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Introduction

The Centers for Medicare & Medicaid Services (CMS) manages the Meprcgram, which
generally pays fodurable medical equipment, prosthetics, orthotics, and other medical supplies
(DMEPOS)on the basis of fee schedul@befee schedules list Medicare payments for specific
items and services, which are calculated accordirsgatutorily specified formussandwhich

take into account the actual amauiot care (or items) provided. Medicare reimbgrés 80%

of the feescheduleamount, whereas the beneficiaryesponsible for paying the remaining 20%
(co-paymeny, in addtion to any unmet deductible.

Unless otherwise specified by Congress;deleedule amounts are updated each year by a

measure of price inflation and economwide productivity.However, investigations by the

General Accounting Officand theUS Departmentfo He al t h and Officedan Ser vi
Inspector General have suggediteat Medicare pays abovearket prices for certain items of

DMEPOS and thatush overpayments may be due partly to thesideedule mechanism of

payment, which does not reflect markbinges, such as new and lexpensive technologies,

changes in production or supplier costsdvariations in prices in comparable localities.

The General Accounting Office has reported thatNfedicare program and beneficiaries are
disadvantaged whevledicare pays abowvamarket prices for DMEPOS. First, the higher

payments result in an otherwise greater amount ofBPgupplementary Medical Insurance)

program payments, which are financed primarily through general taruesy@nd beneficiary

premiums Second, the beneficiaries who use DMEPOS pay more; thoughehe e f ico-i ar y 6 s
paymentremains at 20%, the higher fsehedule paymemicreaseshe cepaymaent. Third, the

payment differential between market prices and Medicare payments for DMEPO & awiake
Aparticularly lucrative, f uAnﬂo\AIE\ﬁerr,legHimater acting b
Medicare suppliers and DMEPOS manufacturers are advantaged by the higher Medicare prices,
which may, in part, enablausinesses that operdéss efficientlyrun businesses survive”

" Health Education and Services Divisi@eneral Accounting OfficéVledicare: Comparison of Medicare and VA
Payment Rates for Home Oxygés May 1997, GAGHEHS97-120R), http://www.gao.gov/assets/90/86388.pdf
(accessed 1Bovember2015) Office of Inspector General, Department of Health and Human SerMeskcare
Home Oxygen Equipment: Cost and ServigiBgptember 2006, E€N9-04-00420,
http://oig.hhs.gov/oei/reports/p89-04-00420.pdf(accessed 1Bovember2015) and Office of Inspector General,
Department of Health and Human Serviddsdicare and FEHBP Payment Rates for Home Oxygen Equipment
(March 2005, EOD-03-00160, http://oig.hhs.gov/oei/reports/e8B-03-00160.pdf{accessed 18ovember2015).
~Testimony of Daniel R. Levinson, Inspector General, U.S. Department of Health and Human Services

(15 SeptembeR010,House Committee on Energy and ComeoegiSubcommittee on Health,
http://oig.hhs.gov/testimony/docs/2010/testimony_levinson_0915201(&pckssed 1Bovember2015).

Y DavisPA, Medicare Financing19 Septenber2013,Congressional Research Service Report R4)1436
https://www.fas.org/sgp/crs/misc/R41436.jdEcessed 1Hovember2015); Testimony of Daniel R. Levinson,
Inspector General, U.epartment of Health and Human Servi¢gs SeptembeR010,House Committee on
Energy and Commerce, Subcommittee on Health,

http://oig.hhs.gov/testimony/docs/2010/tesimg levinson_09152010.p¢hccessed 1Hovember2015).
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The DMEPOS Competitive Bidding Progra@BP) isC M S @rsscription to remedy the

overpayments engendered by-Bshedule reimbursemeni&he principal objective of the CBP

is to lower reimbursements for certain DMEPOS produietstructuring the CBP, CMS has
recognized that DMEP O $aysasgonltoilogver priceis by offeing pr ogr
lower quality products, delaying routine maintenance, or employing fewer service technicians

and customer service representatives giweincreasing the need for service calls, extending

waiting times, and decreasing acc@s#Vith this potential built into the CBP, there is an

inherent need for continuous safety monitoring to protect beneficiaries from poor health

outcomes induced byshuptions in access to quality products and services.

This report reviews the impact of the CBP on the lives of Medicare beneficiaries. The primary
guestions are: Does the CBP disrupt beneficiary access to prescribed DMEPOS? If it does, what
impact does th disruption have on beneficiary health outcomes?

This report presents clear evidence that the
making it difficult to determine from CMSO0s s
higher costs for the Micare program by raising hospitalization rates, causing longer inpatient

stays, and increasing mortality among millions of beneficiaries. This report also presents non

CMS sponsored research that provides evidence that the CBP is disrupting accesshegres
DMEPOS and that the disruptions are contributing to poor health outcomes. The report
recommends str engt-dmenitoring grotachiseo poRd ldeseficares. e t y

The National Minority Quality Forum thanks Chris Parkin for his help iningithis report and
the team at thBiabetes Translational Research Center (IndianapolidpiNheir scientific
review of t he -s@GtMshiositori@gBP heal t h
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nonpartisan, independent research and education organization dedicated to improving the
quality of health care that is available for and provided to all populations. The Forum develops
userfriendly, webbased disase indices that provide a unique imensional view of the

prevalence and impact of diseases by zip code, including diabetes, kidney disease, heart disease
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and HIV/AIDS. Visit our website atww.nmqf.org Look for us on Facebook (National
Minority Quality Forum), and follow us on Twittehitp://www.twitter.com/NMQF.
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Executive Summary

Background

l

In January 2011 the Centers for Medicare & Medicaid (CMS) launched the first phase of the
Medicare Durable Medical Equipment Prosthetics Orthotics and Supplies (DMEPQOS)
Competitive Bidding PrografCBP) in nine different areas of the country.

In April 2012 CMS reported that no disruption of acceghi¢oCBRcoveredMEPOS
occurred and that no negative heallte consequences to beneficiaries were seen as a result
of theprogram. Subsequent repoftsm CMS reiterate these findings.

In May 2012 the GovernmentAccoungbility Office challenged the CMS report, stating that

the monitoring methods used by CMS in assessing the impact of competitive bidding did not
show directly whether beneficiaries reaa the durable medical equipment needed on time

or whether health outcomes were caused by problems accessirgp@&Rdequipment

In June 2015, Puckreet al. i CMS [eiitive Bidding Program Disrupted Access to

Di abetes Supplies with ARerican Didbetes Assdciationr7btla s e d
Scientific Sessions,i¥ June 2015, Boston, MAgported that access to diabetesting

supplies (one of the nine product groups coveretth®ZBP) was disrupted in the nine test
markets and that this disruption was linked to reductions in use of testing supplies, ;ncrease

in mortality, anda doubling of inpatient admisss andhigherassociated costs

In July 2013the CBP was implemented nationaflyr diabetes supplieaffecting more than
30 million traditional fegor-serviceMedicare beneficiariefNational ollout ratesfor other
productscategories will be July 1, 2016

The National Minority Quality Forunasked the Diabetes Translational Research Center to
reviewCMS 6 s me t h omdoaitoiagghe enpactfolfin@CBP on beneficiar e acdess
and health outcomes as reported by CVI& issues and concerns described inrdpsrt

are based upon findings from tbenter

Vi
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No Safety Arm in the CompetitivBidding Demonstration Projects

The launch of the CBP wagsoceededy several demonstration projects. In conducting those
demonstration projects, CMS operated under a waivtregprovisions offte Common Rui@ a

set of reglations that government departmeunse todefine humarsubject research and
establisiprotocols to protect human subjeciee Common Rule, however, gives a waiter
researconipossi bl e changes in methods o.0Thé evel s
CBPdemonstration projectsere studying changesint he met hods or | evel s
benef it s andweretherefereexeramed fronthe protections that the Conom Rule

would have afforded Medicare beneficiaries as subjects in a researchAgabpnsequence

CMS couldstudy competitive bidding/ithout the inclusion of safetynonitoring protocols to

protect beneficiaries

Issues and Concerns

1 Inappropriate studylesign.CMS failed to establish (or report on) baseline values for
DMEPOS acquisition behaviors and health status, thus making it impossible to determine
whether changes in either measure occurred. CMS also failed to construct a matched control
group, whch would have allowed thegencyto determine whether changes in acquisition
and health statusewe in fact, result of the CBP,as well aghe significance of any changes
seen comparewith beneficiaries who were not affected the CBP. Without appropaite
baseline measures and a matched control gOMS could not actually assess the impact of
theCBP on changes in acquisition and health
disruption and no adverse outcome is unfounded.

1 Unstable Unrepresentativé&tudy CohortsCMS bassits assessment &BP health
outcomen monthly outcome rates (e.g., death, hospétbns) for two groups of
beneficiaries: the Utilizer Group, and the Access Grolgither is a representative sample of
the beneficiaries aftaed by the CBP

1 The Utilizer Goupis composed of Medicare berefiries who have at least one claim for a
specific DMEPOSroduct in the month of observation oryasf the previous three months.
The one claim is not indication that a beneficiary waslegtyuaccessing a DMEPOS
product as prescribed by a physician, so the possibility of irregular access occasioned by the
CBP is simply ignored by CMS monitoring. Equally important, any beneficiary whose access
was completely disrupted and who therefore \iadt have one claim in a feunonth
period is excluded from the Utilizer Group, and the health consequence of the disruption
goes unmonitored.

1 TheAccess Group includebeneficiaries who ardikely to use the productd whi ch i s
determined by whether ameficiary has a condition related to product useess
beneficiaries need not haveresciption fora DMEPOS produgthey simply need to have

Vil
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a condition thatequiredsomenewith that condition to use a DMEPOS prodtidte Access
Group is a mix of bneficiaries who need a DMEPOS product and those who dBewduse
CMS repoplatedthe Access and Utilizeeroups every month in the first yeartbke CBP
andhas repopulated thequarterly thereaftethe agencyoutinelycreaes aheterogeneous
mix of beneficiaries (appkone montland orangs the next

The shifting nature of the study groups is not the only problem that could contribute to
distortions in CMS findings. Before thieird quarterof 2014, beneficiaries in the Access
Groupwereidentified by related condition categories based on the CMS beneficiary risk
adjustment model. Because Medicare makes periodic updates to-asljuskment model,

the ICD-9 diagnosis codes that are aggregated under a givetition category maghange

over time. As a r e stoelAdccesGioupinaMiglade ICBOWVN wor ds
diagnosis codes that are not as closely associated with product category T$ageCMS

is never certain whethéne CBP increased beneficiare risléof poor health outcorsdy
disruptingaccess to a needDEMPOS.

Lack of transparencgnd incomplete disclosure of methodolo@iS has exhibiteda
significant lack of transparency in providing essential data and in desdtibmgthodology.
For example:

o CMS has not explainets decsionto develop and study the Access Group, which
includes beneficiaries who were not prescribed a DMEPOS product and therefore would
not be impacted bthe CBP.

o CMS has noexplanedits decsionto exclude frommonitoring Utilizer Group
beneficiaries who malgavesuffered complete disruptionf their access to a DMEPOS
product as a result ¢fie CBP.

0 CMS reports monitoring the impact e CBP from January 201 however it provides
no outcome data for the first six months of 2011.

o CMS states that provided a historical baseline for each healtitcome rate beginning
January 2011 to control for historical trendswever, no baseline data are repqrtea
is the method for determining the baseline described.

0 Most importantly, CMShasprovidel neither data nor a description of the methodology
used to suppoits contention that no disruption of access occurred.

Therefore, the lack of critical data and a description of the methodologies used by CMS
makes it impossible to verify theeuracy of thea g e n reporded findingsThe provision

of such data and methodologies is standard protocol so that the sceamtifirtunityand
otherinterested parties can replicate and substantiate reported findings.

viii



1 Failure to identify the appropriateesearch questiorRigorous assessmeott causeand
effectrelationshipgequires investigatoréirst to definetherelevant research questi¢ag.,
Did the CPB change beneficiare acduisition behaviors, and didose changes impact
hedth outcoma?) and thero use appropriate anatical methodologieto answer that
guestion CMS failed to meet #serequiremers. Although CMS may have used appropriate
(albeit unknown) statistical methods in their assessment, we are unclear about the specific
reseach question thagencyattempted to answer. Given the findiraj$uckrein et aj we
suspecthatthe question wasn fact,inappropriate.

1 Immunity The failure of CMS t@adequatelynonitor health status ithe CBP was pobably
informed by theCommon Rulevaiver(see aboveandtheimmunity from administrative
review that was granted in the authorizing legislatidre authorizing lgislation that
establishedhe CBP states that the@ s h a | | be no administrative o
to (A) the establishment of payment amounts under para¢Bp(B) the awarding of
contracts under this sectiof;) the designation of competitive acquisition areas;tfig)
phasedin implementation; (E)he selection of items and services for competitive acquisition;
(F) the bidding structure and number of contractors selected under this sectiontha (G)
implementation of the specialle described in paragraglA federalcourt in reviewing a
case challenginthe CBP as it touched the provisioning of lgmofile feeding tubes
concludedi Unf ortunately insofar as DMEPOS are co
not have contemplated the unjust result of its legislation whilslwindividuals with
developmental and other disabilities in need of-fpwfile feeding tubes are now facét.
The consequence of the immunity and waiver allowed CMS to implaime@BP without
oversight and withousdherence tetandards thatould hae producel more effective safety
monitoring ofthe CBP.

Conclusions

T CMS6s findings of no disruption of access to
among beneficiaries within the nine test CBP markets are not supported by the data and
methodology descriptions presentedtareports.

T CMS6s approach t o mtheCOBP raises corcertds abmut satety st at us i
monitoringof the CBP.The alternative analysis lBuckrein et alis more firmly aligied
with standard, scientific safety monitoring of health studieM S @eslth-statusmonitoring
iS not.

® Key Medical Supply, Inc., v. Kathleen Sebelius and Marilyn Tavenner, Civil N652XDWF/JJG), 2013
D. Minn., http://www.go.gov/fdsys/pkg/lUSCOURT8INAd-0_12cv-00752/pdf/lUSCOURTSnNd-0_12cv-00752
1.pdf (accessed Blovember2015).
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Whether CMSntendedo obscure the impact tfie CBP can only be determined by a
thorough investigation of the agency regarding its motives and deamsikimg processes.

Regardless of CMSO6s motives and rationale fo
findings fromPuckrein et alclearly show a significant disruption icquisition of diabetes

testing supplies among beneficiaries who require these products for the safe and effective
management of their disease. This disruption prompted a large percentage of beneficiaries to
reduce or cease acquisition of diabdtesting sipplies Thisbehavior that was linked to

increased mortality, hospitalizatigresd associated costs.

It is reasonable to conclude that disruption of acquisition and subsequent adverse health
outcomes likely occurred among beneficiaries who purchasexthiibe CBRcovered
DMEPOS; however, no formal analyses of the impath@CBP within these populations
have been reported.

Because adverse health consequences have been detected and can be assothiat€8mith
among patients with diabetesationwide mplementatiorof the CBPshould be suspended
immediately the impact of reduced access to patients dependent on other program products
evaluated, transparent sciefltsed methodologiesthould beadopted, and the ability of
beneficiaries to seek redressould beclarified by amending the immunity and waiver
provisions that compromise current beneficiary protections in the Medicare program.
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Objective

The National Minority Quality Forum asked the Diabetes Translational Reseantér

(IndianapolisIN) to review thehealthstatusmonitoring ofa competitive bidding program
(CBP)thattheCent er s f or Medicare & Medi comléerd Service
protect the interests of potentially affected Medicare beneficiéfriekis review was prompted

by aMay 2012 United States Government Accountability OffGAO) report to Congressn

the CBP for durable medical equipm¢éPME), whichstated

CMS6s daily monitoring of national Medi car e
in healthoutcomes in compigive bidding areas in 201 but this method may not fully

capture the relationship between access to DME and health outéomeéSMS r epor t s
that, in 2011, the rate of use of hospital services, emergency room visits, physician visits,

and skilled nursindacility care for beneficiaries in competitive bidding areas remained

consistent with national trends. While thessults are reassurintpesemeasures do not

show directly whether beneficiaries received the DME they needed ofotinvbether

health outomes were caused by problems accessing&@BBred DME®

An earlyfinding of disruption of beneficiary access to diasdesting supplies came from a
survey conducted by the American Association of Diabetes Educators in Augu$tiaQhat
study, seven diabetes educators surveyed 23 contedlebrdersuppliers to determine the range
of diabeestesting products offered and the accuracy of information supplied by CM&evia
Medicare websitehttps://www.medicare.goy/It was found that none of tmeail-order

suppliers offered products reflecting greater than 50% of the marketjuisedby Congress,
and only three suppliezarriedeachof thebrand of diabeestesting supplietisted in their
reporsto Medicareof what they carriedThese findings demonstrate tlaata result of the CBP,
Medicare beneficiaries had fewer choices and limited access to theedigsting supplies most
commonly used. Thus, beneficiaries participatinthaenCBP were effectively being made to
either switch to different testing systems or purchase their supplies throughanerder
suppliers

The Forum was further encouraged to tDiabetes Translation&esearclCenterto review
CMS 06 s -staduarionitdring ofthe CBP by @ order andnemorandum issued by Federal
Judge Donovan W. Frard€ theUnited States District Court District of MinnesateKey

Medical Supply v. Sebelius and Tavenmhdudge Frankoted that the legislation authorizitiee


https://www.medicare.gov/

CBP provided CMS with immunity fronjudicial and administrative review tiie program
Nevertheless, he added:

Notably,if the Court did have jurisdictioaver this casat would likely conclude thathe
Defendant sé deci si on.Whideshe 4,300 pageradministrativea d capr i
record makes referencesltov profile enteral feeding tubes with respect to children and

individuals with dementiadDefendantsippeaindifferent tq if not ignore entirelythe

large number of individuals in the United States of America that are developmentally

disabled and have other disabiliti@do have been prescribed and provided low profile

enteral feeding tubes for a number of yebrdact, more than 8percentoP | ai nt i f f 6s
approximately 5,000 clients are individuals with developmental and other disabilities.

A further impetus for the expert reviemame fomresearch byhe Forumdemonstrang thatthe

CBP interrupted access to bleghlicosetesting supplies biMledicarebeneficiaries who were on

insulin therapy anthat these beneficiariexperienedpoor health outcomes as a consequénce

This disruptiorresulted in reduced or no acquisition of supplies, which was linked to increased
mortality and hospitalizationsSSpecific findingsdrom this analysisind the methodologies used
aredescribed beloyv Assé@ssment of the Competitive Biddi
Benefciarieso

The GAO gui dance ab o wmethodology ommaonitoany of dealth statuys CMS 6 s
Judge Frankoés memor anduytmeo i oir o dicdBniossiraagld ¢ @ gs o ¢
adverse otcomes for those on insulin therapiaadconcerns expressed by beneficiaries and

patient advocacy organizatio(ppendixC:) promptedhis review.

Background

In January 2011 CMS launched the first phase of the Medicare Durable Medical Equipment
ProstheticsOrthotics and Supplies (DMEPOS) CBP in nine different areas of the country.
These nine areascluded 2.3million beneficiaries irthe Medicard=eefor-ServiceProgram’

The intent of the CBRvasto reduce beneficiary outf-pocket expenses and reduce Medicare
costs while ensuring beneficiary access to quality items and seiSiggslies for slf-
monitoringof blood glucose (SMBG) for beneficiags managing diabetes were among the
products included in the program.

In April 2012 CMS reported that no disruption of accegheoCBRcovered DMEPO®ccurred
and that no negative heaitiare consequences to beneficiaries were seen as a result of the
program! Initially CMS published monthly updates to this informafibat because the first full
year of data indicated no change in beneficiary hestfitus outcmes resulting from th€BP,
CMS changed its reporting to quarterly updates on its website
(https://www.cms.gov/Medicare/MedicaFeefor-ServicePayment/DMEPOSCompetitiveBid/
Monitoring.htm).
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In May 2012GAO issued its report to Congrestating that the monitoring methods used by

CMS in assessing the impact of competitive bidding did not show directly whether beneficiaries
received the DME needexh time or whether health outcomes were caused by problems
accessing CB-covered DMEthereby calling the CMS findings into questibn.

In June 20% Puckreinet al.presented a latereaking posteat the American Diabetes
Association76" Scientific Sessionseporting their analysis afata provided by CMS to
determinethe impact othe CBP oninsulin-treatecbeneficiariesvith diabetes This analysis
showed that acquisition of SMBG supplies was disrupted among beneficiaries in the nine test
marketsleading to increased migration from full acsjtion of diabetegesting supplies to
partialor noacquisition with associated increases in mortalaydoubling ofnpatient
admissionsandhighercosts.

No Safety Arm in the Competitive Bidding Demonstration Projects

The Balanced Budget Act of 199&quired thesecretary ohealth anchumanservices to

establish demonstration projects to testcompetitivebidding concept.In these projects,
DMEPOSwere to be reimbursathdercompetitively awarded contracts. Beginning in 1999,
CMS designed anitnplemented demonstrations in two séteane in Polk County, E, and the
other in Bexar, Comal, and Guadalupaunties TX. Competitivdy bid contracts were awarded
for oxygen supplies and equipment, hospital beds and accessories, urological supplies, and
surgical dressings.

CMS6s predecessor agency, t he uddestbodhat Car e Fi na
competitive bidding reduces the number of approved suppeeport prepared fathe agency
calculatedhatby shrinking the number of suppliers, thgners ofa competitivebidding

processicoul d adapt to the potential for increase
locations to fill in geographic gaps left by unapproved suppliers, or improving service, thereby
increasing beneficiary access. they may respond to lower prices by offering lower quality

products, delaying routine maintenance, or employing fewer service technicians and customer
service representatives, thereby increasing the need for service calls, extending waiting times,

and deceasing accesy

CMS 06 s a whmatrC8mR ugpleers could reduce the quality of proglact services to
beneficiariesmplies that the agenagcognizdthe potential for risk to beneficiaries. This
potentialfor risk raises critical questienWere thee demonstration projects research in human
subjectsDid the CBP go forward without adequate protection for the safety of benefi@aries

In response to the Tuskegee experiment, which veagig by the US Public Health Servitieat
withheld treatments fdslack men with syphilis, Congress impaneled a national commission to
make recommendation so that there would be no more Tuskegee experiments funded by



government agencies. The commission issued the Belmont Repar offered guidance that
is worth congiering in the context of this review the CBP demonstration projects

It isimportant to distinguish between biomedical and behavioral researthe one

hand and the practice of accepted therapy on the pitherder to know what activities

ought to undergo review for the protection of human subjects of research. The distinction
between research and practice is blurred partly because both often occur together (as in
research designed to evaluate a therapg)pamtly because notable departures from
standard practice are often calf@kperimenta when the term&experimental and

fresearch are not carefully defined.

For the most part the teripractice refers to interventions that are designed solely to
enhance the welbeing of an individual patient or client and that have a reasonable
expectation of success. The purpose of medical or behavioral practice is to provide
diagnosispreventive treatment or therapy to particular individuals. By contrast the term
fresearch designates an activity designed to test a hypothesis, permit conclusions to be
drawn and thereby to develop or contribute to generalizable knowledge (expressed
examplein theoriesprinciples and statements of relationships). Reseasalsually
described in a formal protocol that sets forth an objective and a set of procedures
designed to reach that objecti¥e

Thecommission did not contemplaseichprograms athe CBP; nevertheles# is worthwhile to

ask Were the CBP demonstratipnr oj ect s research or standard p
solely to enhance the wdlking of an individual patient or clieat a ntheydh dv e a
reasonabl e expeQrweaetthg oegeardpfrojestsideses gaed t o test
hypothesis, permitonclusions to be drawn, and thereby to develop or contribute to generalizable
knowledg®? Thecommission advised

When a cliniciardeparts in a significant way from standard or accepted prattiee
innovationdoes natin and of itself constitute research. The fact that a procedure is
fiexperimental i the sense of newntested or differentdoes not automatically place it

in the category of research. Radically new procedures sHmugver be made the

object of formal research ah &arly stage in order to determine whether they are safe and
effective. Thusit is the responsibility of medical practice committees for exanple

insist that a major innovation be incorporated into a formal research pbject.

For federal agenciethe findings of the BelmorReportwere embodied in a set of federal
regulations callethe Common Rule. The Common Rauldefinition of research ihuman
subjecs mirrors the prescription of the BelmoReport, and itnandates thaif a project meets
that definition, it must follow a set of protocols designed to protect study subfectsse could
be made thahe CBP demonstration projects weresearchin human subjectsAt minimum,



theyshouldnot havelaunched withoua formal discussion about whethbey werestandard
practice or research.

However, the Common Rule exerspitr e sear ch and demonstration pr
by or subject tahe approval of department or agency headd which are designed to study

evaluateor otherwise examingi) Public benefit or service programs; (ocedures for

obtaining benefits or services under those programspg@syible changes in atternatives to

those programs or procedures; or f@ssible changes in methods or levels of payment for

benefits or services under those prograndhe CBP demonstrationsere thusexempted from

protocols established to monitor the safety of humarestsj

The demonstration projects requiredtbg Balanced Budget Act of 199#d not followthe

formal research ptocols specified byhe Common Ruleand here was therefore no safety
monitoring arm in the CBP demonstration projects. CMS mailed sursgyiments to a sample

of beneficiaries to determinvehetherthey experienced any disruptionaccessindMEPOS
causedy the change from a fee schediiatwasopen to all accredited users to a market where
beneficiaries were obliged to buy cert&]MEPOS from winners of a competitiveidding
processThere was no attempt to measure change in health statusaphawe resulted from

the transition to a limited number of suppliefishwecognizedncentives to reduce the quality of
producs and servicesnpvided.The CMS report to Congress on the findings from the
demonstrations was silent on changes in health outcomes that could be associakeDBity

Centers for Medicare & Medicaid ServicesMonitoring and
Reported Methodology

CMS states that itonducts reatime claims analysis to monitor health status for groups of

Medicare beneficiarein competitiveo i ddi ng areas fAin order to pro
potentially aff ect ETHe aypacynakesheaitstatuaes dts dvaildblaini e s . O
a series of files to be found on its websktggds://www.cms.gov/Medicare/MedicaFeefor-
ServicePayment/DMEPOSCompggveBid/Monitoring.htm). Each file includes a written

summary of results and graphical displays of key indicators reflective of the health status of
beneficiaries and their access to DMEPOS items and services. CMStleeidata from claims

for Medicae populations in eactompetitivebidding areand a correspondinficomparatod

region that is similar to theompetitivebidding areaCMS reports health outcomes for two

distinct groupgAppendixD:):

1 Diabetic Supplies Access Group: Beneficiaries are included in an access group if they have a
claim that indicates eligibility in the given month or any of the prior three months. Eligibilit
is determined by a beneficiary's health conditions as definéatdryational Classification
of Diseases, Ninth RevisiodD-9) diagnosis codes


https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/DMEPOSCompetitiveBid/Monitoring.html
https://www.cms.gov/Medicare/Medicare-Fee-for-Service-Payment/DMEPOSCompetitiveBid/Monitoring.html

1 Diabetic Supplies Utilizex Beneficiaries are included in a utilizer group if they are actively
using a conpetitively bid product and are defined as having a claim for the product in the
month of observation or any of the previous three months.

CMS reportghefollowing health outcomes: deatmospitalizationemergencyroom visit

physician visifadmissiond a skilled-nursing faciliy, average number of days spent hospitalized
in a monthand average number of days in a skilled nursing facility in a mGMSs alsostates
thatit provided a historical baseline for each rate beginning January @@bhtrolfor historical
trends.

Issuesand Concerns

Although CMS reported that implementation of the CBP resulted in no disruption of access to
diabegstesting supplies or adverse health outcomes among beneficibeggogram design
structure and oversight methodology did not provitie basis for these conclusioi$ie
DiabetesTranslationaResearclCenteridertified a number of issuesummarized belovthat

may haveproducederroneous findings.

Inappropriate Study Design

CMS failed to idetify the proper cohort dbeneficiariesn the test markstandan equivalent

control group in nontest marlseAdditionally, CMS failed to take into consideration the

baseline trend as an outcome of interest when assessing the fthangaseline to post
implementation othe CBP and then comparing the changes between the two groups in the test
and nontest market

It is impossibleto determine whether changes in acquisition behavior and health outcomes
occurred without baseline information about beneficiary behaviors and health status prior to CBP
implementationnor is it possible to determine whether any changes in acquisiti@vioe or

health status are significant without identifying a comparison group with similar baseline
behaviors and health status in the 1@BP marketsTherefore, CMS claim of no disruption

or adverse health outcomes unfounded.

Unstable, Unrepresentater Study Cohorts

CMS baseits assessment &BP health outcomesn monthly outcome rates (e.g., death,
hospitaizations) for two groups of beneficiarigbe Utilizer Group and the Acces&roup

Neither is a representative sample of the beneficiaries affectin BBP. The UtilizerGroupis
composed of Medicare bengfries who have at least one claim for a specific DMEp@8uct

in the month of observation oryof the previous three monthEhe one claim is not indication

that a beneficiary was regularly accessing a DMEPOS product as prescribed by a physician, so
the possibility of irregular access occasionedi®CBPis simply ignored by CMS monitoring.



Equally important, any beneficiaryhwse accessas completely disrupted anho therefore
would not have one claim in a fearonth period is excluded from th#ilizer Group, and the
health consequence of the disruption goes unmonitoredAddess Group includebeneficiaries
who arefilikely to use the produgi  w h idetdrminedby whether a beneficiary has a
condition related to product uskccess beneficiaries need not hay&esciption fora
DMEPOS produgtthey simply need to have a condition trequiredsomenewith that
condition to use a DMEPOS produthe Access Group is a mix of beneficiaries who need a
DMEPOS product and those who do ie¢cause CMS repofated the Access and Utilizer
Groups every month in the first yeartbk CBP andchas repopulated thequarterly thereafter,
the agencyoutinelycreaes aheterogeneousix of beneficiaries (appteone monttand orangs
the nex}. The Utilizer and AccesSroups are not representative samsjlebeneficiaries
affected bythe CBP. The shifting nature of thstudy groupis not the only problem that could
contribute to distortions in CMS findingBefore thethird quarterof 2014, beneficiaries in the
AccessGroupwereidentifiedby related condition categories based on the CMS beneficiary risk
adjustment mdel. Because Medicare makes periodic updates to itadsistment model, the
ICD-9 diagnosis codes that are aggregated under a giretition category maghange over

ti me. As a r esul,theAccessGrapiday sicludeN@BO diagmosissodes
that are not as closely associated with product category.a¥affeus CMSis never certain
whetherthe CBP increased beneficiare risloof poor health outcomdsy disruptingaccess to a
neeccd DMEPOS.

Lack of Transparency
MissingData from Januarythrough June 2011

Noticeably absent from the CMS report were data from the first six monthsagiaiune 2011)
of the CBP implementatiols an exampleTablel showsthe reported death ratadilizer and
access groupdor diabeestesting supplieas presented by CMS.

Table 1. Death Rates starting from July 2011

Death Rate in Diabetic Supplies Utilizers Death Rate in Diabetes Access Group
West | Rates West | Rates

Rest of Rest of

Round 1 RC Round 2 National Mail Round 1 RC Round 2 National Mail

Order - West Order - West
Ju-1l [)  0.47% 0.42% 0.43% 11 D 056% 0.54% 0.57%
0.35% 0.40% 0.39% W 0.62% 0.52% 0.58%
Sep-11 0.43% 0.38% 0.40% Sep-11 0.55% 0.51% 0.57%
Oct-11 0.48% 0.39% 0.38% Oct-11 0.67% 0.53% 0.59%
Nov-11 0.44% 0.41% 0.39% Nov-11 0.61% 0.54% 0.58%
Dec-11 0.54% 0.43% 0.43% Dec-11 0.69% 0.61% 0.63%
Jan-12 0.57% 0.47% 0.45% Jan-12 0.73% 0.61% 0.65%
Feb-12 0.59% 0.44% 0.38% Feb-12 0.66% 0.57% 0.58%
Mar-12 0.46% 0.47% 0.45% Mar-12 0.73% 0.63% 0.66%
Apr-12 0.44% 0.44% 0.39% Apr-12 0.61% 0.57% 0.57%
May-12 0.60% 0.42% 0.40% May-12 0.62% 0.55% 0.55%
Tiin.12 N A10/4 N A104 N AN0/A Tin 19 N Q04 N E20/4 N EA0L




Source:CMS. Health Status Monitoring.
https://www.cms.gov/Medicare/MedicaFeefor-ServicePayment/DMEPOSCompetitiveBid/Monitorin
g.html

Without datafrom the first six months of implementatiohjs impossible to determine
conclusivelywhetherthe CBP had an impact dmealth outcomes. However, it is reasonable to
postulate that the impact tife CBP would have been most noticeable dutimg period when

beneficiaries were trying to secure new nuader suppliersAl so mi ssing i n CMS®6s
the historical baseline data as stated onthe CMSweBsMES 6 s unwi | | i ngness to
data available to the publar explain whyit chose to ignoréhe 2011 sixmonth dataaises

troubling questions about the agencyds | ack o

Failure to Include Findings from All Productr@ups
In its March 2014 report GAO states:

To examine the extent to which beneficiaries have been affected by theo@RHA

rebid we analyzed changes in utilization of GB&vered DME items by comparing

Medicare claims data from 20iDe year prior to the CBP rouddrebid to postCBP

roundl rebid claims data from 2011 and 2012. We used these data to determimerwhet

the number of CBRovered beneficiaries utilizing CBEbvered items and services

increased or decreased in each month of 2011 and 2012 compared to the same month in

2010 for six of theround r ebi dés nine® product categories.

However, the footnote tthis statement indicates titateeDMEPOS categoriesere not
included in the assessmaritthe CBP impact from 2011 through 2012

We did not include three rouridrebid product categories in this analysis:tkE) mait
order diabetic testing supplies category because data are limitedshmedeneficiaries
switching to normail-order sources(2) the complex power wheelchaiategory due to
potential data reliability concerns reported BME, and (3)the support surfaescategory

because it was limited to only the Miami competitive bidding area in the rbund
rebid 13 (emphasisdded)

The Forum findst troubling thatGAO chosenotto include diabetic testing suppliesiia
analysis becaussmebeneficiaries switched to nemail-order sources. Th2015studyby
Puckrein et alfound that a significant number of beneficiaries switched from-order to retail
acquisition channefSWhethertGAO6s deci s i dtsowmeaaysidohtseaata oam
guided by CMS is not reported.


https://www.cms.gov/Medicare/MedicareFeeforServicePayment/DMEPOSCompetitiveBid/Monitoring.html
https://www.cms.gov/Medicare/MedicareFeeforServicePayment/DMEPOSCompetitiveBid/Monitoring.html

Incomplete Disclosure of Methodolodgpr Assessing Disruption

Although CMS reported that beneficiaries experieinue disruption of access DMEPOS ,we
were unable to locate any methodology describing how disruption was adsesitieer the
CMS orthe GAO reports Nor were any data regarding disruption of access rep@aitbdugh
such data could have been ascertained from a correct re/tee chims data.

Failure to Identify and Assess the Appropriate Research Question

Rigorous assessment of caaswleffect relationships requires investigators ficstlefine the
relevant research question (elDjid the CBP change beneficiags acquisition behaviors, and
did those changes impact health outce@and thero use appropriate anaigal methodologies
to answer that question. CMS failed to meestrequiremerg. Although CMS may have used
appropriate (albeit unknown) statisticaéthods in their assessmeng are unclear about the
specific research questidimatthe agencyattempted to answer. Given the findirmi$?uckrein et
al.® we suspedhatthe question was, in fact, inappropriate.

Moreover, alhough CMS considered a number of important health outcomes to assess the
impact ofthe CBP, it presented onlg partialsummary ofts datg with no statistical analyses.
For exampleanincidence outcomesuch as number of times admitted to hospital during a
particular periodshould be considered as count data and aedlyy Poisson regressidfi.For
mortality or morbidity outcomesheCox Proportional Hazard modelaybe used? Number of
days spent for each incidence of hospitalizati@ybe considered as a repeated measured
outcome and repeated measure analysis of varianagbe used to anatg such outcome.

Immunity.The failure of CMS to adequately monitor heatatus in the CBP was probably

informed by the Common Rule waiver (see above) and the immunity from administrative review
that was granted in the authorizing legislation. The authorizing legislation that established the
CBP states that thefes h a | | dmibigtratimecor judicial review pertaining to (&)e

establishment of payment amounts under parag@pkB) the awarding of contracts under this
section;(C) the designation of competitive acquisition areas;tfi2)phasedn implementation;

(E) the ®lection of items and services for competitive acquisitionti@&pidding structure and
number of contractors selected under this section; oth@mplementation of the special rule
described in paragraghA federalcourt in reviewing a case challeng the CBP as it touched

the provisioning of lowprofile feeding tubes concluded Unf or t unat el y i nsofar
concerned it appears that Congress may not have contemplated the unjust result of its legislation
with which individuals with developmental and other disabilities in need oplwiile feeding

tubes are now facell.The consequence of the immunity and waiver allowed CMS to implement
the CBP without oversight and without adherence to standards that could bdwegat more

effective safety monitoring ahe CBP.



Impact of the Competitive Bidding Program on Beneficiary Safety and Access
to Diabetes Testing Supplies

Importance of ®If-Monitoring of Blood Glucose

The importance of SMBG among all diabetic individukated with insulin cannot be ignored.
National diabetes organizations recommend that all patients with wisedited diabetes
routinely perform blooejlucose testind® ** Frequent bloodylucose testing is particularly
important in elderly individuals/ith diabetesbecause the risk of severe or fatal hypoglycemia
associated with the use of sulfonylureas or insulin increases exponentially with'ag@.

Achievement of optimal glycemic control has been shown to prevent the acute complications of
diabdes (e.g.severe hypoglycemia and hyperglycemia) tmprevent and/or slow the

progression of diabeteslated microvasdar and macrovascular dised$é? However because
diabetes is a sethanaged diseasevery effort should be made by clinicians deadlthcare

payers to encourage and support adherence to prescribed treatment regimens.

Assessment of the Competitive Bi didiesng Program

Therecent studypy Puckreinet al.assessed the impacttbe CBP on Medicare benefaries
with insulintreated diabetesTheypresented their findings ia late breaking poster at the
American Diabetes Association"76cientific Sessions (Juné%, 2015, Boston, MA).

Study Design

In this fouryear, rérospective, longitudinal studtheinvestigatorcompared Medicare
beneficiaries within the nine test markets (intervention group) with those in the nontest markets
(cortrol group) to asseghe impact othe CBP during the firstyearafh e pr ogr amoé s
implementationBeneficiary datdor the analysisvere obtained from CM3\ccesswas assessed
according to each benef i ciestesying supliesc($MBG)sas t i on o0
prescribed by the healttare providerFor beneficiary on insulin by rule Medicare reimburses

for the acquigion of three strips per dajased orthat reimbursement schedule, full

procurement of selnonitoring blood glucose supplies (Full SMBG) is defined here as the
purchase of diabetes testing strips so that from the date of the first purchase the beneficiary
continued to acquire testing supglieesulting in their purchasing enough blood glucose testing
supplies to allow them to test their blood glucose thlirees per day >80% of the year

Primary outcome measures includad following

1 Relationship offull SMBG acquisitionand @rtial SMBGacquisitionto survival probability
over four years

1 Changein percentageof beneficiaries withull andpartial SMBG acquisition from 2009
through 2012
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1 Changesin SMBG supply acquisition chanre(retailandmail order) from 2010 through
2011

1 Impact of nigration fromfull to partial SMBGacquisition on mortality, inpatient admissions
and associated costs from 2010 through 2011

The intervention group included all insulireated beneficiaries who resided in the nine CBP
markets Q1 = 43,939) in 2009. Theantrol group included all nontestarket insulintreated
beneficiariesrf = 485,688). Within each study grougeneficiaries were divided into two
clustersthose withfull SMBG acquisitionandthose withpartial SMBG acquisitiomn 2009.
Propensityscorematched analysis, which included 15,538 beneficiaries within each study group
who matched for age, gender, comorbidjtesd SMBGacquisition behaviors, was performed

to reduce selection bias due to imbalance in study covarfdtebeneficiaryclusterswere

followed from year to year, from 2009 through 20tt?assess changes in acquisition behavior.

Key Findings

1 Fouryear survival was negatively associated with partial SMBG acquisitmo SMBG
record in bothgroups (p < .000J). In both study groupshe mortality rate was higher among
beneficiaries with full SMBG acquisition in 2010 who migrated to partial SMBG acquisition
or no SMBG record in 2011 compared witbneficiaries whaonaintaired full SMBG
acquisition.Given the association between acquositof diabeg¢stesting supplies and
survival,C M S data, which showednoticeably higher death rate amasgessgroup
beneficiariesgeeTablel, page $was not surprising=ven with its flawed methodology, the
CMS data shows a notably higher death rate among both utilizer and access group
beneficiaries in Round 1.

1 Within the full @hort, &quisition of SMBG supplies was disrupted among beneficiaries in
the nine test market&igurelA). Propensity matched analysis showed that this was
associaté with increased migration from full acquisition of diabetesting supplies to
partial or no acquisition Fjgure1B)

1 Within the propensitscorematched analysishe disproportionate migration between
groups was associated with 42 additional deaths within the intervention group, which was
likely due to the increased number of patients who migrated from Full to Partial SMBG
acquisition in 2011.

1 Also with the propenty/-scorematched analysis, more than twice as many inpatient hospital
admissions were seen among intervention group beneficiaries who migrated from Full to
Partial SMBG acquisition compared with contgnbup beneficiaries.

1 Inpatient costs were also more than twice as high for intervention vs. control beneficiaries
who migrated to from Full t®artial SMBG acquisition
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Figure 1. Change in acquisition channels and migration from full to partialor no SMBG
acquisition

Acquisition of Diabetic Testing Supplies Migration from Full to Partial/No
from Retail Channels: 2010 vs 2011 Acquisition: 2010 vs 2011
A B Test Beneficiaries [0 Non-Test Beneficiaries B B Test Beneficiaries [0 Non-Test Beneficiaries
100 = 50
5 © 71.4% g
3 o £
42.3% 41.1% 8 20.8%
% 20 E
. g
2010 2011 2010 2011

1A. Intervention beneficiaries demonstrated a significant shift in their SMBGuisition channe|grom
mail order to retail in 2011, whereas no shift was seen among control beneficiaries. This is a strong
indication of access disrujatin. 1B. The percentageof beneficiaries who migrated frofull to partial
SMBGacquisitionin 2010 veresimilar in both the intervention arttie control groups. However, the
percentage of interventiegroup beneficiaries who migrated frdoll SMBGacquistion in 2010 to
partial SMBGacquisitionin 2011 increasetty 58.1% (p< .0001) whereas the percentage of control
beneficiaries who migrated frofull to partial SMBGacquisitiondecreasedby 14.4% (p< .0001).

StudyConclusions

Findings from this studgemonstrate that acquisition of SMBG supplies was disrupted among
beneficiaries in the nine test markets, leading to increased migration from full acquisition of
diabetegesting supplies to partial acquisitiomith associated increases in mortglitypatient
admissionsand costs.

Appropriate Monitoring of the Competitive Bidding Pr o g r dampdcton
Patient Safety: Longitudinal Study Design

A key strength of a longitudinal study is the ability to measure change in outcomes and/or
exposure at the indivichl level, providing the opportunity to observe individual patterns of
change?® When the goal of monitoring patient safety isdentify and assess the causal effect

of certain treatments or interventions (etige CBP) on outcom® longitudinal studieare

preferred over nonlongitudinal on@s which the temporal order of treatment and outcome may
be uncleatas seen in the CBRporting.?*

Therefore CMS should havesed a longitudinal study desigo éssess the impact tbie CBP on
the acquisition ofliabeestesting supplieand any subsequent health outconsesh adesign,
would useeach patient as ha her own control by measuring the change in acquisition from a
duration of three years prmaplementatiorto a duration of three yeao$ CBP post
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implementationUse of a stratifiegoropensityscore methad would have identified an
equivalent control group, allowing for a true appiespples comparison between beneficiaries
who were affected and thos#o werenot affected byhe CBP.The ration& for andthe
components of a longitudinatudy desigrare as follows®

T

Longitudinal studies are used to examine associations between exposure to known or
potential health risk(disruption of access to needed treatment) and subsequent morbidity or
mortality, comparedvith health status or behavior at baseline (prior to CBP implementation).

In the simplest design, a sample or cohort of subjects exposed to a risk factor (CBB)marke
is identified along with a sample of unexposed controls-@BR markets). Subjects are
followed over time with continuous or repeated monitoring of risk factors and/or health
outcomes.

The incidencesof changs oradverse effects in eaenemeasured, comparing final outcomes
with baseline measures with#ach group and between groups.

By comparing the incidence rates, changes in health behaviors (e.g., acquisition esdiabet
testing supplies) and attributable risks (e.g., mortality, hdggaiteons, costs)theimpact of
exposure can be estimated.

Allowance can be made for suspected confounding factors by matching the controls to the
exposed subjects (e.g., propensitpre matching) so that they have a similar pattern of
exposure to the edounder.

When the cohort method is applied to the study of chronic diseasdmsdiabetes, large
numbers opatientsmust be followed up for long periods before sufficidataaccrueto
give statistically meaningful results.

A comparisorof themethalologies used by CMS arnlde Forum(Puckrein et af) to assess the
impact ofthe CBP on beneficiary acquisition of needed meldscgopliesandequipment and
subsequent health outcomes is presentdalobe 2.
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Table 2. Compliance with L ongitudinal-Study Protocolsby the Centers for Medcare &

Medicaid Services and the National Minority Quality Forum

Protocol Compliance by:

Required Protocols CMS Forum*
Establish baseline values for DME acgjtion and health status
X No Yes

determinewhetherchange$aveoccurred
Use stratifiedpropensityscore matching to correct for disparities ir

) . . - . No Yes
ethnic, socioeconomiand comorbidity characteristics
Providea description othe methodology usethat adequattd

) . . . _— No Yes
permit other researchers to replicate analysis and validate finding
Use adequate time frames for assessment of health outcomes No Yes
Use research question(s) that allow for determinaticraaoteand
effect relationships and that support the study design andiaably No Yes
methodologies employed

* Puckrein et af.

Further Failings of Centers forMedicare & MedicaidServicesMethodologyand Reporting

1 CMS repopulated the cohort being measured each mmoatting it impossible for CMS to
determine if any changes were occurring in the baseline group

1 The CMS methodology was inadequately disclosed, making it impossible for independent

researchers and scientists to verify and validate the CMS claims.

 The Forum(Puckreinet al®) demonstrated that acgition of diabe¢stesting supplies was,

in fact, disrupted in CBP markets and led to decreasedfuhose supplieswhich was
associated with increased mortality, increased hospitalizatodshigher costs.

1 Assessment of CMS methodologgdreporting by the Diabetes Translational Research

Center confirmed that CM® claim that there were no adverse Healitcomes as a result of

CBP implementation is both unfounded and misleading.

Conclusions

CMS6s findings of no disruption

beneficiaries within the nine test CBP markets are not supported by the data and methodology

of access

descriptions presented its reports. Whether CM#itendedto obscure thanpact of the CBP
can only be determined by a thorough investigation of the agency regarding its motives and

decisionmaking processes.

Regardless of CMS6s motives

and

rational
of Puckrein et al. clearlghow a significant disruption in acquisition of diabekesting supplies
among beneficiaries who require these products for the safe and effective management of their
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diseasé&.This disruption prompted a large percentage of beneficiaries to reduce or cease
acquisition of diabetestesting supplies. This behavior was linked to increased mortality,
hospitalizations, and associated costs.

It is reasonable to conclude that disruption of acquisition and subsequent adverse health

outcomes likely occurred among beneficiaries who purchased the othesq@Bfed DMEPOS,;

however, no formal analyses of the impact of the CBP within these populationsdesve
reported. Given CMSO6s current monitoring meth
nationwide CBP implementation is not yet known. Meffective monitoring protocols and a

program design that comports with commonly accepted scientific standdrelslth status

monitoring are needed to protect beneficiary safety.

Because adverse health consequences have been detected and can be associated with the
CBP among beneficiaries with diabetes, nationwide implementation of the CBP should be
suspended immedhtely, the impact of reduced access to patients dependent on other
program products should be evaluated, transparent sciendeased methodologies should be
adopted, and the ability of beneficiaries to seek redress should be clarified by amending the
immunity and waiver provisions that compromise current beneficiary protections in the
Medicare program.

Discussion

We support aleffortsto reduce the financial burden disease and disabilityn older

Americans however, cost reductions shouldtbe pursueat theexpensef patient safety. W
are concerned th#te methods used by CMS to monitor patient sadetynadequatend would
be considerednethical clinical trials that involveuman subjects he outcome assessments
used to monitor the safety ofreficiaries affected by the CBP appear to discount the adverse
clinical effects of not using bloedlucosetestingsuppliesand ignore the potential impact of the
CBP on beneficiary selfare behaviorsCMS6 s  GHdid be held to the same safety
monitoring standards as other clinical trials.

We are also troubled by the lack of trangpay evidenced i€ M S @eports. It remains unclear
whether CMS was simply misguided in the administration and reporting of its monitoring
program or whether the agey intentionally misreported outcomes in order to pursue the cost
reduction objectives dhe CBP without outside interference. Specificallye guestion why
healthoutcome data from the first six months of CBP implementation are not prothied
would be the time period when the impactioé CBP would likely be observed. We also
guestion CMSOs uregon;thé characteristamdapdanethodsofar defining
this regionareundefined. AdditionallyC MS @ s e utoifl ifiz @or coe sasnediongio p u |
provides no meaningful information about the impact of the CBP. The analyses of these
populations merely show associated rates of death and hospitalization when beneficiaries
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continue their current behavior; they ot report the number of benefaries who changed their
acquisition behaviorsvhich would be an idication of CBP impact.

Although the unintended consequences of CBP implementation mnghéesimarkets are

alarming the potential impact of the nationwide implementation of the progegses even

greater concerngor example, Wwen CMS implemented the national CBP launch in July 2013
reimbursement for test strips was reduced from approximately $35 to $10 per bottle of 50 strips
when acquired through maskderor retail channels. Thireduction may dissuade many
pharmacies (especially independent pharmacies) from providing eésdesting supplies to

Medicare beneficiariesvhich could furthereduceacquisition among all Medicare beneficiaries

It is reasonable to assme that the disruption in accesamong the DMEPOS categorieand
associated adverse health outcomes likely experienced will also be greatly magnified

Of additionalconcern is the immunity from judicial oversight bestowed upon CMS and its
implementation othe CBP This immunity gave CMS the legal cover to be indifferent to the
needs of beneficiaries as they impleneeithe CBP. HoweverCMS had a buitin waiver that

was accorded by the Common Rul&e waiverprovides definitions abotukhe type ofresearh
thatmaybe conducted in human subjestdo should be considered a subjectdwhatshould
happen if a projecifl s within the scope of research in human subjects. The immunity in the law
and the waiver in the Common Rule gave CMS the capacity tgrots CBP in an

environment where beneficiary risk could be subordinated to other objestindsas creating
savings in the progranthis environment clearly contributed to the inadequateitoring of
changes in health outcomes associated thelCBP.

Although the reports provided by CMS and GAO provide extensive information abaliBHe 6 s
processes, we can find no mention of how&adsesseddmeficiaryrisk prior to the launch of

the CBP, nor is there any mentiathat the launclof the CBP might constituteesearch in human
subjectdn which beneficiaries should have been afforded the protections outlined in the
Common RuleThe blanket waiver given CMS under the Common Ruldikely contributed

to this programmatic failure to measure benéciary risk properly prior to and during the
implementation of the CBP.

Although our analysis has focused prinhadn diabeestesting supplies, one cassume that
similar disruptions were experiencedross the other product categoragsindicatedn CMS
reports from pilostudies in Polk CountyL (oxygen suppliesand San Antoniol X (oxygen
suppliesgeneral orthotic devicebospital beds and accessoriesbulizer inhalation drugs
manual wheelchairs and accessoriasjlby anecdotal evidenc€learly, analyses of the
impact of the CBP on other affected product categories similar to the assessment of
diabetestesting supplies presented here arergently warranted, becauseexpansionhas
already moved forward into nationwide adoption of CBP rates.
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Title Timeline for the DMEPOS Competitive Bidding Round 2 Recompete and the
National Mail-Order Recompete; Begins Bidder Education Program

For Immediate Release Thursday, December 11, 2014

Contact press@cms.hhs.gov

Timeline for the DMEPOS Competitive Bidding
Round 2 Recompete and the National Mail-Order Recompete;
Begins Bidder Education Program

The Centers for Medicare & Medicaid Services (CMS) today announced the bidding timeline for the Round 2
Recompete and the national mail-order recompete of the Medicare Durable Medical Equipment, Prosthetics, Orthotics
and Supplies (DMEPOS) Competitive Bidding Program, as required by law. CMS has also launched a comprehensive
bidder education program. This program is designed to ensure that DMEPOS suppliers interested in bidding receive
the information and assistance they need to submit complete bids in a timely manner.

The Medicare DMEPOS Competitive Bidding Program has saved more than $580 million in the nine markets at the
end of the Round 1 Rebid& 3-year contract period due to lower payments and decreased unnecessary utilization.
Additional savings are being achieved as part of the Affordable Care Act& expansion of the competitive bidding
program & & the end of the first year of Round 2 and the national mail-order program, Medicare has saved
approximately $2 billion. Furthermore, the monitoring data show that the implementation is going smoothly with few
inquiries or complaints and no changes to beneficiary health outcomes.

Background

The Medicare DMEPOS Competitive Bidding Program was established by the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003 as a way to help Medicare set appropriate payment rates for DMEPOS
items and services. The program was expanded by the Affordable Care Act in 2010. In January 2011, Medicare
started the program in nine areas of the country. In July 2013, Medicare expanded the competitive bidding program to
more areas of the country, called the Round 2 areas, and also implemented a national mail-order program for diabetic
testing supplies.

The program replaces the outdated, inflated fee-schedule prices Medicare paid for these items with lower, more
accurate prices to help Medicare and its beneficiaries save money while ensuring access to quality equipment,
supplies and services. It also helps limit fraud and abuse in the Medicare Program.

Summary

CMS is required by section 1847(b)(3) of the Social Security Act to recompete contracts under the DMEPOS
Competitive Bidding Program at least once every three years. Suppliers must then compete to become a Medicare
contract supplier by submitting bids to provide certain items in competitive bidding areas (CBA). The new, lower
payment amounts resulting from the competitions replace the fee schedule amounts for the bid items in these areas.

CMS is conducting the Round 2 Recompete for seven product categories in the same geographic areas that were
included in Round 2. However, as a result of the Office of Management and Budget& updates to the original 91 Round
2 metropolitan statistical areas (MSA), there are now 90 MSAs for the Round 2 Recompete. The Round 2 Recompete
CBAs have nearly the same ZIP codes as the Round 2 CBAs. However, certain ZIP codes have changed since

https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2014-Fact-sheets-items/2014-12-11-3. html Page 1 of 3
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Round 2; CMS has updated the CBAs to reflect the changes. Additionally, CBAs that were located in multi-state MSAs
have been defined so that no CBA is included in more than one state. A list of the ZIP codes included in each CBA is
also available on the Competitive Bidding Implementation Contractor (CBIC) website.

As in the initial Round 2 competition, CMS is conducting the national mail-order recompete for diabetic testing
supplies simultaneously. The national mail-order recompete will include all parts of the United States, including the 50
states, the District of Columbia, Puerto Rico, the U.S. Virgin Islands, Guam, and American Samoa.

Timeline

12/18/2014*
Registration for user IDs and passwords opens

1/6/2015*
Authorized Officials are strongly encouraged to register no later than this date

1/20/2015*
Backup Authorized Officials are strongly encouraged to register no later than this date

1/22/2015*
CMS opens bid window for Round 2 Recompete and national mail-order recompete

2/17/2015*
Registration closes

2/23/2015%

Covered Document Review Date for bidders to submit financial documents
3/25/2015*

Bid window closes

Winter 2016*

CMS announces single payment amounts, begins contracting process

Spring 2016*

CMS announces contract suppliers, begins contract supplier education campaign
Spring 2016*

CMS begins supplier, referral agent, and beneficiary education campaign

July 1, 2016*

Implementation of Round 2 Recompete and national mail-order recompete contracts and prices
*Dates listed are target dates

Round 2 Recompete Product Categories

» Enteral Nutrients, Equipment and Supplies
» General Home Equipment and Related Supplies and Accessories

> includes hospital beds and related accessories, group 1 and 2 support surfaces, commode chairs, patient lifts, and
seat lifts

» Nebulizers and Related Supplies
» Negative Pressure Wound Therapy (NPWT) Pumps and Related Supplies and Accessories
» Respiratory Equipment and Related Supplies and Accessories

> includes oxygen, oxygen equipment, and supplies; continuous positive airway pressure (CPAP) devices and
respiratory assist devices (RADs) and related supplies and accessories

» Standard Mobility Equipment and Related Accessories
> includes walkers, standard power and manual wheelchairs, scooters, and related accessories

» Transcutaneous Electrical Nerve Stimulation (TENS) Devices and Supplies

https://www.cms.gov/Newsroom/MediaReleaseDatabase/Fact-sheets/2014-Fact-sheets-items/2014-12-11-3.html
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A list of the specific items in each product category is available on the CBIC website.
Review and Update Enrollment

Suppliers must maintain accurate information on their CMS-855S enrollment application with the National Supplier
Clearinghouse (NSC) and in the Provider Enrollment, Chain, and Ownership System (PECOS).

Contact information (name, Social Security number, and date of birth) for authorized official(s) and correspondence
address.

Products and services furnished by the enrolled location(s).

Each state in which the enrolled location(s) provides items and services.

Complete listing of authorized officials.

If you have only one authorized official listed on your enrollment record, consider adding one or more eligible
authorized officials to help with registration and bidding.

It is important to note that if your enrollment record is not current at the time of registration, you may
experience delays and/or be unable to register and bid. We will also validate your bid data with your
enrollment record in PECOS during bid evaluation. If it is not accurate, your bid may be disqualified.

H#HH

f-mw,,"
CMS OV A federal government website managed by the Centers for Medicare & Medicaid Services _5'
ol g 7500 Security Boulevard, Baltimore, MD 21244 i\..,,
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Appendix B: Diabetes Translational Research Center
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Diabetes Translational Research Center

The DTRC is located in the Health Information and Translational Services (HITS) Building
410 West 10th Street
Suite 1140
Indianapolis, IN 46202
(317) 2780900

The Diabetes Translational Research Center (DTRC) was organized with support from the NIDDK Prevention and Control Division of the former Diabetes Research and
Training Center, with assistance from the Indiana University School of Medicine and INGEN funding. The mission of the Center is to organize research that improves both
the prevention of diabetes and the delivery of diabetes care, and that addresses the gap between developmental and clinical trial research and "real-world" implementation
of interventions relevant to diabetes. Given the alarming increase in the rate of diabetes both nationally and internationally, this is a timely and important mission.

Dr. David G. Marrero serves as the Director of the DTRC. Dr. Mary de Groot serves as the Associate Director. Located on the Indiana University-Purdue University
Indianapolis campus at the Health Information and Translational Sciences building in the School of Medicine, the DTRC sponsors and supports three programs: the Health
Senvices Program, the Community Research Program, and the Health Policy Program. These programs and all center investigators are supported by three cores; the
Behavioral Core, the Biostatistics Core, and the Health Economics Core.

1 The Diabetes Translational Research Center (DTRa3)avganized with support from the
NIDDK Prevention and Qarol Division of the former Diabetes Research and Training

Center, with assistance from the Indiana University School of Medicine and INGEN funding.

1 The mission of the DTRC is to organize research that improves both the prevention of

diabetes and the detry of diabetes care, and that addresses the gap between developmental

and clinical trial research arfideatworldd implementation of interventions relevant to
diabetes.

1 The DTRC is currently conducting research in the following areas: clinical trials; policy

making and cost effectiveness of health services; medication adherence; influence of care

delivery organizational structure on diabetes care delivery processestemches; role of
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technology in diabetes care delivery; primary prevention of diabetes; depression and diabetes
mechanisms; communHyased treatment program development; and proyideent
communication.

Source http://medicine.iupui.edu/DTRC
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Appendix C: Interested Organizations
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ADAPT

Alliance for Aging Research

Association of Assistive Technology Act Programs
American Association of Clinical Endocrinologists
American Association of People with Disabilities
American Association of Diabetes Educators
American College of Endocrinologists

American Diabetes Association

American Sleep Apnea Association

Association of Programs for Rural Independent Living
Association of University Centers on Disabilities
Brain Injury Association of America

Christopher and D& Reeve Foundation
Diabetes Access to Care Coalition

Diabetes Patient Advocacy Coalition

Disability Policy Institute

Disability Rights Center

Disability Rights Education and Defense Fund
Friends 6 Disabled Adults and Children

George Washington Schoall Public Policy
Georgia Independent Living Council
InternationaMentilator Users Network

Montana Ability Center of Greater Toledo
National Council on Independent Living

National Diabetes Volunteer Leadership Counsel
National Disability Rights Network

National Emphysema/COPD Association
National Family Caregivers Association

National Organization of Nurses with Disabilities
Pennsylvania Statewideouncil on Independent Living
People for Quality Care

Pittsburgh United Cerebral Palsy

PostPolio Healh International

Shepherd Center

Spina Bifida Association of America
Summitindependent Living Center Inc.

The Endocrine Society

Three Rivers Council on Independent Living
Touch the Future

UCP/CLASS

United Spinal Association

Wisconsin Council on Physat Disabilities
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Appendix D: Centers for Medicare & Medicaid ServicesDescription of
Populations Studied
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