapy is initiated in the individual patient should
include consideration of potential benefits (including improvement in quality of life
and avoidance of transfusion) and potential harms (including the risk of life-threat-
ening adverse events.) (Clinical Practice RECOMMENDATION)

2.1.2 In the opinion of the work group, in dialysis and non-dialysis CKD patients
receiving ESA therapy, the selected Hb target should generally be in the range of
11.0 to 12.0g/dL. (Clinical Practice RECOMMENDATION).

2.1.3 In dialysis and non-dialysis CKD patients receiving ESA therapy, the Hb
target should not be above 13g/dL. (Clinical Practice Guideline—MODERATELY
STRONG EVIDENCE)”

CMS reimbursement policies, including the monitoring policy to ensure reim-
bursement for anemia management is medically appropriate and in adherence to
FDA label specifications, should be consistent with current medical standards of
care and should not create incentives to over-or-under prescribe, and should allow
doctors the flexibility to manage anemia on a per-patient basis. Medical decisions
should be made on the basis of the best patient care and should not be driven by
reimbursement considerations.

We also want to comment on one specific aspect of the current reimbursement
system. We are aware of and fully appreciate the costs of the current program to
Medicare. There were an estimated 290,000 patients on dialysis who are covered by
Medicare, according to a 2004 report of the U. S. Renal Data System (USRDS). We
also know that the increase in the rates of diabetes and hypertension, particularly
in the minority community, will, unfortunately, lead to a continued growth in the
number of patients needing dialysis. While we are concerned with increasing Medi-
care expenditures and the need to stabilize the program, we do not believe that tak-
ing action to reduce reimbursement rates for dialysis providers or failing to address
the current inequities in the program is the answer.

Inadequate reimbursement is a particularly acute problem for the smaller pro-
vider (SDO) that has to absorb increases in pharmaceutical costs and medical prod-



168

ucts, employee compensation and benefits, utilities and other requirements simply
to continue to serve their patients. Smaller providers do not have the ability to cost
shift to commercial carriers to offset inadequate Medicare reimbursement. For most
SDOs, Medicare and Medicaid account for nearly 80 percent of their revenue.

Nor do the SDOs have the purchasing power to gain the discounts that are avail-
able to the large dialysis organizations (LDOs). Currently, the majority of inde-
pendent dialysis providers purchase through one of two specialty Group Purchasing
Organizations (GPOs). The largest of these purchases for more than 80 percent of
the independents but still cannot achieve the discounts afforded to the LDOs. Addi-
tionally, the small providers do not have the ability to share profits or losses among
a number of facilities.

Unfortunately, because of the lack of adequate Medicare payments, some pro-
viders are being forced to close their doors, requiring patients to seek care in other
facilities, which in rural areas can require hours of driving time. Given the fact that
most patients must receive treatment for the better part of the day—three times or
more a week—the additional driving time is a tremendous hardship. It is a very sad
commentary that, in some instances, patients have decided to stop treatment rather
than place the burden of travel on their loved ones.

Let me take a few minutes to review the history of the Medicare ESRD program.
In 1972, Congress expanded Medicare coverage to include all patients suffering from
kidney failure, no matter what their age. Dialysis was a new, life safe-saving proce-
dure. In 1983, because of the unexpected costs of the program, Congress created the
composite rate for dialysis services, which was Medicare’s initial prospective pay-
ment system. In response to a proposed reduction in the composite rate by the Cen-
ters for Medicare and Medicaid Services (CMS), then the Health Care Financing Ad-
ministration (HCFA), Congress intervened and limited the reduction. But there was
no statutory provision for updating the reimbursement rate. As a result, for over
two decades, the composite rate payment system has not kept pace with costs, leav-
ing many providers inadequately paid for their dialysis services.

From 1983 until congressional intervention in 1986 to stop a significant reduction
in the composite rate payment, the Centers for Medicare and Medicaid Services
(CMS) continually expanded the bundle through the “folding in” of previously sepa-
rately billable items such as common volume expanders and laboratory services. The
composite rate payment recognized none of these “folded in” services. In fact, the
payment for freestanding dialysis providers decreased from $138 to $123 per treat-
ment. Additionally, despite annual recommendations by first the Prospective Pay-
ment Assessment Commission and then the Medicare Payment Advisory Commis-
sion (MedPAC) for an increase in the composite rate, neither Congress nor the Ad-
ministration supported increases except on two occasions.

In a 2003 report to Congress entitled “Toward a Bundled Outpatient Medicare
End-Stage Renal Disease Prospective Payment System,” CMS acknowledged that
the current system has not addressed the increases in costs and the losses that pro-
viders have incurred in treating Medicare patients.

The following table is a summary of the increases in the Consumer Price Index
(CPI), the Medical Care Component of the CPI from 1996 to 2006 and the cor-
responding increases in Medicare reimbursement for hospital and for dialysis pro-
viders.

Year oGPl | “Componont. | Hospital Update | ESEDghmposice
1996 3.0% 3.0% 1.5% 0.0%
1997 2.3% 2.8% 2.0% 0.0%
1998 1.6% 3.4% 0.0% 0.0%
1999 2.2% 3.7% 0.5% 0.0%
2000 3.4% 4.3% 1.1% 1.2%
2001 2.8% 4.7% 3.4% 2.4%
2002 1.6% 4.7% 2.8% 0.0%
2003 2.3% 4.1% 3.4% 0.0%
2004 2.7% 4.5% 3.3% 0.0%
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Consumer Price Medical Care . ESRD Composite
Year Index CPI Component Hospital Update Rate

2005 3.4% 4.3% 3.7% 1.6%
2006 2.5% 4.5% 3.4% 1.6%
Average 2.5% 4.0% 2.28% 0.61%
Cumulative Total | 27.8% 44.0% 27.3% 6.8%
Sources Bureaus of Labor Bureaus of Labor Medicare

Statistics— Statistics—

Department of Department of

Labor Labor

As you can see, the table shows that hospitals have received total increase of 27.3
percent, reflecting the overall increase in the CPI, versus 6.8 percent for dialysis
providers. This lack of adequate reimbursement for dialysis providers has estab-
lished a perverse arrangement in which providers, to survive, continuously have had
to squeeze productivity and margins. Furthermore, as we noted earlier, since com-
mercial coverage represents such a small portion of income for dialysis providers,
the Medicare losses cannot be shifted to private insurers.

On January 9, 2007, MedPAC convened a session on the “Adequacy of Outpatient
Dialysis Payments.” Staff reviewed the Medicare margins for the two largest dialy-
sis providers and all other providers. The data showed that the two largest pro-
viders have a 10.7 percent margin and the other providers only a 2.6 percent mar-
gin. SDOs clearly have unique financial concerns and many have been forced to sell
or shut down, which is one of the reasons that the two largest chains now serve
more than 70 percent of the dialysis patients.

Any changes in reimbursement policy should address the need to create a statu-
tory mechanism for an annual update. It is only fair that dialysis providers be
granted the same statutory right to an annual update as all others who participate
in Medicare. We firmly believe that the Medicare reimbursement system must be
based on two fundamental principles: providing the highest quality of care to our
patients and guaranteeing a sound financial footing for our members.

We thank you for the opportunity to present our views and look forward to con-
tinuing to work together to ensure that whatever action is taken is fair to patients,
providers and the Medicare program.

———

Statement of Renal Support Network

The Renal Support Network strives to help patients with chronic kidney disease
(CKD) improve their employability and develop their personal coping skills and spe-
cial talents by educating and empowering them, as well as their family members,
to take control of the course and management of the disease. We who have CKD
are very grateful for the ESRD program and how it has helped both prolong our
lives and improve the quality of our lives. I am writing to provide the patient’s per-
spective on two aspects of care for patients with CKD that are currently being con-
sidered by your Committee—namely, appropriate anemia management and the bun-
dling of dialysis services.

Patients with kidney disease often have anemia because their kidneys do not
produce enough of the hormone erythropoietin. This hormone stimulates red blood
cell production. Anemia is common in patients with CKD and is almost universal
in patients with stage 5 CKD who are on dialysis.

The introduction of Erythropoiesis Stimulating Agents (ESA) to treat anemia in
patients with renal disease has dramatically improved patient quality of life. In ad-
dition, patients no longer have to be transfused on a regular basis. Before ESAs
were available, we commonly received red blood cell transfusions, which carried the
risks of infection, iron overload, and potentially reducing the chances of receiving
a kidney transplant.

Please keep in mind the following when making decisions:

e All drugs carry risks. Patient safety, coupled with respect for patient
quality of life concerns, should always be paramount in drug pre-
scribing and dosing. A dialogue between the patient and physician is critical
to determine what is best for each individual patient.
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¢ Patients with CKD, especially those on dialysis, are exposed to conditions that
make their anemia significantly different than patients with cancer
(e.g., ongoing need for ESA therapy versus temporary need for those with can-
cer, ongoing blood loss from the dialysis procedure, etc.).

¢ ESAs remain the best treatment for anemiain patients with CKD.

¢ Given the major loss of blood inherent with dialysis, ESA treatment sustains
the hemoglobin level and allows patients to have higher levels of en-
ergy.

¢ Based on the newest safety data, RSN agrees with the latest recommendation
from the National Kidney Foundation’s Kidney Dialysis Outcomes Quality Ini-
tiatives (KDQOI™) panel of experts that calls for targeting patients’ hemo-
globin levels (the blood test used to measure anemia) between 11 and
12 g/dL. In making this recommendation, the KDOQI™ states that actual Hb
levels may fluctuate to above or below this target range because of natural vari-
ations in Hb.

¢ In its most recent report, CMS found that 83 percent of all patients with ESRD
had a mean hemoglobin =11 g/dL. and that the mean hemoglobin for pa-
tients was within the 11-12 g/dL range.

¢ Patients want to make sure that the progress in anemia outcomes that has
been made over the past two decades is not reversed.

e Patients want to make sure that the therapies they receive are being ad-
ministered safely, but also do not want to sacrifice the quality of life
benefits associated with an appropriate hemoglobin, or run the risk of
iin increase in blood transfusions if Hb levels are kept inappropriately
ow.

I, among fellow patients in our organization, have witnessed firsthand the evo-
lution of anemia management in patients with kidney disease. With the introduc-
tion of ESAs, thousands of patients have been spared the risks associated with mul-
tiple blood transfusions. The quality of our life and level of functioning has improved
markedly. This has been shown in many clinical studies and evidenced by the pa-
tients themselves. I would specifically like you to give high priority to considering
the issue of quality of life as it pertains to the guidelines that will be used to man-
age anemia in patients with CKD.

Although some say that quality of life should not be considered when admin-
istering care, RSN supports the position stated in the 2007 Medicare handbook that
the Medicare program is helping patients to “stay healthy and active.” The im-
portance of quality of life is also eloquently stated in the mission statement of the
National Center for Chronic Disease Prevention and Health Promotion which states
that they strive to “promote health and quality of life by preventing and con-
trolling disease, injury, and disability.”

Anemia is one of the most devastating and potentially debilitating conditions that
affect those with CKD, and it can dramatically affect our quality of life. Many peo-
ple who have CKD can relate experiences of how anemia has affected them person-
ally (please visit our website to hear their personal stories). Symptoms include chest
pain, feeling cold, feeling tired, low energy levels doing routine activities of daily liv-
ing, poor appetite, shortness of breath, depression, a poor sense of well-being, and
an inability to work, manage a home, or volunteer—in short, loss of a meaningful
quality of life. Patients visit doctors out of what they sense about some symptom
that is affecting our quality of life (i.e. “how we feel”). We simply have no other way
to communicate. While preservation of life is certainly a primary focus of medical
care, an equally important goal is to help us preserve or regain our quality
of life. An illness is too demanding when you don’t have hope!

There is much to be learned about anemia management in the CKD patient popu-
lation, and more analyses and studies need to be conducted. We hope that quality
of life will not be ignored in the current dialogue and decision-making—to do so is
tantamount to ignoring the patient.

A second issue that is currently under discussion by your Committee is potentially
changing the dialysis payment process in favor of a bundling approach. We are con-
cerned that sudden revisions in the reimbursement policy may unintentionally lead
to a decrease in our quality of care or quality of life. We would like to bring up a
few points to consider to ensure that the new policy remains focused on the patient:

1. Ensure that the new policy does not result in the disappearance of patient
care services that dialysis facilities currently provide.

2. Laboratory testing must be done in the dialysis setting to ensure pa-
tients receive optimal care. This is crucial for dialysis patients to remain viable
candidates on the transplant list. In addition, for every extra stick a kidney patient
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receives to draw blood is counterproductive to CMS’s Fistula First and National
Vascular Access Initiative. We need to preserve our veins.

3. Ensure that all people who have ESRD have access to quality care, as joint-
ly defined by medical professionals and patients.

4. Ensure that any newly implemented policies include provisions for ongoing
and timely modifications in the definitions of quality of care and quality
of life based on current data and the newest therapies.

5. Ensure that all patients continue to receive education on the differences
between modality options (including home dialysis and kidney transplantation).

6. Include provisions that will continue to allow patients real choices on
where they dialyze and have the ability to travel throughout the United States.

7. Include provisions and a financial model that will allow both small and large
providers to remain viable, thereby providing patients with true choices on
where to dialyze.

8. Provide reimbursement structures that will continue to allow and motivate di-
alysis facilities to employ the best professional staff, upgrade dialysis ma-
chines, and integrate new equipment based on technological innovations.

9. Provide a reimbursement structure that will continue to motivate research-
ers to develop innovative therapies that will improve our quality of care
and overall well-being.

10. Develop safeguards to prevent companies from “cherry picking” patients
to avoid treating those who require the most expensive care.

11. Ensure that safeguards are in place to allow medical professionals to provide
care based on individual patient needs, while protecting patients from need-
lessly being sent to the hospital or for additional physician office visits for care
that can be provided in the dialysis facility.

We salute CMS and Congress for their past and ongoing efforts to improve the
quality of care and quality of life for patients with CKD. Prominent examples of how
CMS continues to protect the interests of patients include Fistula First, National
Vascular Access Improvement Initiative the Dialysis Facility Compare Website,
Know Your Numbers, and the Clinical Performance Measures. These efforts are cur-
rently benefiting hundreds of thousands of individuals, and may positively affect
mf}llions in the future. We urge CMS and Congress to continue and expand these
efforts.

We respectfully request Congress to resist making a premature reimbursement
decision that may not include complete or accurate information on the impact of
such a change on patient outcomes. Demonstration projects are currently underway
or being planned that will test whether proposed changes in reimbursement will
preserve the quality of care for patients with kidney disease. As stated in the
Medicare handbook, these demonstration projects are designed to reduce health
risks, improve quality of life, and provide savings. It is critical to have an un-
derstanding of all the complexities that may impact how care is provided under a
bundled model before such a model is implemented. In addition, when any new sys-
tem is implemented, it is vital that there are regular reviews that allow for evalua-
tion and prompt correction of the new payment system if problems arise.

The reality is that the ESRD program has a flawed reimbursement system and
the incentives are wrong. Renal Support Network recognizes the need for the system
to be changed. We urge Congress to take the necessary steps to ensure that any
change does not unintentionally lead to an increase in mortality, decrease in our
quality of life, or decrease in access to care.

Thank you for taking the patients’ concerns into consideration. Please feel free to
call if you have any additional questions.

Sincerely,
Lori Hartwell
RSN President and Founder

Research Utilization Project Proposal

Quality of Life Outcomes Related to Anemia Management of Patients with Chronic
Kidney Disease

Nancy Newbold and Evelyn N. Reyes
University of Phoenix

Research Utilization Project
NUR/598

Margaret L. Colucciello, PhD, RN
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Abstract

The main reason for writing this proposal was to bring attention to the need of
having an Advanced Practice Nurse take on the role of a Clinical Nurse Specialist
(CNS). Working in dialysis as a Clinical Manager, and managing an anemia man-
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agement program has brought effective results in anemia management patients. A
patient in dialysis by the name of Mack is an 80 something women that comes to
dialysis three times a week. Mack wears bright clothes with stripes or poke-a-dots
and a beach hat. When she wheels through the doors of the clinic she smiles at every-
one she meets and if asked how she is, she will go into detail about her day. Real
or unreal her stories are sweet and all the while she is talking there is a big smiling
on her face. She is a tiny women the size of a child, small and fragile. A short six
months ago Mack’s hemoglobin was critical low and now she has stable hemoglobin
levels. Her hip fracture is healed and she is not in traction anymore. She can pivot
to the chair to sit down for her treatments. Anemia management helped Mack im-
prove her active daily living. Her improvements did not go unnoticed by her daugh-
ter, or the Nephrologists and mostly her Clinical Manager who was the CNS of the
AMP at Mack’s clinic. Mack, like so many patients in dialysis needs a CNS who
cares about their future. A future that is unsure, but still lives in every one of the
patients receiving dialysis. The needs of end-stage renal disease (ESRD) patients are
many due to the existing co-morbidity of life threatening diseases that compound
these patients’ health problems. This proposal recommends that a Master’s level
nurse be hired for a position as Clinical Nurse Specialist (CNS). The proposal re-
quests that the Clinical Manager of the dialysis unit take on the role of the CNS.
By giving the responsibility to the Clinical Manager the organization can save re-
sources and still provide a high quality performer to manage an anemia program.
The rationale for this Research Utilization Proposal is found in Hamilton and
;%zouéﬁey’s, 2005 quantitative research. (Appendix C). (Hamilton, R., & Hawley, S.,

Research Utilization Proposal; Quality of Life Outcomes Related to Anemia Manage-
ment of Patients with Chronic Renal Failure

1. Problem Statement: Inadequate Anemia Management Strategies

The National Anemia Action Council and Healthy People 2010 have identified
anemia as a significant public health concern. At least 3.4 million Americans have
been diagnosed with anemia, and millions more may be undiagnosed or at increased
risk of developing anemia. Anemia is associated with lower functional ability, self-
care deficits, and depression. Even though the body tries to compensate for the ef-
fects of anemia, almost every organ system is eventually affected. Even mild anemia
adversely affects the patient’s quality of life (Lipschitz, 2003). Blood loss, decreased
red blood cell lifespan, uremia byproducts that inhibit erythropoiesis, decreased lev-
els of erythropoietin, and deficiencies in essential nutrients such as foliate acid or
iron all contribute to the anemic state in CKD patients (Eschbach & Adamson, 1985;
Kulzer et al 1994). Severe anemia (hematocrit (het) less than 28%) has been shown
to be present in about 50% of patients at the start of dialysis, but only 20% had
received recombinant human erythropoietin (EPO) treatment (Obrador, Ruthazer,
Port, Held, & Pereira, 1997). Patients treated in the Anemia Management Program
(AMP) have anemia related to chronic kidney disease (CKD). “As kidney function
declines, the likelihood of anemia associated with erythropoietin deficiency increases
because the deceased kidneys are unable to produce sufficient quantities of
erythropoiesis. Frequently, anemia manifests early in the spectrum of CKD and
worsen over time” (Lipschitz, D. (2003) p, 140). Effective treatment of the anemia
in CKD improves survival, decreases morbidity, and increases quality of life (Sow-
ers, McClellan, & Schoolwerth, 2005). Quality of life can be difficult to define be-
cause it means different things to different people. For the purpose of this Nursing
Research Utilization Proposal the emphasis will be on health-related quality of life
because it impacts every aspect of a person’s life (National Kidney Foundation, Inc).
This finding highlights the need for more proactive treatment of this condition in
the more advanced stages of CKD.

2. Proposed Solution for Anemia Management Strategy

The selection of a clinical nurse specialist (CNS) in a nephrology office and dialy-
sis clinic is essential in early detection of the anemia condition for the patient popu-
lation pre-End Stage Renal Disease, (ESRD which would coordinate Erythropoiesis
Stimulating Agent ESA therapy changes based on algorithms supportive of rec-
ommendations by National Kidney Foundation (NKF), Kidney Disease Outcome
Quality Indicators, (KDOQI). NKF/KDOQI came out in 2006 with guidelines for the
clinical nurse specialist (CNS) as the anemia manager monitoring hemoglobin levels
using an AMP to treat CKD. ESA’s therapies are found to improved quality of life
for the ESRD patient by improving the patient’s ability to maintain independent for
Activities of Daily Living (ADL’s). (NKF, 2006, para 2). According to the NKF
KDOQI guidelines the CNS will work with an interdisciplinary team which is
aliened with the mission statement of the Kidney Disease Indicators and Global
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Outcomes (KDIGO) which states “Interdisciplinary approach: Work Group members
will be chosen for leadership in their respective fields, commitment to quality of care
and expertise in clinical practice, with due consideration of international representa-
tion reflecting the mission statement of KDIGO.” (NKF, KDIGO, 2006, par 2). The
CNS who manages the AMP identifies earlier referrals by primary care providers
as the intervention with the greatest potential to impact positively the quality of
life for patients with anemia. Research supports the CNS’s outcome objectives of
stable Hgb. Levels at 11 to 12 and uses ESA’s to accomplish this. The symptoms
of chronic renal failure appear late in the course of the disease, and earlier referrals
to a nephrologists by the CNS can lead to a better quality of life for patients with
renal disease (Frimat et al 2004). The CNS has an opportunity to make a positive
impact on patient outcomes by educating other members of the healthcare team,
such as physicians, case managers, and diabetes educators, regarding the advan-
tages of identifying and screening high-risk patients. Earlier screening can lead to
earlier referral. With the continued increase in CKD and the anemia that accom-
panies it, organizations may find the CNS’s to be a valuable resource for managing
this patient population. A CNS is well prepared and qualified to manage patients
with chronic health problems, and the positive impact of a CNS-managed program
need not be limited to anemia. By controlling anemia the CNS has opened up an
increase quality of life for the pre ESRD patient as well as the ESRD patient receiv-
ing dialysis.

Section A: Problem Identification:

1. Problem identification [ Description

The problem of health related symptoms of the ESRD patient can be addressed
by the Clinical Nurse Specialist (CNS) in treating anemia for the end-stage renal
disease (ESRD). Patient who are afflicted with ESRD are linked to the disease pa-
thology and patient compliance issues increasing risk factors for anemia. The CNS
has his or her work cut out for them. This is due in part to patients not showing
up for treatments, not follow aseptic techniques for vascular access, ignoring diet
and fluid restrictions, and not taking medication supplement or take prescribed
medication as directed are all at risk behaviors for increase inflammation and infec-
tions leading to a reduction in red blood cell (RBC) production anemia. The loss of
kidney function impedes the production of red blood cells (RBC’s) or a low hemo-
globin level, for the ESRD patient and therefore, must be compensated through re-
placement therapy. In the past replacement was only available through blood trans-
fusions. Blood transfusions were problematic in that the patient had to rely
on supply, type, correct delivery and not having an allergic reaction that
could be fatal to the blood product.

This proposed solution to unstable hemoglobin levels for the dialysis pa-
tient is to stabilize the levels through drug interventions using Epogen.
Epogen is a Erythropoiesis Stimulating Agents (ESAs) an anti-anemia bio-
logics, distributed as Epogen(], Procrit (I, and Aranespll. ESA’s are man-
made versions of erythropoietin, a hormone that is produced in the kidney
and stimulates the bone marrow to make more red blood cells. ESAs are
Food and Drug Administration (FDA) approved for the treatment of anemia
in CKF patients, in patients with cancer whose anemia is caused by chemo-
therapy, in patients with human immunodeficiency virus who are using
Zidovudine (also known as (AZT) and to reduce the number of transfusions
in patients scheduled for major surgery (except heart surgery).” (CMS,
2007, para 5).

A CNS can identify those patients at risk and place them on an Anemia Manage-
ment Program. An AMP can consist of patients at risk for ESRD, ESRD patients,
cancer patients and blood disorders. The NKF/KDOQI guidelines have evidence
based research that target supplemental treatment for the ESRD patient in ESA
dosing with subcutaneous or intravascular injection that can be an intravascular
push through the dialysis system and have a direct affect on improvements in Hgb
Levels. The solution of a CNS in an AMP is appropriate in treating anemia. A Clin-
ical Nurse Specialist CNS using the ESA’s in an AMP according to Hamilton and
Hawley’s quantitative research has long lasting benefits for compliance and quality
of life improvements.

2. Importance of the Problem

Resolving anemia symptoms has improved the lives of ESRD patients for the last
10 years. In an effort to improve the treatment of anemia for ESRD patient even
more is found in evidence based scientific research of ESA’s as a treatment option.
Treating anemia in ESRD patients has been improved with the use of ESA by 51%
in the last 10 years according to NKF. (Best Practice, 2006 topic 4 para. 2) The ap-
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pointment of a CNS to head up this project is necessary because they are an ad-
vance practice nurse with the management skills necessary to understand the com-
plex issues related to anemia and the need for homeostasis in hemoglobin (Hgb) lev-
els in the ESRD patient. In Hamilton and Hawley’s study the presence of a CNS
in an AMP resulted in a significant improvement in physical and mental conditions
in patients. (Appendix C).

3. Developing Project Objectives

The developing project has objective based on the NKF/KDOQI that in turn devel-
oped these guidelines based on Agency for Healthcare Research and Quality (AHRQ)
research. The NKF has developed guidelines to help in anemia manager or CNS
support AMP presentations to a healthcare organization. The guidelines are evi-
dence based practice from the (AHRQ) Evidence-Based Practice Center a well re-
spected and reputable source.

4. Brief Proposed Solution Description and Rationale

Improvements in patients physical and mental levels is the outcome objective and
the mode to achieve this would be in appointing a CNS to the position of an AMP
for a patient population of pre ESRD and ESRD patients The individual to be hired
would hold a Master in Nursing and certification in dialysis. The certification will
be a Certified Nephrology Nurse CNN which is an accredited program highly re-
spected by the nephrology community. CNN is dedicated to education and research
for the dialysis patient’s improvement through evidence based research. The CNN
meets added requirements of advance education and on going Continuing Education
Units (CEU’s) above the minimal requirements of a non certified nurse. The CNN
will review of monthly/post hospitalizations/infections/inflammation results reflect-
ing a drop in hemoglobin/hematocrit levels (Appendix C). Further research is needed
to evaluate the more accurate outcome to support a CNS involvement in an AMP
for chronic ESRD. The CNS will prescribe/adjust/and stop ESA dosing for newly di-
agnosed ESRD patients and re-evaluating the effectiveness of the ESA doses by the
changes in hemoglobin levels using an algorithm based on NKF/KDOQI guidelines.

Section B: Innovation Description:

1. Solution Description

The solution description is the implementation of a CNS to head up a well orga-
nized medical management AMP using a host of treatment modalities to reduce the
erratic ups and downs in Hgb levels seen in ESRD patients.

2. Consistency of Solution with Research Support

The present system is reactive to patients currently experiencing anemic condi-
tions. The new program called the AMP would be a proactive intervention for at risk
anemic and ESRD anemic patients. In Robbins Study regarding the role of the CNS
managing the AMP they support the concept. According to Robbins, Nephrology
nurses often play a key role in managing patients with CKD. The advanced practice
nurse or clinical nurse specialist may fulfill essential roles in identifying chronic
kidney disease (CKD) patients at risk for developing anemia and managing the iron
and epogen requirements of these patients (e.g., laboratory assessments of iron and
hematology indicators, prescription for therapies, such as counseling and surgery).
(Robbins, Kerhulas, Senger, & Fishbane, 1997).

3. Feasibility of the Solution

Data has shown that overall prognosis is improved by successfully managing and
correcting anemia of chronic disease whether the symptoms are related to Chronic
Kidney Disease (CKD), cardiovascular disease, or cancer (Lipschitz, D., 2003). In
Lipschitz study the patients are managed by a CNS direct AMP for anemia and the
results are positive. Lipschitz discusses the impact of a CNS that has the experience
and expertise to provide direction for medical and mental support of the ESRD pa-
tient. These skills by the CNS make the critical difference in the AMP implementa-
tion process. (Lipschitz, D., 2003)

4. Consistency of Solution with Resources

Funding for the CNS presence some challenges. The salary requirements for a
CNS are not cheap, and healthcare organizations are reluctant to hiring high paying
salaries to specialty nurses without good cause. The decision to make a financial
commitment will be solely based on the healthcare organization buying into the
CNS managed AMP. Funding decisions motivated by profits can be an incentive for
healthcare management to hire a CNS. The decrease of hospitalizations and reduc-
tion in procedures for this patient population can be lucrative. In today’s re-



176

imbursement reality for healthcare cost under Diagnosis-Related Group (DRG’s) a
set amount is agreed upon by the facility and the insurance carrier.

Wikipedia’s encyclopedia defines DRG as:

+ Diagnosis-Related Group (DRG) is a system to classify hospital cases into
one of approximately 500 groups, also referred to as DRGs, expected to have
similar hospital resource use, developed for Medicare as part of the prospective
payment system. (Healthcare Cost and Utilization Project (C-HUP), 2007)

According to C-HUP if the patient stays the exact amount of days as an inpatient

the cost is minimal and profit predictable to the healthcare organization, staying
less than the targeted days results in an increase profit margin for the health care
organization, and staying too long then the hospital losses money. Since the ESRD
patient is at risk for infections, heart disease, and electrolyte imbalances all requir-
ing prolonged hospitalization an organization such as healthcare must look at ways
to cut those cost. (National Statistic Archive, 2007). The proposal to hire a CNS is
attractive to healthcare management because of the promise to minimize fluctua-
tions in health related risk for ESRD patients resulting in hospitalizations. A reduc-
tion in hospitalizations reduces loss of revenue for the healthcare industry. Accord-
ing to H-CUP congestive heart failure (CHF) is reported to be the 5th top reasons
for hospitalization. ESRD patients are a high risk for CHF due to fluid overload
(National Statistic Archive, 2007).

Section C: Research Support:

1. Sufficient Research Support Base

According to Van Wyck’s study anemia management is a highly specialized prac-
tice and requires advance practice skills to be able to run an AMP. The CNS as a
successful anemia management will provide care to patients with CKD that requires
them to target therapies including iron. Van Wyck believes that the goal of iron
therapy another treatment modality for anemia is to achieve and maintain target
Hgb levels, to avoid storage iron depletion, and prevent iron deficient erythropoietin.
(Van Wyck, D.B., 2000). Van Wyck supports the hiring of a CNS because they would
use protocols and algorithms in the AMP they are managing. A CNS would also
know the NKD/KDOQI Anemia Management Guidelines and use them to serve as
an enhancement to current clinical practice in the AMP. The CNS will studies the
outcome results from controlled trials and evaluate if the reports are valid using
proven resources such as NKF/KDOQI respected expert research of anemia manage-
ment treating ESRD. Van Wyck believes that prospective, controlled trials are need-
ed to determine the comparative safety of periodic and maintenance IV iron proto-
cols and to explore the relationship between IV iron administration, body iron sta-
tus, and risk of infection and ischemic heart disease (Van Wyck, D.B., 2000). The
healthcare management team chosen to hire the CNS will have to use this and
other research to test the knowledge and skill set of the CNS. The CNS will have
to support his or her ability to handle this responsibility by knowing about these
and other research studies.

2. Compelling Research Support Base

The innovation to assign a Clinical Nurse Specialist (CNP) to manage the Anemia
Management Program (AMP) will have a measurable impact on the quality of life
for Chronic Kidney Disease patients. Kimmel and Patel believed that an AMP would
help improve patient outcomes in terms of cardiovascular function, quality of life,
and morbidity/mortality. They believed that this would lead to better and improved
patient compliance to dialysis treatment. (Kimmel & Patel, 2006).

3. Types of Research Articles

a. Quantitative

Hamilton and Hawley’s quantitative study supports the increase number of pa-
tients who experience improvement in quality of life from having an AMP managed
by a CNS. (Hamilton & Hawley, 2005). The qualitative studies support positive pa-
tient outcomes and improved patient compliance (Pruett, Johnson & O’Keefe, 2007).
Pruett, Johnson and O’Keefe discussed the effectiveness of educating the nursing
staff using a protocol of application and concluded that a well-trained and knowl-
edgeable nurse can improve outcome results for the anemic patients. The CNS must
be able to discern appropriate dosing of ESA’s and Iron. “The primary conclusion
from the analysis is that the seesawing effect of administering IV iron then with-
holding iron was stabilized as a result of the new IV iron protocol (Pruett, Johnson
& O’Keefe, 2007, p 211).
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4. Discussion of Research Studies

Many studies have been conducted which consider the impact of anemia on pa-
tients’ quality of life. Decline in physical functioning because of anemia has an ad-
verse effect on the patient’s quality of life. Several clinical trials in young patients
with renal disease or undergoing chemotherapy for various malignancies have re-
ported a strong positive correlation between quality of life score and hemoglobin
concentrations. Available data have shown that overall prognosis is improved by
successfully managing and correcting anemia in patients with chronic disease such
as congestive heart failure and end-stage renal disease (Lipschitz, 2003). The
Lipschitz study supports the hiring of a CNS to manage an AMP because of the
CNS’s ability to focus on anemic conditions and treatment them aggressively. By
treating anemia early the CNS has a better chance of bring the ESRD patient back
to therapeutic levels in Hgb.

a. Scientific merit

Repeating, Hamilton and Hawley research study with a larger sample may show
a greater increase in the mean scores for both the Physical and the Mental Compo-
nent Score in each of the post treatment time frames, especially the 12-month sur-
vey. A more consistent, orderly approach in the administration of the SF-36 (Appen-
dix A) would be beneficial in tracking the progress of patients in the Anemia Man-
agement Program, (AMP) and increasing sample size for future studies would give
the result better scientific merit. (Hamilton, R., & Hawley, S., 2006). Giving Ham-
ilton and Hawley’s study more merit by repeating the study with a larger sample
size would help improve attitudes of the healthcare organizations to comply with
proven scientific merited research studies such as Hamilton and Hawley and moti-
vate the present of CNS’s in AMP’s.

b. Strengths and limitations

The strength of appointing a CNS to an AMP would be consistency in care. The
CNS would be observation, treating and gaining data from the SF-36 survey for re-
view. This information obtained would go a long way in answering questions about
the validity of a CNS managed AMP. In Hamilton and Hawley’s study one limita-
tion was that the research lacked a power analysis. A power analysis would have
determined the number of patients needed to detect if an increase in quality of life
was due to anemia treatment. In Hamilton and Hawley quantitative research the
starting number of patients was 78 then after six months was less than 20. (Ham-
ilton & Hawley, 2005). In this proposal the power analysis would take into consider-
ation the amount of participants. A CNS would make this task a high priority and
the results would become strengths for this program. A limitation that this program
would have could be the nursing shortage. Due to many nurses being overwhelmed
with their responsibilities already these nurse might not want to help out with an
anemia management program. In Hamilton and Hawley’s research they found that
the staff nurses played a significant role in depleting the participants in their study.
Because the nursing staff was suppose to make the SF-36 survey available to the
patients at timed intervals not doing so had a direct impact on the study. A limita-
tion in Hamilton and Hawley’s research relates to administration of the Medical
Outcomes Short Form 36 Item Health Survey (SF-36) (Appendix B). There were in-
cidents when the staff failed to make the SF-36 available to the patients for self-
administration at the designated intervals. In Ware and Kosinski they also experi-
enced a lack of commitment by the nursing staff to distribute surveys. “There were
also surveys that were excluded from the research due to missing data.” (Ware &
Kosinski, 2001).

¢. Relevance and rationale for inclusion

Section D: Implementation Plan

The implementation phase of any clinical studies is critical for the success of the
proposed program. The purpose of the implementation plan is to make systemic
summary and necessary resources to start the program on clinical nurse specialist
%%NS)-managed anemia management program (AMP) to elevate patient quality of
ife.

1. Solution Implementation Plan

The target populations for this program are ESRD patients with anemia. These
patients are likely experiencing decline in physical functioning because of anemia
and have an adverse effect on the patient’s quality of life. The plan would be to have
a CNS management the treatments for the ESRD patient and subsequently de-
crease the risk for anemia.
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a. Involvement of formal and informal leaders

The CNS will actively manage the AMP in collaboration with a nephrologist who
will serve as the program’s medical director. The AMP is staff with registered
nurses and one program assistant. Nursing director, the formal leadership of the
nursing division will be involved in the initial planning of the AMP as well as the
medical director. Any additions or changes to protocols or algorithms will be pre-
sented to the management team and physicians for approval.

b. Timing of implementation
The medical director together with and the head of nursing division and the Clin-
ical Manager will schedule a meeting to discuss the program and get approval from

the vice president of the hospital’s patient services. Succeeding monthly meetings
will be held for follow-up, review and re-evaluations of the AMP.

c. Inclusion of personnel

One vital role of the CNS is the training and coaching of staff nurses to become
competent in providing care to patients with anemia related to CKD. The program
protocol will be developed by the CNS in collaboration with the nephrologist for the
staff to use, and when patient’s condition fall outside norms then established proto-
cols and algorithms will be followed by staff.

d. Obtaining approvals

Any treatment adjustments will be decided in a collaborative effort by the
nephrologists and CNS. The recommendations of treatment will be initiated by the
CNS who will submit the report to the nephrologists with recommendations and re-
quiring approval. Any changed to protocols and algorithms will be presented to the
healthcare management for approval.

e. Communication Methodologies

The methods of communication will be verbal between CNS and staff. A monthly
meeting will be convened to hear monthly reports on hospitalizations, improvements
in quality of life (quarterly), quality outcome reports outlining compliance to ap-
proved protocols and algorithms.

2. Resources Needed for Solution Implementation

Staffing needs will require the hiring of a CNS to head up the AMP within the
nephrologists office and chronic dialysis clinic. The equipment needed will be a desk,
phone, computer, printer, fax and office supplies. The space will be located either
in the physician’s office or the dialysis clinic. The educational and technical support
will be supplied by the educational specialist from the dialysis unit and computer
staff already in place at the dialysis clinic will support the needs of the CNS as well.
The support staff for this program will be supplied by the existing RN staff nurse
and the facility to operate this program will be integrated into the clinic area’s re-
sources or the physicians office. The access to telephones and computer will be lo-
cated in the office of the CNS and are a part of the existing system found in both
locations.

a. Timing of implementation

The timing for this implementation will start post agreement with management
at the facility. Once management has approved hiring a CNS the full enactment of
the program will follow. The priority items that the CNS will have to address are
the present mental and physical state of the pre ESRD and ESRD patients they are
managing. The lab results for each patient will be reviewed and the results of those
labs will dictate how the treatment will start based on the algorithms. The inter-
view with staff nurses will lend a substantial amount of data that the CNS can use
to develop a plan for implementing the program and what training is needed by the
Nurse Educator. The next step would be to start training staff members on how the
SF-36 survey would be presented and completed by the ESRD patients. The imple-
mentation of the SF-36 survey would then be administered to give more data re-
sults for the CNS to evaluate a starting level to measure change in quality of living
for the ESRD patients. A review of the data and reports would be presented to the
physicians and a collaborative planning session would be held. This meeting would
discuss methods of addressing issues that are expected to present during care in the
clinic.

b. Involvement of key personnel

The procurement office will be in charge in the procurement of the assessment
tool SF-36 forms and the Orion Outcomes Database that will store and analyze the
data survey. The Information Technology (IT) will be responsible for the computer
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wiring system and training on data input. An educator for staff will be the responsi-
bility of the Education department from either the physician’s office or the dialysis
clinic. This personnel to provide training for the staff nurse. Human resource is in
charge in the processing of the hired the CNS. A budget of cost for this program
is outlined in Appendix D.

c. Equipment and materials

The equipment and materials needed for this program consist of office support,
computers, printers, fax machines—or availability, and phones. These can be sup-
plied by the existing office of the Clinical Manager if the CNS responsibilities be-
come his or her or out of the physician’s office. Having a Clinical Manager take on
this responsibility would also alleviate the need for more office space which can be
difficult to find in clinics and physician’s offices.

d. Consideration of Costs

The primary resources needed for this program is the clinical nurse specialist
(CNS) who will manage the program. The average annual CNS salary is 76,209 this
is based on a salary for an Advance Practice Nurse. Other interdisciplinary per-
sonnel include the procurement department, IT, education and human resources.

3. Monitoring Solution Implementation

The clinical nurse specialist will monitor outcomes. It will be the responsibility
of the CNS to provide the SF—-36 survey to patients via staff nurses in the physi-
cian’s office and in the dialysis clinic. The proof is in the pudding for monitoring
solutions that are being implemented into any organization. The CNS must have a
organized approach when setting up this program, staff must to educated and
trained on the procedures they are responsible for and have competency in being
able to perform those duties. The reactions to patients conditions and the treat-
ments used to help them must be monitored by the CNS through direct exposure
to the patients charts, or via the staff nurses.

4. Utilization of Planned Change Theory

The planned change theory selected for the CNS-managed AMP on patient quality
of life is the Stetler model of research utilization to facilitate evidenced-based prac-
tice. As cited in Burns and Grove (2005), “the model has five phases: preparation,
validation, comparative evaluation/ decision making, translation/ application, and
evaluation”. The preparation phase involves determining the purpose and potential
outcomes of making an evidenced-based change in a clinical agency. The purpose of
this innovation is to evaluate the impact of a CNS managed AMP on stable Hgb’s
and improvements in the quality of life for patients with anemia related to CKD.
The validation phase involves research finding cited by Sowers et al (2005). As kid-
ney functions decline, the likelihood of anemia associated with erythropoietin defi-
ciency increases therefore, the hiring of a CNS to manage the AMP would be pru-
dent for a healthcare organization to prevent the complications of anemia and re-
duce cost associated with ESRD such as long hospital stays. The comparative
evaluation/ decision making phase is a time to view the end product found when
a CNS manages an AMP. The responsibilities of the CNS is to report the results
from SF-36 and the analyzing tool of the data by Orion Outcome Database. (Appen-
dix A&B). The translation application phase in a proposal will put into practice the
results found in research. The CNS will plan the application of applying practices
of managing anemia for ESRD patients by working out the schedules of staff nurses
for administrating the survey, evaluation of the lab results and scheduling the labs
based on re-imbursement for these test, reviewing the results and changing doses
for epogen per the algorithm established by the guidelines and approval of manage-
ment. The CNS will also address different issues such as counseling, education and
psychotropic drugs. The practice of managing anemia has to take into account a ho-
listic approach to healthcare for the ESRD patient. (Hamilton & Hawley, 2005). The
evaluation phase involves the CNS monitoring and reporting on outcomes, both clin-
ical and financial. The CNS will report the results at monthly meetings attended
by administration and physicians.

5. Feasibility of Implementation of Solution

The professionalism, education, and clinical expertise of a CNS make them an
ideal solution for the AMP. In Hamilton and Hawley the positive effects of a CNS
managed AMP are worthwhile to the patient’s overall health and the healthcare
community’s ability to met those needs.

Tracking the quality of life outcomes of patients at various stages of the AMP pro-
vides greater insight into the effectiveness of the treatment program. In Hamilton
and Hawley’s research the patients’ had pre and post results for comparison. This
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was done because the pre results gave a baseline for measuring movement negative
or positive about the quality of life. The CNS can use the SF-36 survey and analysis
tool Orion Outcome Database to repeat the research and duplicate the results show-
ing improvements in the quality of life for ESRD patients. (Appendix A).

Section E: Evaluation Plan

1. Developing or Revising Outcome Measure

The outcome measurement tool will be the Orion Outcomes Database designed to
analyze data and based on results from research to evaluate whether or not the ob-
jective outcome goals were achieved. This will be used in this program to help the
CNS evaluate the outcome goals and measure the trends for meeting those goals.

a. A copy of the measure needs to be included in the Appendix

The results from Orion Outcomes Database (Appendix A) showing that there was
a significant improvement in the quality of living for the ESRD patient who had
the support of a CNS in an AMP. The conclusion of Hamilton and Hawley’s research
study (Appendix C) found that CNS interventions for the CKD patient population
was seen in the first 3 months as significant in physical improves in the patient’s
quality of life.

2. Determining Outcome Measure Value

The outcome tool Orion Outcome Database (Appendix A) has a proven reliability
for scientific research that is used to evaluate outcome goals. The results in Ham-
ilton and Hawley study inspirited further research seen in this proposal. The results
of Orion Outcome Database found in Hamilton and Hawley’s research separated two
components of physical and mental both scored then analyzed showing significant
improvements with an AMP managed by a CNS. (Appendix C). An example of Ham-
ilton and Hawley research would be seen the score of a patient experiencing a low
quality of life mentally, but has a high score physically which would require inter-
vention by the CNS. The next survey would be evaluated for the effectiveness of
that intervention. This proposal would follow that same pattern and use those same
tools to determining outcome measure values of the AMP.

a. Validity

The validity that is in this plan is found in duplicating the efforts of Hamilton
and Hawley’s research. (Hamilton & Hawley, 2005). Validity should be obvious
when a colleague looks at and measures outcomes from a study that is considered
experts in the field. Examine the research and finding that it will show the same
results when repeated proves validity. The measured outcome intended as seen
when duplicating a study uses the same materials and methods. This is the aim of
this proposal, to use the same research tools found in Hamilton and Hawley and
gl)lplicate the results to improve the quality of life for the ESRD patient. (Appendix

b. Reliability

The Orion Outcome Database (Appendix A) is a proven method of analyzing data
created by the survey. In Hamilton and Hawley’s research study the measurement
was significant when the results were analyzed by Orion Outcome Database show-
ing an upward trend of improved quality of living for ESRD. Using this tool would
be advantageous when reporting the progress of an AMP managed by a CNS to
healthcare management. Management could see the results of improvements in a
proven scientific method when using Orion Outcome Database and rely on that in-
formation to base a judgment on the AMP’s success with a CNS in control of the
operation.

The CNS will take steps to analyze the results found at three month intervals
based on Orion Outcomes Database (Appendix A) and crease a summary report for
the healthcare management team and physicians using verbiage that helps to sepa-
rate changes in physical and mental results. By separating the two fields the CNS
report will more closely follow Orion’s Outcome Database (Appendix A) to find the
results of the effectiveness a CNS has on an AMP.

c. Sensitivity to change

This instrument has sensitivity issues: The survey results are simplistic for easy
access, time constraints, and analyzing. The results seen in Hamilton and Hawley’s
study do not plan for complications, surgeries, declines in other co-morbidities, emo-
tional stressors, and staffing problems. According to Burns and Grove, “This assess-
ment of reliability is irrelevant or only partially relevant to assessing the suitability
or precision of measures selected because of their sensitivity to change within the
individual over time”. (Burns & Grove, 2005, P.). This research was conducted using
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a simple survey SF-36. The format made the SF-36 easy for the patients to compete
quickly. The research information did not specify if the SF-36 survey was made
available in English only, and therefore, an evaluation of appropriateness of lan-
guage could not be evaluated. (Appendix B)

d. Appropriateness for use

According to Burns and Grove appropriateness is shown by the partnerships es-
tablished by following guidelines formulated by established and respectable organi-
zations. In this proposal the partnership between the AMP guidelines and the rec-
ommended guidelines from the NKF/KDQOI lends support for appropriateness.
(Burns & Grove, 2005, P. 656).

3. Data Collection and Analysis

Hamilton and Hawley’s research used a SF-36 survey (Appendix B) to collect the
data and Orion Outcome Database for analyzing a research because the tools used
were respected and valid for measuring the quality of life. The CNS must use a
product like SF-36 so that they can collect data from the patients in the AMP and
analyze the data resulting in a report that shows outcome goals are being met by
the program. The idea that a CNS is the key factor in a successful AMP will be
decided by the healthcare organization based on the results from tools such as OOD.
According to Burns and Grove, “Data collection is the precise, systematic gathering
of information relevant to the research purpose or the specific objectives, questions,
or hypotheses of a study.” Burns & Grove, 2005, P. 42).

4. Resources Needed

This proposal would ask that the CNS role will be the Clinical Manager. The ben-
efits of having an existing employee of the clinic are cost saving and decreases the
time required for orientation to the facility. The requirements for the CNS will in-
clude existing duties of maintaining a safe environment for patients, training pro-
grams for staff and using an implementation plan to guide staff in learning this new
method of nursing practice. The staff nurses will administer the SF-36 survey and
monitor the location, scheduled time to provide SF-36 survey’s to participants, Sub-
mit to the CNS a completed survey, and make sure patients have an opportunity
to fill out the SF-36 survey. The staff nurses are key stakeholders in compliance.
These nurses have to add this responsibility to work loads that are already over-
whelming. The nurses have to be able to locate the SF-36 survey easily, maintain
a list of patients in the research project, schedule times for filling out the SF-36
survey initially, in 3 months, 6 months and 12 months. The SF-36 survey cost is
$405. Orion Outcomes Database cost $500 for a license to use this product. The im-
plementation of the AMP will be introduced in an in-service training program to
staff nurses. The cost for training will include re-imbursement at the rate of pay
per RN. RN Salaries range from $22/hr to $32/hr. The clinic has four staff RN’s re-
sulting in cost of 88/hr to 128/hr. The total amount of time projected to spend in
training is 4 hours which will total 352/RN to 413/RN. The records of this project
must be kept appropriate in a time frame to support the outcome goals to measure
change in the patients’ quality of life by the CNS to plan interventions based on
the results.

5. Feasibility of the Plan

According to Burns and Groves, “feasibility of using research findings in practice
involves examining the three R’s.” The two that relate to this portion of the proposal
are potential risks and readiness of those involved (Burns & Groves, 2005, P. 644).
The potential risks of implementing this change are that the staff RN will not want
to perform the task of handling the SF-36 surveys’. Staff may have problems stay-
ing organized and remembering when to hand out the SF-36 survey. In Hamilton
and Hawley’s research study this problem resulted in over half of the 79 partici-
pants dropped due to a lack of staff RN’s making the SF-35 survey available and
giving the SF-36 survey to patients within the time frame set out by the study. The
CNS will have to plan for interventions and training staff to make sure that this
does not happen. The second R addresses the ability or timing of induction to staff
ready to take on this task. A new RN trying to train in basic skills for the depart-
ment is a poor candidate because this staff RN has so much to learn and adding
a SF-36 survey to his or her schedule would not be wise. The CNS must evaluate
the staff working in the clinic, what are the staff's strengths and weaknesses for
conducting the survey.
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Section F: Decision-Making Strategies

1. Maintenance of the Solution

The need to communicate and collaborate with administration and staff nurses is
required to maintain the CNS-managed AMP. The importance of close contact and
direction will result in a positive outcome of the project, particularly the achieve-
ment of upward trends in patients’ quality of life outcome. This innovation can be
done through: staff development or educational program held monthly and hospital
committees developing practices that are incorporation into established policies and/
or procedures. It is essential that once a CNS is hired that the hospital management
team review outcome goals provided by Orion Outcome Database, reports of hos-
pitalization trends for ESRD, a reduction in hospital stays for ESRD patients to
evaluate the effectiveness of this program.

2. Extending the Solution

An annual evaluation of the results from research of report findings and meas-
uring goals set out for the AMP will be a tool that management can use to make
the decision to continue this program. A reevaluation of the CNS performance will
be based on meeting outcome goals as seen in Orion Outcome Database results, hos-
pital stay. The nurse manager in collaboration with the nurse educator would have
to plan education and training sessions as new staff members were hired in the clin-
ic. The development of an introduction program would be beneficial to this program
and help the CNS provide training as new hires came into the clinic more easily.

3. Revising the Solution

As the program is managed the CNS will be evaluating the effectiveness of the
practices, reporting methods and measurement tools. As nursing research continues
the CNS may want to incorporate new guidelines that would change protocols and
algorithms. The solution to revising the solution would be done by a collaborative
effort of evidence-based practice and input from key stakeholders.

4. Discontinuing the Solution

It would be very difficult to discontinue an innovation that staff has acknowledged
success. However, if the program continues to produce negative outcome, then it
should be discontinued that will formally involved different departments in the hos-
pital such as nursing, medicine, education, IT, human resources, and administra-
tion.

5. Plans for Work Setting and Professional Feedback

The plans for work setting will be a clinic of ESRD patients receiving dialysis.
Professional Feedback would be collected by way of a questionnaire from staff and
the SF-36 survey from the patients. These two tools will help the CNS evaluate the
effectiveness of this program.
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Appendix A

SF-36v2™ and SF-12v2™ Health Surveys Offer Substantial Improvements)

New versions of the SF-360 (SF-36v2™) and SF-12001 (SF-12v2™) Health Sur-
veys, developed by scientists at Quality Metric Incorporated and collaborators, have
been shown to produce substantial improvements over the originals. Improvements
in item wording and format and a 6-fold increase in the ranges of scores covered
were achieved for both surveys without increasing respondent burden. Survey devel-
opers, with over 10 years of experience in health outcomes measurement, rec-
ommend adoption of the SF-36v2™ or SF-12v2™ for clinical trials, disease man-
agement, risk prediction, population monitoring, and other studies where scientific
validity and precise measurement are required. New up-to-date norms and guide-
lines are available for maintaining backward comparability with studies published
to date, providing complete standardization between the surveys and allowing for
comparison of data sets for trend analyses.

Used successfully in more than 600 randomized clinical trials reported in over 240
scientific and medical journals, the SF-360, SF-36v2™, SF-12[1, SF-12v2™, and
SF-8TM are proven responsive in 44 disease conditions and are accepted by the FDA
as proof of benefit for improved functioning and other patient-reported outcomes.
Additionally, the SF-36v2 and the SF-12v2 have been adopted as the standard of
measurement by key government agencies, including the Agency for Healthcare Re-
search and Quality (AHRQ), which has adopted use of the SF-12v2 for the nation-
ally significant Medical Expenditure Panel Study (MEPS).
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Figure 1 SF-12v2 Role Physical Items Achieve
6-Fold Increase in Range Measured

Version 1 Version 2
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Improvements Include:

After more than 10 years of testing, new versions of the SF-00 (SF-36v2™) and
SF-120 (SF-12v2™) Health Surveys were published to correct deficiencies that had
been identified in the original versions. Improvements, which are documented in the
SF-36v2 user’s manual (Ware, Kosinski and Dewey, 2000) and in the SF-12v2
user’s manual (Ware, Kosinski, Turner-Bowker and Gandek, 2002) were imple-
mented after careful study using both qualitative and quantitative methods in the
US and other countries.

Briefly, the SF-36v2 and SF-12v2 improvements include:

¢ better instructions and questionnaire items to shorten and simplify the wording
and make them more familiar and less ambiguous;

¢ an improved layout for questions and answers in the self-administered forms
that makes it easier to read and complete, and that reduces missing responses;

¢ greater comparability with translations and cultural adaptations widely-used in
the U.S. and in other countries;

« five-level responses in place of dichotomous response choices to greatly increase
the range and precision of scores.

As shown in the figure, a 6-fold increase in the range covered by the SF-12v2
Role-physical functioning scale was achieved. As documented in the new SF-12v2
and SF-36v2 user’s manuals, comparable improvements were achieved for both role
scales in both v2 forms. Specifically, the adoption of 5-choice (over dichotomous) re-
sponse categories for items measuring both physical and emotional role functioning
led to substantial increases in precision as indicated by the number of levels meas-
ured as well as the internal-consistency reliability of those scales for both SF-36
and SF-12 forms. Among the practical implications are virtual eliminations of the
“floor” effects and substantial reductions in the ceiling effects for both SF-36v2 and
SF-12v2 role functioning scales, in comparison with the original v1.

In the figure, norm-based scoring (NBS) algorithms are used to achieve a mean
and SD that are 50 and 10, respectively, for both v2 measures to be comparable
with SF-36v1 and SF-12v1. As explained in the user’s manuals, item response the-
ory (IRT) thresholds are used in the figure to show the differences in ranges covered
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by vl and v2 items in a large representative sample of the general US population
in 1999 (see the SF—12 user’s manual for more information).

Quality Metric’'s SF™ Generic Health Surveys (SF-360, SF-36v2™, SF-12[0],
SF-12v2™_ and SF-8™ Health Surveys) can be scored online accurately, securely,
and reliably now, with exclusive new desktop scoring software set for launch in
early 2004.

http://www.sf-36.org/community/SF36v2andSF12v2.shtml

Appendix B

The SF-36v2™ HEALTH SURVEY

Instructions for Completing the

Please answer every question. Some questions may look like others, but each one
is different. Please take the time to read and answer each question carefully by fill-
ing in the bubble that best represents your response.

1. In general, would you say your health is:

Excellent Very good Good Fair Poor
2. Compared to one year ago, how would you rate your health in general now?
Much better Somewhat About the Somewhat Much worse
now than better now same as one worse now than now than
one year ago than one year ago one year ago one year ago
year ago

3. The following questions are about activities you might do during a typical day.
Does your health now limit you in these activities? If so, how much?

Yes, limited a Yes, limited a No, not
lot little limited at all
a) Vigorous activities, such as running, lifting heavy objects, participating
in strenuous sports
b) Moderate activities, such as moving a table, pushing a vacuum cleaner,
bowling, or playing
¢) Lifting or carrying groceries
d) Climbing several flights of stairs
e) Climbing one flight of stairs
f) Bending, kneeling, or stooping
g) Walking more than a mile
h) Walking several hundred yards
i) Walking one hundred yards
j) Bathing or dressing yourself
Friday, June 22, 2007 Page 1 of 4

SF-36v2™ [] 1999 QualityMetric, Inc. All Rights Reserved.

4. During the past 4 weeks, have you had any of the following problems with your
work or other regular daily activities as a result of your physical health?

All of the Most of Some of A little of None of
time the time the time the time the time

a) Cut down on the amount of time you spent on work or other activities

b) Accomplished less than you would like

c¢) Were limited in the kind of work or other activities

d) Had difficulty performing the work or other activities (for example, it
took extra effort)

5. During the past 4 weeks, have you had any of the following problems with your
work or other regular daily activities as a result of any emotional problems
(such as feeling depressed or anxious)?

All of the Most of Some of A little of None of
time the time the time the time the time

a) Cut down on the amount of time you spent on work or other activities
b) Accomplished less than you would like
¢) Did work or other activities less carefully than usual
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6. During the past 4 weeks, to what extent has your physical health or emotional
problems interfered with your normal social activities with family, friends,

neighbors,
Not at all Slightly Moderately Quite a bit Extremely
Friday, June 22, 2007 Page 2 of 4

SF-36v2™ [0 1999 QualityMetric, Inc. All Rights Reserved.
7. How much *bodily* pain have you had during the *past 4 weeks*?

None Very mild Mild Moderate Very severe
Severe
8. During the *past 4 weeks*, how much did *pain* interfere with your normal work
(including both work outside the home and housework)?

Not at all A little bit Moderately Quite a bit Extremely

9. These questions are about how you feel and how things have been with you dur-
ing the past 4 weeks. For each question, please give the one answer that comes
closest to the way you have been feeling. How much of the time during the past
4 weeks . . .

All of the Most of Some of A little of None of
time the time the time the time the time

a) did you feel full of life?

b) have you been very nervous?

¢) have you felt so down in the dumps nothing could cheer you

d) have you felt calm and peaceful?

e) did you have a lot of energy?

f) have you felt downhearted and depressed?

g) did you feel worn out?

h) have you been happy?

i) or groups? did you feel tired?

10. During the past 4 weeks, how much of the time has your physical health or emo-

tional problems interfered with your social activities (like visting friends, rel-
atives, etc.)?

All of the Most of the Some of the A little of the None of the
time time time time time

Friday, June 22, 2007 Page 3 of 4

SF-36v2™ [] 1999 QualityMetric, Inc. All Rights Reserved.
11. How TRUE or FALSE is *each* of the following statements for you?

Definitely Mostly true Don’t know Mostly false Definitely

a) I seem to get sick a little easier than other people
b) I am as healthy as anybody I know

¢) I expect my health to get worse

d) My health is excellent

THANK YOU FOR COMPLETING THIS QUESTIONNAIRE!
Friday, June 22, 2007 Page 4 of 4

SF-36v2™ [1 1999 QualityMetric, Inc. All Rights Reserved.

Appendix C Quality of Life Outcomes Related to Anemia Management of Pa-
tients with Chronic Renal Failure
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Purpose: The purpose of this study was to evaluate the impact of a clinical nurse
specialist-managed outpatient anemia management program on quality of life for
patients with anemia related to chronic kidney disease.

Description of the study: A retrospective study was conducted using information
from the Medical Outcomes Short Form 36 Item Health Survey, which is completed
by patients with anemia at their initial, 3-month, 6-month, and 12-month visits, and
annually thereafter. Thirty-four patients completed the 3-month survey, 19 com-
pleted the 6-month survey, and 10 completed the 12-month survey.

Outcomes: There was a statistically significant increase in quality of life indica-
tors at the 3 and 6 months’ interval. The increase in physical and decrease in men-
tal indicators were not substantiated through the 12-month interval.

Conclusion: Quality of life was significantly improved for patients in a clinical
nurse specialist-managed outpatient anemia management program. The National
Anemia Action Council and Healthy People 2010 have identified anemia as a signifi-
cant public health concern. At least 3.4 million Americans have been diagnosed with
anemia, and millions more may be undiagnosed or at increased risk of developing
anemia.2 Anemia is associated with lower functional ability, self-care deficits, and
depression. Even though the body tries to compensate for the effects of anemia, al-
most every organ system is eventually affected. Even mild anemia adversely affects
the patient’s quality of life.3

Many studies have been conducted which consider the impact of anemia on pa-
tients’ quality of life. Decline in physical functioning because of anemia has an ad-
verse effect on the patient’s quality of life. Several clinical trials in young patients
with renal disease or undergoing chemotherapy for various malignancies have re-
ported a strong positive correlation between quality of life score and hemoglobin
concentrations. Available data have also shown that overall prognosis is improved
by successfully managing and correcting anemia in patients with chronic diseases
such as congestive heart failure and end-stage renal disease.3

The purpose of this retrospective study was to determine the impact of a clinical
nurse specialist (CNS)-managed anemia management program (AMP) on patient
quality of life. Patients treated in the AMP have anemia related to chronic kidney
disease (CKD). ’As kidney function declines, the likelihood of anemia associated with
erythropoietin deficiency increases because the diseased kidneys are unable to
produce sufficient quantities of EPO. Frequently, anemia manifests early in the
spectrum of CKD and worsens over time.5 Effective treatment of the anemia of CKD
improves survival, decreases morbidity, and increases quality of life.* Quality of life
can be difficult to define because it means different things to different people. For
the purpose of this study, we will be looking at health-related quality of life because
it impacts every aspect of a person’s life. Health-related quality of life usually refers
to aspects of our lives that are dominated or significantly influenced by our mental
or physical well-being.6 The specific aim of this study was to test the following re-
search question: Do patients treated in a CNS-managed AMP for patients with ane-
mia related to CKD experience a significant increase in quality of life?

The CNS who manages the AMP also wanted to test her hypothesis that patients
treated in the AMP for anemia related to CKD experience the greatest improvement
in quality of life during the first 3 months of treatment. The CNS speculates that
after 3 months, the patients maintain this improved level of functioning, but she
expects that the findings from the study will show that patients maintain or show
a slight decrease in functioning. The CNS attributes this to patients with anemia
being so weak when they first begin treatment and improve so drastically that, after
a few months, they do not remember how physically and mentally weak they were
when starting treatment.

Evidence-based treatment protocols for patients with anemia treated in the AMP
include intravenous iron sucrose and subcutaneous injections of erythropoietin. Indi-
vidual dosages are adjusted with each visit based on the patient’s hemoglobin level
and iron studies. Patients are seen in the AMP every 1 to 2 weeks, depending on
their hemoglobin and iron levels. If patients are severely anemic and symptomatic,
they may receive a transfusion of packed red blood cells. These treatment protocols
are consistent with recommendations from multiple sources including the National
Anemia Action Council and the National Kidney Foundation.!#
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As the CNS developed the AMP, attention was given to nonpharmacological inter-
ventions, such as patient education regarding their disease process, symptom man-
agement, nutrition, and exercise. Patients receive written and verbal education on
their initial visit. During each follow-up visit, ongoing education is provided. Pa-
tients are given a thorough physical assessment at each visit, including weight, vital
signs, and hemoglobin monitoring. Patients identified point of care testing for hemo-
globin levels as one of the most popular interventions initiated by the CNS. Hemo-
globin levels are measured by the AMP staff in the clinic, which saves the patient
the time and inconvenience of going to the laboratory for a blood draw. The CNS
and staff of the AMP are also a source of support and encouragement for the pa-
tients and the family members who accompany them to the clinic.

DESIGN

This retrospective study was conducted in an outpatient AMP. The program is ac-
tively managed by a CNS who treats patients with anemia related to CKD. The av-
erage age of patients treated in the AMP is 71 years. Patients in the AMP are asked
to complete version 2.0 of the Medical Outcomes Short Form 36 Item Health Survey
(SF-36) to monitor quality of life indicators. The SF-36 is given to the patient by
the AMP staff during the patient’s initial visit with a brief explanation of its pur-
pose and directions for completing it. The SF-36 is self-administered and is com-
pleted by the patients with anemia at their initial, 3-month, 6-month, and 12-month
visits, and annually thereafter. Thirty-four patients completed the 3-month survey,
19 completed the 6-month survey, and 10 completed the 12-month survey.

Sample

Tracking the quality of life outcomes of patients at various stages of the AMP pro-
vides greater insight into the effectiveness of the treatment program. The patients’
pretreatment results were compared with their post treatment results. For a pa-
tient’s results to be included, they must have completed each required survey. Those
patients who had completed al2-month survey have also completed the initial, the
3-month, and the 6-month surveys before being included in the study. Patients in-
cluded in the 6-month evaluation group have completed the initial, the 3-month, and
the 6-month surveys. Patients included in the 3-month evaluation have completed
both the initial and the 3-month surveys. Information from the SF-36 surveys is
put into a software program called the Orion Outcomes Database which stores and
analyzes the data. There were 73 patients in the Orion Outcomes Database, who
had completed the initial survey. Of these 73 patients, 34 had completed both the
initial and the 3-month surveys, 19 had completed the initial, the 3-month, and the
6-month surveys, and 10 had completed all the required surveys up to 12-months.

The SF-36 is the assessment tool used for monitoring health-related quality of life
issues for patients in the AMP because it is a useful and reliable instrument for
assessing quality of life in patients with many chronic conditions including chronic
renal disease.8 The SF-36 is self-administered and takes approximately 5 minutes
to complete and is divided into 8 dimensions which include Physical Functioning,
Role Physical, Bodily Pain, General Health, Vitality, Social Functioning, Role Emo-
tional, and Mental Health. There are 36 outcomes assessed under these 8 dimen-
sions. The dimensions of the SF-36 are scored on a range from 0 (the worst score)
to 100 (the best score).8

Version 2.0 of the SF-36 is an updated version that includes 2 summary meas-
ures. These summary measures are the Physical Component Score, which is a sum-
mary score of all the physical components, and the Mental Component Score, which
is a summary of all the mental component scores of the SF-36. Using these 2 sum-
mary components makes interpreting outcomes easier because it reduces the num-
ber of statistical comparisons necessary to capture differences in health status, of-
fers greater precision for measuring general physical and mental health outcomes,
and has more straightforward interpretation of physical and mental health scores.®

The SF-36 has been used in multiple studies to evaluate quality of life issues for
patients with chronic diseases, including anemia. One such study was conducted by
a group of nephrologists in Spain using the SF-36 to evaluate health-related quality
of life in chronic allograft nephropathy patients with anemia. The chronic allograft
nephropathy patients’ anemia was treated with recombinant human erythropoietin.®
Findings related to quality of life for the chronic allograft nephropathy patients with
anemia were similar to those for other patients with anemia treated with erythro-
poietin. The poor health-related quality of life of patients with chronic allograft
nephropathy and anemia improved with erythropoietin treatment. This improve-
ment varied from moderate to large for various components on the SF-36.9

The construct validity of the SF-36 has been tested by factor analysis using both
psychometric and clinical tests of validity. The SF-36 has been tested for internal
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consistency reliability by Cronbach coefficient alpha and has been translated for use
in more than 50 countries. The SF-36 continues to be a valuable tool which is wide-
ly used to compare health-related quality of life outcomes for general and specific
populations. One limitation of the SF-36 is that the patient must be able to read
in order to self-administer the survey. For patients who are unable to read, the tool
could be administered orally by a staff member if necessary.1? Staff members in the
AMP have not orally administered the SF-36 to their patients with anemia. Orally
administering the SF-36 to patients in the AMP who need assistance should be con-
sidered as a means of increasing survey completion.

Information from the completed SF-36 forms is entered into the Orion Outcomes
Database by a staff member in the AMP. The Orion Outcomes Database not only
stores the data from the SF-36 surveys but also provides an analysis of the data.
The Orion Outcomes analyzes the data, and statistical significance is calculated
using the counts, means, and SDs of the 2 different samples.!l A P value is identi-
fied for each dimension of the SF-36 survey and for the 2 summary measures with
a P value of the SF-36 survey and for the 2 summary measures with a P value
of <.05 which is considered statistically significant.!!

RESULTS

The results of the study are summarized in Table 1. The Physical and Mental
Component Scores for the 3-month, 6-month, and 12-month follow-up periods were
compared with the patients’ initial Physical and Mental Component Scores. For the
3-month period, 34 patients (n = 34) completed both the initial and the 3-month sur-
veys. For the 6-month period, 19 patients (n = 19) had completed the initial and
the 6-month surveys. For the 12-month period, 10 patients (n = 10) had completed
all the required surveys.
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Table 1. Summary of SF-36

Scores For the Physical Component Score, the Role Physical dimension had the
greatest increase between the initial and the 3-month periods, with an mean in-
crease of 5.82 ( P =.002). The Role Physical dimension relates to problems with work
or other daily activities as a result of physical health issues.® The greatest increase
in physical functioning for the 6-month surveys was in the Bodily Pain dimension
with a mean of 6.75 ( P =.002). Bodily pain evaluates the severity of pain and its
effect on physical functioning.® The greatest increase in physical functioning at 12
months was in the Role Physical dimension with a mean of 1.94 ( P =.231). During
the 12-month survey, there was a decrease in the mean of 2 physical dimensions,
General Health and Physical Functioning. Physical Functioning evaluates the pa-
tient’s ability to perform basic activities such as bathing or dressing to the ability
to perform the most vigorous activities without limitations. General Health evalu-
ates the patients’ perceptions of their personal health.6 The mean for all physical
components for the 12-month survey were not statistically significant.

For the Mental Component Scores, the Vitality dimension had the greatest in-
crease between the initial and the 3-month periods, with a mean of 7.10 (P >= .001).
The Vitality dimension relates to feeling tired and worn-out or full of pep and en-
ergy.6 The greatest increase in mental functioning from the initial to the 6-month
surveys was in the Social Functioning dimension with a mean of 7.70 ( P = .009).
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Social Functioning evaluates the level of interference with normal social activities
due to physical or emotional problems.® The Mental Health dimension was the only
mental health component which did not show a statistically significant change for
the 6-month follow-up, with a mean of 2.85 ( P = .111). The greatest increase in
mental functioning for the 12-month survey group was also in the Social Func-
tioning imension with a mean of 2.64 ( P = .239). Again, the findings for the 12-
month period were not statistically significant.

CONCLUSION

Analysis of data from this retrospective study supports the hypothesis that pa-
tients treated in a CNS-managed AMP for anemia related to CKD experience the
greatest improvement in quality of life during the first 3 months of treatment. The
most rapid increase in functioning was during the first 3 months in both the Phys-
ical and the Mental Component Scores. During the next 3 months, however, the pa-
tients’ quality of life did continue to improve but not as dramatically as during the
first 3 months. The findings for the 12-month survey showed a slight decrease in
the Mental Component Score, which was not statistically significant, but due to the
small sample size, these findings are inconclusive. The Physical Component Score
components continued to show a slight increase even with the small sample size,
although this increase was not statistically significant. Patients may have had dif-
ficulty with recall after several months of treatment; there may be progression of
underlying disease and the influence of multiple chronic health problems and
comorbidities. These factors may have accounted for lower scores at 12 months.

LIMITATIONS

One limitation which may have impacted this study was lack of a power analysis.
A power analysis would have determined the number of patients needed to detect
if an increase in quality of life was due to anemia treatment. Information regarding
a power analysis was not provided by the analysis database. Another limitation of
the study relates to administration of the SF-36. There were incidents when the
staff failed to make the SF-36 available to the patients for self-administration at
the designated intervals. There were also surveys that were excluded from the study
due to missing data.

RECOMMENDATIONS

Repeating this study with a larger sample may show a greater increase in the
mean scores for both the Physical and the Mental Component Scores in each of the
posttreatment time frames, especially the 12-month survey. A more consistent, or-
derly approach in the administration of the SF-36 would be beneficial in tracking
the progress of patients in the AMP and increasing sample size for future studies.
Continued education and encouragement should be provided to the AMP staff con-
cerning the importance of making the SF-36 available to the patients at the appro-
priate times and checking the surveys for completeness of information. It may be
beneficial for the staff to assist patients with limited reading ability by reading
questions to the patient and by reviewing all surveys for completeness of informa-
tion when collected from the patients. Repeating the study with a larger sample size
and including longer treatment intervals could be very informative regarding the
ongoing effectiveness of an AMP.

IMPLICATIONS FOR CNS PRACTICE

Data have shown that overall prognosis is improved by successfully managing and
correcting anemia of chronic disease whether it is related to CKD, cardiovascular
disease, or cancer.? This study shows that patients treated in a CNS-directed AMP
for anemia related to CKD do experience improved quality of life. The knowledge,
clinical expertise, and versatility of a CNS put the CNS in the ideal position to care
for patients with anemia from various causes, not just those related to CKD. With
the growing number of patient with anemia and the devastating effects that anemia
has on patients’ quality of life, the positive effects of the AMP are worthwhile to
the patients and the healthcare community.

The CNS who manages the AMP identified earlier referrals by primary care pro-
viders as the intervention with the greatest potential to positively impact quality
of life for patients with anemia. Research supports the CNS’s view. Symptoms of
chronic renal failure appear late in the course of the disease, and earlier referral
to a nephrologists can lead to better quality of life for patients with renal disease.!2
The CNS has an opportunity to make a positive impact on patient outcomes by edu-
cating other members of the healthcare team, such as physicians, case managers,
and diabetes educators, regarding the advantages of identifying and screening high-
risk patients. Earlier screening can lead to earlier referral. With the continued in-
crease in CKD and the anemia that accompanies it, organizations may find CNSs
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to be a valuable resource for managing this patient population. A CNS is well pre-
pared and qualified to manage patients with chronic health problems, and the posi-
tive impact of a CNS-managed program need not be limited to anemia.
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Appendix D
CNS AMP Projected Budget
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