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V14 FACSIMILE (202) 395-6974

June 21, 2007

OMB Human Resources and Housing Branch
Attn: Carolyn Lovett

New Executive Office Building

Room 10235

Washington, DC 20503

RE: Advance Beneficiary Notice
Document Identifier: CMS-R-131
OMB Approval Number: 0938-0566

Dear Ms. Lovett:

1 am writing to you w providc comment on the proposed Advance Beneficiary Notice
(ABN). Document [dentifier CMS-R-131. While, generally spcaking, we are pleased
with the changes made to the form and find it o be more user-friendly for both the
provider and beneficiary, one particular item has raised concerns.

Section (G), Option 1 states, in part, “I understand that if Medicare doesn’t pay, I am
responsible for payment, but I can appeal to Medicare by following the directions on the
MSN. If Medicare does pay, you will refund any payments ] made 1o you, less any co-
pays or deductibles.”

The statement “If Medicare does pay, you will refund any payments I made to you, less
any co-pays or deductibles” holds true only if the provider has accepted assignment on
the claim. A probiem arises wth the fact that the ABN can apply to both assigned and
nonassigned claims. Under Medicare’s rules of assignment, payment for covered
services is made directly to the provider; the provider may collect only the coinsurance
and deductible amounts from the beneficiary. When assignment is not accepted,
Mcdicare payment is made to the beneficiary; the provider may collect their actual charge
for the covered servioce from the patient. When assignment is not accepted, the statement
“If Medicare does pay, you will refund any payments | made to you, less any ca-pays or

deductibles™ can not apply.
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MICROBIOLOGY Public and Seientific Affairs Board

June 25, 2007

OMB Humun Resources and Housing Branch
Attention: Carolyn Lovent

New Executive Otfice Building

Room 10233

Washington, [JC 20503

Dear Ms. Lovet::

The American Saciety for Microbiology (ASM) appreciates the opportunity 10 review
and comment on CMS&-R-131, Centers for Medicare and Mediczid Services; Agency
Information Collection Aclivities. Submissinn for OMB Review; Comment Request
published Fnday Mzay 25, 2007 in the Federa’ Register, Volume 72, Number 101, pages
29322 - 29323. The ASM appases the implementation of s generic, all-purpose
Advenoad Bensfiolary Notice (ABN) which would replace the Jehoratory specific AN
{CMS-R-131-L) implemented in June 2002,

The ASM is the Jexgest, single life sciences society dedicated w the advancement of the
microbiological scivnces and their application for the common good. The Society
represonts approximately 42,000 microbiclugists, inclading scientists and science
adwanistrators working in a varicty of areas, including biomedical, environmental, and
clinical laboratory fields. Many uf our members bave primary involvement in clinical
labaratory medicine including individuals directing clinical micrnhinlogy or immunology
labaratanicy, individuals licensed or aceredited to perform such tosting, industry
reprasentatives marketing products for use, and researchers involved in developing and
evajuating the performanec of new technologies. Qur clivical laburetory members are
involved on 2 day-to-day basis with testing procedures for many infeetious and
immunologic diseascs, ineluding procedures baged on molz=culur diagnostic techniques.
Many of these procedures are coversd in exis'ing National and Local Coverage
Deeisions. Therefore, ASM members have a significant interest in ensuring that any
revisionus w0 curzent ABNa be neccasary, reasonable. and convenient for use in & vagiety of
laboratory sentings. Further, the couplexity of laharatory medicine renders it exaemely
impavtant that AENs for iaboratory rervicee be designed (o enhance beneficiary
understanding of reasons for denial of payment for services.

The ASM does nat belicve that the elimination of the labaratory specific ABN will serve
beneficiary inwerests. Fur complex infectious and immunologic diseases, it is not the
Jaboratory which notfies the beneficiary about the medical rationale for tests, test
proceduces, and porential reasons for non-coverage of tests. [astead the ordeting
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physician or other authorized provider is responsible for this notification. The current
laboratory specific form clearly identifies the reasons for the denial of laboratory tests as
one of three categories: medical necessity, frequency, and investigational/experimental
statvs, This allows an important distinction to be made between laboratory services and
other medical services that is more understandable to beneficiaries.

Further, the ASM has other questions and concerns regarding the generic ABN proposal.
First, it is unclear whether therc is 2 new requirement that laboratories acquire an ABN
when services are never covered due to regulatory interpretations of Medicare statute.
Second, CMS has failed to give any reason why it has been deemed necessary to
eliminate the Jaboratory specific ABN which was discussed and agreed upon by
stakeholders in 2002. Third, laboratories that have implemented the laboratory specific
ABN (Form CMS-13]-R-L) will be required 10 make expensive and time consurming
adjustments 1o information technology systems, as wel] as invest significant time and
effort in educating both laboratorians and ordering providers about the changes in the
ABN process, should the general, all-purpose ABN be iinplemented.

In conclusion, the ASM secs no benefit to the elimination of the laboratory specific ABN,
and in fact, foresees significant issues with the removal of this ABN and its replacement
with a generic ABN.

Thank you for the opportunity to provide comments.

Sincerely,

Tt S (et

Vickie S. Baselski, Ph.D.
Chair, Committee on Professional Affairs
Public and Scientific Affairs Board
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N Bl AMERICAN ASSOCIATION OF BIOANALYST

906 Oliva Streul, Suite 1200 * Saint Lovis, Missowri 63101-1434 * Phone: (314)241-1445
Fax: (314)241-1443 * F-mail: 30b@aah.org * Woby: www.aab.org

Tane 25, 2007

Centers for Medicarc & Mcdicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development — C

Atterition: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulkcvard

Naltirmore, MD 21244-1850

Faxed to: Curolyn L.overt (202) 395-6974

RE: Comments on Revised CMS Advancc Beneficiary Notice (ABN)

. Dear Ms. Harkless:

The Amcrican Association of [lioanalysts (AAB) ~ a national professional assaciation whose
members are dircetors, owners, managers, supervicors, techuologists, and technicians  in
commurity clinival laboratories — respectfully submits the following cummecnts rclating to the
May 25, 2007 notice for addifional public comment on the revised Advance Beneficiary Notice
(ABN) (CMS-R-131). We welcome thc opportunity 1o partner with the Centers for Medicure &
Mcdicaid Services (CMS), other laborawonians, providers, and Medicarc carmcrs in seeking to
develop and implement the most cffective ABN and associated instructions for all rclcvent

stakeholders.

Proper instructions for ABN use arc eszential In order to commumcate the possible denial of
Mecdicars coverage 10 heneficiaties in the mnst clear and concise fashion possible. Beneficiaries
alxn need and deserve siguificant advance notice about Medicare coverage to allow them to make
an informex] decision about whether to procced with a particular course of medical care.

We arc plcased thar CMS decided to keep 2 specific AN for clinical luboratory services.
However, we continuc 10 have other specitic concerns about the notice,

First, AAB would like 10 express concem with the addition of another ABN, bringing the total
mumbsr of options to threc. AAB’s laburatotics often serve paticats wha have their blood drawn
al anothcr outpatient luboratory. I119 possible another laboratory might use a different version of
the ABN. This sircady has caused confusion among beneficiarics who do not understzud why
thcy are signing a2 new and different ABN. By adding a third ABN, a second “generic™ onc,
there is the possibility of even further confusion

Second, the mew labaratory and generic ABN tarms da not provide sufficient space for a

labuatory to list all of the tests that are subject 10 National Coverage Determinations (“NCDs")
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American Association of Dioanalysts
Comments to CMS on ABN Instructione A
June 25, 200/ )

and Local Coverage Determinations (“LCDs™). Tbe cumrent lalaratory ABN provides enough [)
spacc for a labnratory to list all of the NCD or LCD rests. Having: them listed allows stafl 1o ;
simply circle the NCD und/or LCD test when the medical nccessity does not support the test : g\
“being ordeted. Filling in each of the tests, however, will create an unnccessary and timc-

consnming step. Adding mote space to the form to allow for all NCD and LCD tests o be listex

would be 2 major impruverncent to the now lahoratory and geaeric ABN forms. We belleve that

this is an important point dye to the fact that coverage determinations affect the results of an

ABN.

Therd, AAR rccommends that CMS restore the heading for the NCD tests that bave frequewy
parameters in the lsburatary ARN form and add it to the new geperic ABN form. The old
laboratory ABN included the heading “Medicare does not pay for these tests as oficn as this
(denicd as tao frequent).” Certain tests, such 25 the Hemoplobin A1C, are considered medically
necessary by Medivare to be performned only onec cvery three months. In many cases, 2
laboratory has no way of knowing how many tumcs the putient J1as rencived the test in the past.
Sincc the psticnt may have already met the frequency parameters without the laboratory’s
kaowledge, the laborutury may 0ot bave him or her sign an ABN and will end up paying for the
test. ‘Ihc heading for the NCD tests pravides 2 simple explunstion o the Medicare beneficiary
that this test has frequency paramctera that pight not bave been met yet but if they have, the
beneficlary will be responsible fur payment.

Fourth, though CMS claims that there will not be & cost associzted with both new ABN forms,
there will be a cost associated with training staff to understand and sutficicntly explain the new
ABN forms to Medicarc beneficiaries. Whils AAB appreciates CMS® willingress to ensure that
the conczms of the clinical lahoratory community are met, we are not convinced that there will
be a significant positive outcome for paticnts by creating cither of the new ARN forms.

Finally, AAB belicves that there should be an exccption for clinical laborataries from the ABN
requirement. Clinical laboretories are unique from other providers bacause they do not order any
tests — they must be vndered hy the treating physician. Therefore, the laboratory has no sccess 10
additional information a1 the time of service. While AAB appreciates CMS’ recognition of this
with a lab-only AN, the fact that laborutories sre not in the same category as phiysicians or
other providers remains unaddressed.

AAB stands rcady to work with CMS and other stakeholders 10 ensure that buth the clinical
laboratory ABN and its associated instructions meet thc nceds of Medicare beneficiaries,
' providers, carriers, and laboratorians. If you buve uny questions abatit our comments, pleasc do
not hesitate (v cantact us,

Sincerely yours, _
~Z
MQ‘\)[ & . @H& e —n

Mark S. Birenbaum, PhD
Admanistrator
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College of American Pathologlsts MVISION OF GOVERNMENT
325 Waukegan Koad, Northfield, lllinois 50093-2750 AND PROFESSIONAL AFFAIRS
800-323 4040 » Lintp/Avara cap .or 1330 1 Street, NW, Suite 380
P P-org Washington, DC 20005-330_3
. 302-354-7100 Tax: 202-354-7155
A‘{w”"‘ng Excellence A00-352-990+4 « hitp://orww,cap.ot
June 22, 2007
Connie Lovett
OMB Human Recources aud Housing Branch
New Executive Office Duilding
Washington, D.C. 20503 Attention: CMS R-13], Room 10235
Dear Ms. Lovett:

‘fhe College of Americen Putholagists (CAP) appreciates the oppormnity 0 comment on the
proposed changee 16 the Advance Beneficiary Nonce of Noncoverage (ABN) published in the
May 25, 2007 Federal Register. The CAD is 3 nutional medical specialty vocisly representing
more than 16,000 physicians who practice anatomie sod/or clinical pathology. CAP members
practice scir specialty inr clinical lboratories, academic medical centers, rescarch lzharatories,
comumuzity hespirals and federal and state health facilities.

The Centen for Medicare & Medicaid Services (CMS) is proposing a number of revisions to the
conters of and instruetions for fhe ABN furm. In the supporting statement CMS clarified some
imecrtainties egarding the use of the new form; however, CMS failed to address te cffect of the
new mandate lo include 2 eost estimate for physician-ordered laboratory tests. ‘The CAP is
ooncermed that the new form mandates inclusion of an estimated cost instead of making the
informsdon optional, 2s is the current rule for laboratory tests. The CAP asks CMS 10 confirm
tha! the ipelusion of an estimated cost for laboratory testing is optional and that the Jack of an
estimate cost ameount will pot invalidate the ABN.

On the oncrent ABN-L there is no column for Estimated Cost, rather, there is liue further down.
on the form for estimated costs. Completion of this line is optional. For the current ABN-T. form
CMS provides the following iustructions:

“The user may pravide the patient with an estimated cost of the ilerns and/er
scrvices. The patient may ask about the cost and jor down an amount i this
spacc. Usets should respund to such inquiries 10 the best of their abitity. The
Lack of am amewnt on this line, or an amownt which is difterem fiom the final
actual cost, does no? invalidate the ABN"

! Medicara Clatms Processing Manual. CMS Pub. 100-04, Chapier 30, Secdon 50.5.7 (empbads added).

P.958.23

i
U



QCT-@3-2887 14:25 OMBAOIRA 282 385 5167 P.@3.23
N %

F

Connie Lovett
June 22, 2007 {\

Paga 2 ‘ d~

The Form Inswustions releused with the new combined form state for the column for Estimated
Cost that users “muss? enter a cost estimate in this blank” (emphasis zdded). The instructions 10
the new form clearly make the cost estimaie a2 mandate; however, CMS fails to adriress the
implication of 2 blank line or 1 discrcpancy berween the estunated and actaal soct.

There arc legitimaic seasans why a provider may not he able to include an estimated cost far
laboratory testing. For example, au ordering clinioian may not kave readily avaijable a cutyent or
somplete clinjcal Jaharatory fee schedule. Moareover, the ¢ost elements of complex non-routine
testing maay be difficult (w estimate. The CAP asks CMS to make column for Ge estimated costs
optionu] for labaratory testing services and to confirm that the Jack of an estimatcd cost amount
or 4 discrepuicy brtween the estimated and acmal costs will not invalidate the new combined

farm.

The College of American Patholdgistt is pleated 1o have the opportanity o comment on these
changes and appreciates your comsiderafion of our comments. Any questions regarding the
comments should be divected to Donna Meyer at 202-354-7112 (dmever@cap.org).

Sincerely,

75-14-’ Q/Ma oD Genr

Thornas M. Sodeman, MD, FCaP
Pregident

College nf American Pathologists '
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OMB Desk Officer
f OMB Kinan Resources and Housing Branch :
! Atteption: Carol Lovett
! New Lxecutive Office Building :
l_ Room 10235 K
' Washington, DC 20503
Dear Me. Lovett,

On hehalt of CLMA, the Clinical Laborutary Management Afsdciatiom, on
organization of more than 4,300 clinical laboratory profexsionals and consultant
representing hospitals, independent clinical laboratories, physician office
laboratories, skilled nursing facilizs, and medical device companies, [ am writing
in ccgponse t the May 25th, 2007 Federal Kogister otice, “Agency {nformation
Collection Activitics: Submission for OMR Review; Comment Rexjucst.”

; reganting the Advance Beneficiary Notice uf Noncoverage [ABN) (CMS-R 131,

i OMB:0938-0566).

CLMA appreciates the inclusion of the summary of changes document in the

l packet attaches! 1o tho Federal Regisier notice. It was very useful in determining
where we neaded Lo focus our attention when reviewing the rovised forms and
{nstructiony.

| CT.MA does nut have any additional comments on the farms and instructions

themsclves at (Lis time, except to poiot out a typographical ctror in the second line ,
i of Option {. The sentence currently reads “You may cullect oney from me now,

i put I alss T waat Medicare billed for an official decision on paymeat, which is seat

! 1o me on « Medicare Stmsmary Notice (MEN).™

CLMA would fike 10 commeut on the burlen assoclated with this change. As
stared] in our first s+t of comments, currently many laboraturies and hospitals use
‘ automater information systems w Jetect when an ABN if Reucssary and then will
! print the form with sulomatically insarted infarmation. Since these systems are set
. up uaing the fonmat of the provious ARN form, chunpes wif} need to be madr in
! l wirler 10 accammodate the new torms.
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989 0l Fagle Schoo! RY., Suite 815

C L_M K"' Wayrie, PA 10067 1701
LN 12! 610 995 9582
TrE RESOURSE FOR LADORATRRY FROKESSIONALS fax §10 995 8548
www.clma.org

Althaugh the reviscd forms baged on the first round of public comments will make
this transition eagiet, the mdustry will still require a grace or wansition period of
sufficient length in nnler w make changes in these automated systams, and/or for
computer vendors 1o make these chanpex. Fiom our members’ experionce,
changes of this nature require significant resourees and extended timetrames to
implament. Laboratory infunmation systems are so diverse Gt we catmnt suggest
o CMS a specific timeframe, but urge the agenoy to ceek input from the industty
on this issue and sel an implementation timeframe that 15 reasonable based on the

information provided.

" In clasing, CLMA appreciotes the opportunity to comment on 'he: new ABN form.
- In additivn, we very much appreciatc the efforts of CMS and i staff in

accommodating our sugyestons and recommendations for the forms and
instructions, Cur members and staff stand rewuly tn answer any questions or
concems that you may have regarding these comments.

Please contact Katharinr ] Aytes, CLMA Dircotor of Legislative and Regulatory
Affairs, a1 kayresi@slma.org or 610 995 9580 for further assistance.

Siecerely.
JoAnne Milboum
President

(¥}
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STEVE LEVY
SUFFOLK COUNTY EXCCUTIVE

DEPARTMENT OF HEALTH SERVICES HUMAYUN J. CHALIDHRY, D
Commissionc!

Jurns 14, 2007
CMS, OHice of Strotegic Operations and Regulalory Affairs,
Division of Regulufis Development C
Attenfion. Bonnue L. Harkimay
Room C4 26-05
7500 Security Bivd.

Baltimors. Maryland 21244-1850
Rof: CMS-R-131 ABN

Near Ms, Markess:

I would like to 1akc this opporiurity to make the toliowing commen!s about the newly drafted Advance
Benaficiary Notice of Noncoverage [ARN). of which comments are beling uncepted until Junc 24, 2007:

1 We wauld like 1o se8 one (1) fuim with | ahoralory and Ganeral combined, speiifically Loberatory
aind Services as 10r Phydclan Services,

2. The Sponaith versions shouid come out sitrwllanecusly with the knglish versions.

3. The Use-Customivable Yaction: on page 7 ol the Part-l - Instructions for Camers. Physicicirs and
Supptliers inSection [ number 3 should have u Clearer description of what can be customire rry
the physician in resfergnce 1o the nowet draits,

4. wWe would recoinmend the Confidential Statement languigs: be put back in a5 in the older forrns.

5. We would tike 1o knuw lhe date ¢of timetrame of whan the fuims will bha approved and ready tor
(V11e3

Thark you. and if you would like lo cantact me. | can be reached by emai ai

Shesllig Dyvarkin@sutfeikeountyny guy or by telephone
t"ll /).q] 853‘8084
sincerely,
L e /4«—%
Shedlie Dwoarkin, MPS.RHIALCPHG
- Medicad Records Admirustrator
Ce.

OMB Human Resourcas and Housing Reanch
Attention Carolyn Loven

New Exgcutive Office BUlging, Rucimn 1023.:
Washington, OC 20503 -

Fax# (202] 3995-6974

DIVISION OF PATIENT CARE SERVICES o
225 Rabru Drive East, | (aupreuqe, NY 11788 (63 1y 853.3N13 Fax 62 1) 852-3031

P.12-23
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5 FAIRVIEW ,
Fairview Health Services

Patiear Financial Services :
P.0. Box 147 ;
Minneapolis MIN 55440-0147

(612) 672-6724  Pax: ($12)-672-6727

June 21, 2007

UM Human Resources and Housing Branch
Attentinn: Carolyn Lovett

New Bxecutive Office Duilding

Room 10235

Washington, DC

Re:  Federul Register Notice (72 ¥X., No 101, pp 29322.29323 May 25, 2007 Centers
for Mcdionre snd Medicaid Services, Department of Kealth and Humun Services;
Revizion of Advince Beneflciary Notice of Noncoverage (ABN). Document Iduatifier
CMS-R-171 OMDB 0938-0566

Dear Ms. Lover;

Fairview Health Services, which has seven hospitals in Minnesota, wishes 10 thank you
for the opportunity to comment on the proposed changes 1o the Advance Beneficiary
Natice, Our comments are as follows;

Sample I/ Lab ARN:

Lab personnal prefer the current Lab ABN tormat a3 it allows for more customization. It
is felt that the proposed format does not sllow wifficient space to custoroize for all of the
various testy for which there is @ Medicars coveruge issue, even if there is a font change.
Without having this pre-printed, there will be mora oxception dats [or lab techs and
personndl to look up, which is 4 Luining issue snd which lends itself 10 the posyihitity of
erors  The proposcd format wifl mean more up front work. The existing formst allows
11b 0 be more time =fTicient, while still casuring thet the patient gets the correct
information.

Sample. G-

The consensus of most nf the people responding is that this is the preferred format for
servioes other than lab. The other form i% too busy and cluttered, and the statznent
“Uuzms or scrvices” describes what will gpprar i itam *D”. They would prefer notto
fve uther items to fill in,

General Comments:
Option 2, if selected, telis us not w bill Medicare. In iy instances, & sccondary payer

- whether the provider bills ar lets the patient bill the payer — will require that there be 2
derual from Medicare before they will consider the claim. 'Wa could put u notice in
“additional information” that speaks 1o this, however the concern is that it would appea
that we are leading the patient to choose option 1, and it has alrendy been stated that “we
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Comments 10 CMS
Changes to the Advance Beneficiary Notice ‘ )
cannot choase 2 box for you”. Since some providers du not, not are they required to bill \

the secondary payer, CMS could still edd language regarding this requurement, such as™ i

Note: if you have another insurunce, you should cheek 10 see If they require a deaial from X
Mcdicare before considering your claim™. Then when the patient reviews the 3 options,

he or she will know that if they choasa option 2, they may not be ahle to get paid for the

service by the seconduy payer.

We would alsa Jike 10 point out that should the patent chunse option 2, if this is oné non-
covered itemn xmong many other tests, particularly in a large hospital-besed setting or
large olinic zetting, it will be difliuail to pull out onc test to not bill 1o Medicare. Also, if
we are ahle ta do this, 1t has been our experience that the patent will compare the
hospital or clinic bill to the MSN, and then it will generate calls that we billed incorreatly.
They do not remember that they said they did not want something bitled.

Notifier: In the instructions, CMS indjcstes thut employees or mhoontractors of the
notifier may delives the ABN. The concem is that some notifiers may delegate this
funotion to tomeone Who is not qualified ta answer paticnt questions. Not all employees
or subcontractorg are clinics! staff. We befieve that if the notifier delegates the delivery
ofthe ABN it must be delegated to other staff qualified Lo answer a patient’s qucstions,
or that such qualified stafl or the notifier be available in the event that there aze questions

Other: We like the plain language and the stafement “we cannot choose g box for you™,

Thank you for the upportunity to comment,

Cumpliance Specialist
Fairview Health Services
Corporate Office

400 Stinson Nlvd NE
Minneapolis, MN 53413

University of Minnasota Medical Cemter, Pairvicw
Fairview Sauthdale Hospital

Fairvisw Ridges Hospital

Fairview Northland Regional Hospital

Fairvicw Lakes Regional Medica) Cenver
Fairview Red Wing Iloapital

University Medica) Center, Mesabi
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Milwaukos, Wi 53223
Phone 414-760-5885

Fax 418-358-T4 11
jmontemayor@directs.com

June 22, 2007 /V\r‘ [\L

CMS '
Office of Strategic Opetations and Requlalery Affairs UJ
Division nf Regulation Development ~ C ‘
Attegtion: Bunnie L Harkloss

Room C4-26-05

7500 Security Bovlevard

Balrimore, VD 212441250

Janelie A. Montemayor
Contract & Reararch Spaciaust

RE: Information Collection Request = Advanee Beneficiary Nutice of Nopcoverage (ATIN)

In response o the coll for comments published in the Federal Ragister on May 25, 2007, we aye
respectfully submittins romarks regarding propogsed changes to the Advanced Beneticiary Notice of
Noncoverage (ABN). We encourage CMS %o tlarify that when an ABN is provided under an exzeptian to
the probibition of rourine ABNs, the claim necd not be submitwed ro CMS, and 16 recognize altemative

delivery mesns for ABN.

1dircot Supply Equipment is the patinn’s largest supplier of durable medical equipment to the US long
term care profession. Our core business is providing equipmem to skilled nursing facilities, assisted
living centers, and continving care retirement communities for their use in providing case to their patisnts

and residents. Occasionslly, often at the request of our long term care provider custamers, we also sell [
preducts to consumers through strictly privato-pay transactions. We are a virtual distributor of equipment

and we peither owa nar operate any sioje fronts, warehouses o manufacturing facilitics. When a f
customer arders 2 praduct, we eontact the manufacturer who then drop-ships the item to our customer.

The purpose of the Advanced Beneficiary Notice of Noncaverage is to inform the conswmer that products
or services they xre about 1o recefve may not or will not be paid for by Medicsre. This allows the
cansumer 1o make an educated decision about whether or not they want to recaive the item, since they
will o1 may be finaneially responsible for the cost. There are several instunccs when an ABN may be
used, {ncluding cascs in which the supplicr does 19t have a valid Mcdicare supplice number.

Not sll sales of products or supplies thar arz potentiaily Medicare reimbursable ere directed at Medicare
heneficiarics. Funther, many purchases of potemially Medicere relmbussabilc products and supplies that
are made by Medicare benc(icjaries are aot intended by the buyer or his or her family members o |
beoorne the suhject of o Medicare cluim. In other words, many sales and purchases ol patentially
Medicore reimbursahle products and suppliss arc intended by the buyers and the sellers to be strietly I
privatc pay transactions. : k

Compunies with businesges Mat consist of conducting private pry transactions have no reason 10 enroll in

Mcdicare and recrive a suppiler number. Such companies, when making the sale of 1 patzatially
Mecdicore reimbursable product to & Medicare beneficiary, would wilize the AEN “orm. ;

g Healthcare Cquipment & Information Solubions
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CONTINUE FROM PREVIDUS PAGE 081

Given thet Medicarc denials of payment on the basis of a supplier's lack of a supplier A
number apply to all varicties ot medical equipment and supplies apd o all Mcdicare 0.
beneficiaries equally, the usual prohibition on provision of routine notices 10 &J! \ «'1/
beneficiarias does not apply in these cases. b

However, i the prapased new AEN form the first option for the customer says (in part), “7 wanf the
irems o» 3arvices listed obeve. You may collect money from me now, but 1 also want Medicara billed for
an official decision on payment, which is sent ta me on a Medicare Sinmary Notice (MSN).>”

Giveu: the fact that there 13 no possibility for an item sold by « party with no supplicr number to be paid
for by Medicarc, the requirement thzt the non-enrolled supplior nonetheless submit claims to Medicare is
burdsnsame and unreasonable far hotl: the supplicr and tor those proocessing the claim requests ou hehalf
ot CMS. urther, appearing to give the buyer this choice is conflsing to Medicare beneficiaries.

To resolve these problems, we propose cither that gujdance be developed t clarify thar ATINs do not
need to be subminted if they are being supplied hascd on one of the routine ABN exceptions, or that
another option for the consumer b added on the ABN form. This option would be mandatory if the
Teason the iteu Will not be paid tor by Mzdioare is because the supplier does not have supplicr number
and could state the following: “7 want the listed above. ] understand this item will NOT be
paid for by Medicare Because rhe supplier daes not meel basic Medicare supplier requirements. I agree
20 be responsible for payment and do nor wanr Medicare billed.

In addition to the clazification that Medicarc not be billed if the ABN is being provided under one of the
routine prohjbitlon exceptions, we alxi encourage CMS to continue 1o resognize alternalive methads of
supplying the ABN form. In the “Supporting Statwment for the Advanced Bencfisiary Notice on
Noncoverage (ABN) Contained in 42 CFR 411.404 and 411.408," Section 3 (Improved Informatian

Technology) it is stated-

ABNs are ususlly given a5 hard copy notices during in-pecson paticnt encounters. In
some cascs, notification may be done by ‘wlephone with a follow-up notice mailed, There
i m pruvision for aliernative uses of informarion technology to deliver ATINS, though
incorporation of ABNSs inta other automated business processes is permitted, and suine
limited flexibility in formatting the notice in such cases is alfowed, as discussed In the

form instructions.

Wo encourage CMS tu recognize alternative delivery methods for ABNs, inciuding bur not limited 10
telephone and “click-through” Int=net uotifications. The realitics of a high-tech pational business world
have allowed efficicnt and responsible suppliers to create businest modcls thet convenienty provide high
quality equipment to consumers at Jower prices than waditional suppliers. This savings cen be passed on
to the consumer; lwwever, capable suppliers (such as Intemnet, natlonal and mail arder suppliers) are
continually slowed dowm end weighed down by the necd to supply paper ABNs to consumaers.

g Healthcare Fquipment & Informeation Solutions
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Responsie 10 ABN Collectiom Request - Page 2

Unlike other situations when the ABN is used because Medicars may net pay for a pariculic service ar
itern, Section 1834(5)(1) of the Social Security At clearly establizhes that Medicare paymens will
alwuys be denied if the supplicr does not have 2 valid Medicare supplier number. Section 40.3.6.4 (D) of
Medicare Claims Processing Manual (MCPM) (Chapter 50 - Financial Liability Protections) allows for

the use of routine ABNs in these instances:

Given thet Medicare denials of payment on the basis of « supplier’s lack of 2 supplier
number ammlv to all varicties of medical equipment and supplies and 1o all Mcdicare
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In summary, we cncourase CMS tn Tecognize instances when it is mefficlent to submit elaims 0

Medicare - and confusing ® suggest that suck clains be filed - becanse the clairos arc guarenteed to be

depixd. In addition, we support any efforts by CMS w0 recognize iternative mathods {or ABN delivery. L
We believe each of these ephanoements to the AUN process would provide benefits to both Medioare }‘

beaeficjaries and the System a5 & whole.

Respectfully.

dwm 3. SRR

Janelle A. Mamcmayor
Contracte & Rascarch ypectalist
Direct Supply, Inc.

g Healthcare Equipment & Information Solutions
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June 22, 2007

OMB desk officer

OMB Human Resources and Housing Branch,
Att=ntion: Corolyn Lovett

New Executive Office Building, Room 10233
Washington, DC 20503

ViA FAX: (202) 395-6974

RE: Centers for Medicare & Medicaid Services
Document Identifier, CHS- R—-131
Agancy Infarmation CollecrionAcnvities: Submission for OMBReview: Comment Request

Dear Ms. Loven.
I have reviewed the revision to the ABN «nd supporting documents,

OF utmaoat concern is that 1 do not feel thst the “OPTIONS" arc clcar for beneficiaries,
providers «nd responsible puties acting on behalf nf a beneficlary w receive e notice

Yssues:

OPTION |, “bu! [ alsv [ want Medicare bifled for an official decision on paymerd, which
is senr to me on a Medicare Summary Notice (MSN). 1 undersrand that if Medeare
doetn't pay, I apy responsible for payment, dut I can appeal 1o Medicare by fallowing the
dlractions om the MSN."

Checking OFTION 1 suggests if this box is chacked EVERY claim must be subrnitted for
medical review Unless claims pracessiag instructions are very claar, the paperwork and
lator burden would incrcasc astronomically if OPTION 1 is roatinely checked, It also
implies that payment may be. collected immediately from the beneficiary regardless of
whether or not en eppeal is pending which 18 conuary 1w current rogulations.

OPTIUN 2. "You may ask to be patd now as I am respensible for payment. I cannot
appeal if Medicare is not bitled.” '
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Checking OPTION 2 is confusing and problematic for tue following reasuns: _
The individual responsible for making health care decivians about the provision of
“reasonable and necessary” clinieal services for the beneficiary may NOT be

responsible for the payment, % u |

- A beneficiary may sti)l b= tesponsible for their own financial affeirs, yet it may be
the decision of the clinical staff that this beneficiury is not “capable” of
understanding the contents of the notice - rspecially an issuc ina Skilled Nursing
Facility [SNF] setting where cognitive impalnments and dementia are common.

- Also, it appears that by checking this box, tae beaeficiary or responsible party
forfeits sny and zl] appeul rights regardless of any claims processing instractions.

OPTION 3. fdon't want the _ . __listed above. I understand with this choice I am
not responsible for payment, und I cannot appeal to sce if Medicure wowdd pey. ™

Chetking UPTION 3 is a problem in a SNF setting. Bxperience has shown thata
beneficiary or responsible party may decide tat they do not wunt to continue to
receive services but do not agree o discharge. This leaves the SNF in an
untenable position Where the heneficiary remains in the SNF without a source of
peyroent because the beneficiary has told us hat they are “not responsible for
payment”, Additionally, as with OPTION 2, it appears that by checking this box,
the reeponsible party forfeits uny and all appeal rights regardless of #ny regulstory
requirements or claims processing instrictions.

As « pracrica] mattet, and ia consideration uf the time involved i the delivery of the
notice ag currently proposed, | believe that this notice could not be delivered as prompily
and cfficiontly as indicared. 1 balieve that a significant amount of time would need o be
spent cxplaining the reason for, content of and OPTTONS listed in this notice and thrit
implications bot clinical and financial.

1t would also be usetul to pravide spacific examples uf this natice for a SNT serting. In
partichlzr, | would appreciate cxamples of “Reasons Medicare May Not Pay", and
suggested gvidelines for completing the “Estimaled Cost” scotion for a SNT-.

Finally, this format, rationude and delivery requirements are not elearly integreted with
the Generic Notice ot Non-coverage requirements and [ velicve that this has still not been
adequately addressed with thrs version of the ABN for the SNF setting.

Thank yon for your consideration.

Sincerely,
ﬁl‘;,g)q.di_«
Alice Smifh,

Mcdicare Specialist
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Notifier(s):
Patient Name: ldentification Numbar: o
Apvance BENEFICIARY NaTice oF NONCOVERAGE (ABN)
NOTE: If Medicare duesn't pay for items or services below, you may have to pay. ¢7)

Medicare dues not pay for evatything, even some cate that you or your healfh care provider have
good reason to think you need We expect Medcare may nol pay fcu the items or qewlces below.

VUHAT YOU NEED TO DO NOW: N . %
« Read this notice. $n you can make an informed Wboﬂt your care’
Ask ys any questions that you may have after you yJcading.
« Choose an option below about wheth;w 10 receive th%ﬁp or services listed above.
Note: If you chouse Option 1 ar 254 q heip you to ,my other
Insurance thal you mlghi ha Hh, bU are cmn& requare ustodo th;s

fif Medicare doesn t pay, | am
taMaditare by following the directions on the MSN.
y" t5 | made to you, less co-pays or deductibles,

O OPTIQ ieiiterns ﬁ?‘ rvices listad above, but do not bill Medicara. You may
ask to be ow as | am fesa¢ sib paymant | cannot appeat If Medicare is not billed
Ol OPTIO Ny ldon(wane iterfs or services listad above, | undarstand with this choice

(L am not responstilgs
Addmonal Informathgy,

This notice gives our op. fbn. not an official Medicarc decision. If you have other quostions
on this notice or Medicare hilling, call 1-800-MEDICARE (1-800-633-4227/TTY: 1-877-486-2048).

Signing below mcans that you have received and understand this natice. You also receive a cop
Signature: ’ Data:

{
Asserrg %0 Sie Paperwionk Roduetion Act af 1395, ns porons we required m respond 6 1 calleCiin oF indormation walcss 1 digDhuys & valid (IMB weatrel
awmber. The valid OMB contenl number for thie Infrsatisn ¢ot e is 0H3R-0D48  The tims required o comg late M3 inforvation oaliection i eeamad ©
averare T munutex pec resporst, including e BME o review instructions, ssorch eXiting Jaka ccrourcee, gatber the € nocdcd, end sompirw and teview the
mfarmaivn seliection  If vou heve cvmme i concrming ihe asodracy A7 the time erimale OF yuRGEUANS TOr intpreving ™S TONR, pleass wrive - GMS, 7500
Seourity Boulavare, Aun 3RA Repors Liearmce Ofticer, Beitianmare, Marviand 2124341850,

Form CM3 R-131 (XKX/j07) - BAMFLE 6 Form Approved OMB No. 0935-0566

Notifier(s):
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June 22, 2007

28 Soveah Svece. SE OMB {{uman Resourees and Houving ranch

‘ff)‘;)‘:;““;‘;'f' oc Attn: Carolyn Tovelt
202516 A/ New Executive Office Nuilding
bax 41434 7-9559 Room 102335

Washingten, NC 20503

Susan Goldweter Laving

Re. (:MbH-R-13]

Gl
Jane: E. taigh The Licspice Aseociatiun of America (HAA) is a national organizaiion
Gurirwive Dometar represeniing hospices and their thousands of caregivers from across the coualry.

We appreciate the opportunity to coniment on the Centers fur Medicare &
Medicaid Services (CMS) prepused Information Collection: Advance
Beneficiary Nutice of Noncoverage (ABN). Under CFR 411.404(b) and (c) and
411.408(d)(2) and (f) « wiitten motice 15 required 1o be provided to intorm
berefiziarias in advance of potentiai Liability for payment,

UInder Sectjon 1879 of (e Social Seeunty Act, 4 physician, proviger , practitioner
or supplivy of items or services participating in the Medicare Program. may bill 2
Medicare benefleizry for items or services usually covered wider Medicare, but
denied 0 an individual case unde; specifie. statutory exciucions, if they infure ths
beneficiary, prwonr ta furnishing the service, that Medicare is likely to deny
puyrent,

HAA wishes to thank CMS and OMB for theis «(furta to male the now form
casier to understand. We also appreciate the planned transitivn period. “I'he
official titlc change to “Advance Beueficiary Notice of Noncoverage™ is helpful
in conveying the purpose ot the notice. It is anticipated that TTospices will
infrequently have the need © use the ABN, llowcver, we believe the butden fr
hospites 1s greater than estimated,

Asx noted 1n the Justification, "3 Inipoved Intormation Tecknology, ABNs ars
usunlly given as hard copy notices during in-prrsam paticat cnoounters.” For
inpatient settings, hospices almost aiways must explain coverage issues to
recipients of the Medicare hospice brpefit and their family/primary carexives.
The estimated Hwe tor this is about 20 minuies 1o explain why the service
requested would not be cavered by Medicare, the purpose of the ABN and their
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options. More than Y0 percent of hospice Lare is furnished in the peticnt's place
of residunce 3o there are occasions when the huspice must nake a home visit to
discuse the ATIN, This then adds travel time of appruximately 43 nunutes to e
prucess. For thesereasons, we halizye the cstimated seven minules W delver an
ABN ‘¢ underestimated.

Recotumendation:

HAA requesis thar CMS/OMB recvaluate the burden estimate for buspiee
providers, taking inte ronstderation the uniguencss of hospiue xervices, both
inpatient and remdential and the need Loc family caregivers to be ace wmvolved
than in other typ2s of Medicace services.

Again, we thank you for the apportupity te commeat.

(/‘Si cerely, PN (

y/}x/«-f*‘ ? &A\,ﬁ/ B

( Jdnet B. Nrigh
A xecentive Directar

Ce:  CMS, Ottice of Skategic Operatinns and Regulatary Affaus
Divition of Regulations Development — C
Attenton: Bouaie L. Harkless
Room C4-26 035
7500 Security Uoulevard
Biliimare, Macyland 21244-1850
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Homa Hospital Mome Haalith Care
1415 Bolom Streetl. Suite 200W
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GREATER LAFAYETTE
HEALTH SERVICES

Home Hosplal Home Heakh Care
Bt Clare Home Heallh Care

June 22, 2007

Centers for Medicare & Medicaid Services
Departmnent of Health and Huaman Scrviecs
Arncnation CMS-154]-p

P O Box 8012

Baltimore, MD 21244-8012

Re. CMS-1541-P Medicare Program; Home Health Prospective Payment System
Refinement and Rate Update {or Calendur Year 200

1 apprecaiate the opportunity provide comments on the proposed rule for refinement of the
Home Health Prospective Payment System (FES) and the vate apdate for 2008 that was
publighed an May 4, 2007.

Decregse in Standard Rate:

My tirst concen: is the aseumption thet the obscrved increase in case mix weight is due to’

behavioral changes by Home Health agencics and not to an increasa in patient ucuity.
The Home Camw indusiry has spent meny hours and resources develaping 1 better
understanding of the OASIS tool and the cxpectations of the OASIS authors and of CMS
mn completing the tool. The resulting increase 1n case mix is a result of improved
education resulting in inproved sccuracy combined with an increase in acuity of home
care patients ¢videnced by decreased hospital length of suay for many common home care
disgnosia, on increase in numbcers of patients seemi in homo care with surgical wounds and
an increase in palients requiring rehahilitative therapy smvices, CMS has implicitly
acknowledged this [act in finding \{ neceszary to penalize hospitals for early disnusaal to
home care in their DRG payment [or selceled diagnosis, Additonally, the ume periud
used ac the basis 1or compuison did nal Leke into account that prior W the
itpplementation of the Balanced RBudgel Acl of 1997, venipuciure was a qualifyiny skill
for home. health care and many patients who qualified fur homoe cars under the
venipucture benehit received home heulth aide services ae the most intense sexvice in heir
home care delivery. Thc decrease in home health aide sarvices that is cited as one
Jjustification for the finding that the case mix weight inereasc is not clinically driven is a
resulr of the venipncture exclusion and not “gaming”. The “finding” that the majority of
the incrise 1n coge mix weight is due o home heelth agencies “gaming” the gystem is
fapricious and punnive 1o an industry that hus 1aken great pains to leam whut CMS
expects of it and w comply. This judgment is not consittent with the accompanying

¢ e——

e —

% g st et of € Yoade Ty, e, kit

Si. Clare Home Heaith Care
1630 Lalayoune Rd., Suite 100
Crawfordsville, IN 47923
(768} I82-5114

Fax (785) 3C4-8779

TOTAL P. 23
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BIOLOGICAL TECHNOLOGY KD
LABORATORY, INC.
10114 Woodfield Lane ® St. Louis, MO 63132
| (314) 432-5030 & (800) 737-5030

QCT-89-2087 14:10 OrMB/OIRA

June 22, 2007

Centers for Medicare & Medicaid Services

Office of Strategic Operations and Regulatory Affairs
Division of Regulations Development - C

Attention: Bonnie L. Harkless

Room C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

Faxed to: Carolyn Lovert (202) 395-6974
RE: Comments on Revised CMS Advance Beneficiary Notice (ABN)

Dear Ms. Harkless:

Our company, Biological Technology Laboratory, Inc., (BioTech Lab) is a regional
laboratory serving over 300 nursing facilities as well as many physicians and out-
patients. We respectfully submit the following comments relating to the Notice
dated May 25, 2007 for additional public comment on the revised Advance
Beneficiary Notice (ABN) (CMS-R-131). We welcome the opportunity to partner
with the Centers for Medicare & Medicaid Services (CMS), other labarataries,
providers, and Medicare carriers in seeking to develop and implement the most
effective ABN and associated instructions for all relevant stakeholders.

Proper instructions for ABN use are essential in crder to communicate the possible
denial of Medicare coverage to beneficiaries in the most clear and concise fashion
possible. Beneficiaries also need and deserve significant advance notice about
Medicare coverage to allow them to make an informed decision about whether fo

BioTach Lab Comments to CMS
Revised ABN

Page 1 of 3
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May 31, 2007

OMB Human Resources and Housing Branch
Attention: Carciyn Lovett

New Executive Office Building

Room 10235

Washington, DC 20503

Re: Advance Beneficiary Notice of Noncoverage comments
OMB#: 0938-0566
Document identifier: CMS-R-131

As an ambulance service provider the Advanced Beneficiary Notice (ABN), creates 2 great burdens on
our ambulance service. The first being that the ambulance crew is expected to know billing practices.
The second being the form is in paper format and the signature cannot be captured electronically.

Our patients do not come into an office to saek treatment where the business office personnel can
discuss covered-a non-covered treatment. Our crews are trained on patient care and have a great
responsibility for providing that patient care. They should not be required to also know what is covered
and not covered based on each patient's insurance coverage. Furthermore, often times the ambulance
crew does not know who the patient’s primary insUrance is until after the transport has ended as they are
focused on patient care and not billing. Often times they do not ever know what insurance the patient
has. This information is frequently obtained after the transport. EMTALA laws require treatment in the
emergency room before knowing patient insurance information. Why should the patient care before their
arrival at the ER.differ? it should not also be the ambuiance crews’ responsibiiity to be able to figure out
base rates and mileage charges that a patient would be liable for if they choose the treatment. The crew
should not be delayed on scene explaining Medicare's billing practices as this could delay emergency
ambulance services to another patient. These patients don't always call for that unreasonable ambulance
service during regular business hours. When their catheter is dislodged at midnight or on Saturday, they
call then for the-service. Beneficiaties shouid be pravided with a policy manual that explains insurance
coverage and exclusions regardless of the type of insurance. Then if the insurance denies, the patient is
responsible. - ) .

Our regional CMS office has indicated that the ABN cannot be part of our slectronic software system, |
was advised by CMS that “There has never been policy to acceot electronic sighatures on ABNS, nor
would we have such a policy unless beneficiaries requested it.” As we now have an electronic patient
care reporting system, it would be practical for our forms and signatures to be part of the system, rather
than stored somewhere separately.

Sincergly,

Melissa Stifflel
Office Manager :
Taney County Ambulance District

24 Hour Paramedic Service

e
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June 4, 2007

OMB Human Resources and Housing Branch
Attention: Carolyn Lovett

New Executive Office Building

Room 10235

Washington, DC 20503

Dear Ms. Lovett:

The American Association for Clinical Chemistry (AACC) welcomes the opportunity to provide
input to the Office of Management and Budget (OMB) regarding the Centers for Medicare and
Medicaid Services (CMS) revised Advance Beneficiary Notice (ABN). In general, we oppose
the adoption of this new form and suggest that the cwrent laboratory-specific ABN remain in

place.

In 2002, CMS and the laboratory community worked closely to develop a laboratory-specific
ABN, which was acceptable to all parties—CMS, clinical laboratories, physicians and
beneficiaries alike. We believe our joint efforts were very successful. The final document was
concise; flexible and easily understood by patients. Thus, we are perplexed by CMS’s current
plan to eliminate the laboratory ABN now that it has been successfully implemented and is

widely-Iruse.«» R R 1

To date, CMS has not provided a rationale for creating a single ABN. AACC is concerned that
the introduction of this generic form would increase the administrative burdens and costs to
laboratories, which would need to re-educate physicians and patients, as well as make additional
changes to their computer systems. In addition, we believe the new form would confuse patients
without providing any appreciable improvement in health administration. AACC urges OMB to
oppose the revised ABN and urge CMSto wuhd.raw it.

By way of background, AACC is the principal association of professional laboratory scientists--
including MDs, PhDs and medical technologists. AACC’s members develop and use chemical
concepts, procedures, techniques and instrumentation in health-related investigations and work in
hospitals, independent laboratories and the diagnostics industry worldwide. The AACC provides
international leadership in advancing the practice and profession of clinical laboratory science
and its application to health care. If you have any questions, please call me at (504) 568-4281, or
Vince Stine, PhD, Director, Government Affalrs, at (202) 835-8 721

Sincerely,

Q@M

Larry Broussard, PhD
President-Elect, AACC
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Office of Strategic Operations and Regulatory Affars .
Division of Regulations Development ~ C AL
Attention: Bonnie L. Harkless }\ J
Room C4-26-05 '
7500 Security Blvd.

Baltimore, Maryland 21244-1850

Dear Ms. Harkless

The Centers for Medicare & Medi>aid Services (CMS) published a notice in the February 23,
2007 Federal Register on page 8167 indicating CMS is combining CMS-R-131-G with the CMS-
R-131-L. These are the Advanced Beneficiary Notice (ABN) forms. Medicare designates forrm
CMS-R-131-G for general use and form CMS-R-131-L is specific to clinical laboratory services.
Providers would only use one of tliese forms if the designated service were an otherwise covered
scrvice by Medicare but in this instance, the provider believes the patient’s specific situation
does not meet Medicare requirements. The ABN allows the patient to make an informed
consumer decision whether or not to receive the items or services when notified he or she may be

responsible for payment.

In an e-mail notification through a Congressional ListServ, we received a draft of the revised
form. CMS indicated they would zonsider public comments as part of finalizing the revised
ABN. Iam a Senior Analyst with the Provider Qutreach & Education department of Wisconsin
Physicians Service (WPS) Medicare. We process claims for Wisconsin, Illinois, Michigan, and
Minnesota. I believe the revised version of the form will cause additional confusion within the
provider and beneficiary community. Here are my comments:

The CMS Internet Only Manual IOM) 100-04, Claims Processing, Chapter 30, Financial
Liability Protections, Section 20.1 provides detailed information on when it is and is not
appropniate to provide this form to the patient. Providing this form 1o the patient for items or
services a provider expects Medicare to deny equates (0 patient responsibility for the charges.
Providers are often confused betwzen the differences in a denial based on medical necessity and
a denial for non-coverage.

1. The title of the form indicates "non-coverage.” This title is inaccurate. This language is too
close to the Notice of Exclusion of Medicare Benefits NEMB) (CMS-20007). The services
described on the ABN are covered services under Medicare. In the patient's specific
circumstances, the provider is anticipating denial based on medijcal necessity, not a stantory or
technical coverage issue.

2. There is a statement on the form "We must bill Medicare when you ask us t0." Providers are
required to submit claims to Medicare for covered services per Sec. 1848 (g) (4) of the Social

wps Wisconsin Physicians Service Insurance Corporalion serving as a CMS contracted carrler
P.O. Box 1787 » Madison. Wi 53701 « Phone 808-221-4711

AL TP IN.“W.‘
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MCMA Center for Rescareh
American College of Medical Practice Executives

June 21, 2007

Center for Medicare & Medicaid Services
OMB Human Resources and Housing Branch
Attention: Carolyn Lovett

New Executive Office Building

Room 10235

Washington, DC 20503

Re: Agenéy Information Collection Activities: Submission for OMB Review
Comment Request (CMS-R-131)

Dear Ms. Lovett:

The Medical Group Management Association (MGMA) is pleased to submit the
following comments in response to the Agency Information Collection Activities:

Submission for OMB Review Comment Request (CMS-R-131), published in the May

25, 2007 Federal Register. We appreciate the Centers for Medicare & Medicaid
Services' (CMS) outreach to the provider community and the willingness to

participate in constructive dialogue to improve this particular administrative aspect
of the Medicare program. We look forward to continuing our collaborative work on

this and other administrative simplification issues.

MGMA, founded in 1926, is the nation’s principal voice for medical group practice.

MGMA’s nearly 21,000 members manage and lead some 12,500 organizations in
which almost 270,000 physicians practice. Our individual members, who include
practice managers, clinic administrators and physician executives, work on a daily
basis to ensure that the financial and administrative mechanisms within group
practices operate efficiently, so physician time and resources can be focused on
patient care. MGMA offers the following critiques and recommendations zelated to
these proposed revisions.

MGMA applauds CMS' attempt to simplify the administrative process by
combining the existing ABNs; however, there are elements of the proposed
version that further complicate the process. In addition, the overall revisions to
the forms will increase the administrative burden and cost for providers.

MGMA appreciates CMS acceptance of MGMA's previous recommendations in
comments submitted on April 23, 2007 regarding the first series of proposed
revision to the ABN. Overall, the font on the ABN has inczeased to make the form
-eadable for both physician practices and patients. Also, the proposed revised ABN
loes not include the itemnizing of services, which is a significant benefit to the
dministrative process. This will allow practices to bill services as bundles, thus
nabling practices to combine the cost of services and items for procedures. By
indling, patients will be able to view the total cost of procedures which will
cilitate their decision regarding whether or not to receive services.
GMA is pleased that CMS added the word “option” next to the three choices

Med-cm‘ Gmup M:n:gement Assecnatlon
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that beneficiaries are offered. This additional language will positively impact /
patient care by clearly outlining the beneficiaries’ core options. While there is a - b ‘
benefit to the proposed language revisions, the proposed form continues to . y

contain an excessive amount of information and instruction for all populations.
The simple “yes” or “no” options provided on the current forms are easier for
practices to explain and for beneficiaries to understand.

MGMA values CMS elimination of Section H entitled "Other Insurance to
consider for billing.” The proposed revision of “Additional Information” in
Section H is a positive change that will allow providers and beneficiaries the
ability to include the necessary information required for the billing process on
one form. We applaud CMS for following MGMA's recommendation to maintain
the wording in the note section regarding CMS' willingness to pay for
itemn(s)/service(s)/laboratory test(s).

MGMA commends CMS for the information added within the Section G title box.
This information will help clarify financial proceduzes for beneficiaries. MGMA
suggests that CMS change the wording in this section from "we” to “the provider”
to allow for greater clarity. Additionally, MGMA appreciates the notice to patients
stating that this is just an opinion and not an official decision. This verbiage
provides beneficiaries with clarity on the legality of the ABN.

MGMA supports CM$’ decision to change the phrasing of the note from “You
need to make a choice about receiving these laboratory test or health care items
or services” to "If Medicare does not pay for things listed below, you may have to

pay. "

MGMA has several other concerns with the proposed ABN revision, including:

= In Section A, CMS changed the wording from "supplier/provider" to
"notifier,” which may cause some confusion. MGMA requests that CMS
maintain the original wording.

e In Section C, the language continues to lack clarity on whether Section C is
for the National Provider Identifier (NPI) or the beneficiary's identification
number. Supporting docurments state that it is for the beneficiary; however, it
needs to be clearly stated that the section is seeking information for
beneficiaries on the ABN.

« MGMA understands CMS' goal in combining the forms; however, the
purpose is lost if Section D is left for practices to complete or filled in with
either "Item(s)/Service(s)" or "laboratory sexvice(s)’, which then provides for
three versions of the ABN, thus diminishing the intent of the revision.
MGMA request replacing the phrase “Item(s)/Service(s)” where it appears in
the document with “Item(s)/Service(s)/Test(s)".

e CMS attempted to simplify the wording above the box which explains
sections D, E and F. MGMA is concerned that the wording is too simple.
MGMA recommends removing the last sentence which reads "We have
estimated about how much you may have to pay under ‘Estimated Cost’ to
help you decide whether or not to recejve the care listed.”

= Because multiple iterns, services and procedures may be included on one

e
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OMB Human Resources and Housing Branch, Qf
Attention: Carol Lovett \ ¢
New Executive Office Building

Room 10235

Washington, DC 20503

Dear Ms. Lovett

Thank you for taking comments on the proposed revisions for the Advance Benéﬁciary
Notice (ABN). Enclosed please find a ietter detailing comments we made previously.

I suggest removing Option 2 from the finalized ABN form. I believe allowing this option
could lead to abuses by the provider community and could cause beneficiaries to pay
more for medical services than is required by Medicare rules and regulations. In
addition, the inclusion of Option 2 takes away from the original intent of the form. The
provider should use the form to notify patients on a case-by-case basis when they
anticipate Medicare will deny items and services based on the patient’s specific

condition.

The combination of the ABN and Notice of Exclusion of Medicare Benefits (NEBM) is not
beneficial to the beneficiary community. The design and intent of the forms are for two
completely different types of denials. The NEMB is simply a reminder for the
beneficiary that Medicare statutorily excludes a service. There are publications specific
to the beneficiary community, such as the Medicare.gov website and the “Medicare and
You” handbook to indicate the non-covered status of these services. Since this is
information the beneficiary should know, the form is voluntary for the provider.

Beneficiaries trust the staff in their doctor’s offices and are dependent upon them for
their medical care. A beneficiary is reluctant to report a provider office for any type of
possible violation fearing the pravider will be angry and will not continue to treat them.
A provider office can present the: informatipﬁ in a myriad of ways that would encourage
the patient to choose Option 2. This possible manipulation of the discussion could
cause a patient to pay the physician office for services in which the patient does not

have responsibility.

Based on my experience as @ Medicare Provider Outreach and Education (POE) analyst,
I believe that providers could use Option 2 to collect inappropriate amounts from
beneficiaries. These items and services could include denials based on the Correct
Coding Initiative, Skilled Nursing Facility (SNF) Consolidated biiling, or items or services

Wisconsin Physicians Service Insurance Corporation servihg as 3 CMS contracted carrier
P.0. Box 1787 « Madison, W! 53701 = Phone 608-221-4711
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considered bundied. Some provider offices have stated in education forums that they -
provide an ABN to all patients 2s a protection for their office. We continue to provide
education to stop this abuse. Option 2 indicates the provider does not have to submit
the claim to Medicare. Option 2 does not aliow a beneficiary many options in

addressing any abusive situation.

Section 1879 of the Social Security Act provides protection for the beneficiary. A
provider is responsible for knowing the rules and regulations for Medicare items and
services. Therefore, a provider should know whether to anticipate payment from

Medicare.

Both the ABN and the NEMB provide information to the beneficiary community on
possible denials by Medicare. The ABN is specific for otherwise covered items and
services that Medicare will not allow for this patient’s specific situation. The NEMB is a
simple reminder for patients of never covered services.

Thank you for your time in considering my comments. If you have any questions or
concerns, please do not hesitata to contact me.

%—W.BM\

Ellen Berra

Senior Analyst

Provider Outreach & Education

Wisconsin Physicians Service (WPS) Medicare
(618) 998-5247

ellen.berra@wpsic.com
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June 19, 2007

OMB Human Resources and Housing Branch
Attention; Carolyn Lovert

New Executive Office Building, Room 10235
Washington, DC 20503

Re: CMS-R-131
Dear Ms. Lovett,

I am writing on behalf of the American Academy of Family Physicians (AAFP),
which represents nearly 94,000 family physicians and medical students nationrwide.
Specifically, [ am writing to offer our comments in response to the request for
information on the Advance Beneficiary Notice of Noncoverage (ABN) as published
in the Federal Regiszer on May 25, 2007.

Estimated Burden

As we noted in the previous comment period, the estimated burden appears to be
seriously underestimated. The Centers for Medicare and Medicaid Services (CMS)
noted that comments to this effect were anecdotal only. This is orue because it is
CMS which has the data to substantiate a better estimate of this burden. CMS has in
the past indicated the ability to track modifier usage from claims data when
investgating the use of modifiers such as 25 and 59. This same data should be
available to indicate the number of claimns by unique physician and provider identifier
which contained the GA modifier indicating that an ABN was on file. This number
of claims should then be increased by approximately one-third to account for those
beneficiaries who elect to not receive the service or 1o not have a claim filed.
Division of this number by the number of unique physician and provider identifiers
should provide a better estimate of the burden per notifier. Family physicians, of
whom over 90% provide in-office laboratory services, will provide far more ABN’s
than, for example, surgical specialists who do not have in-office lab at all. Thus, the
AAFP continues to maintain that the estimated burden for many family physicians is
underestimated by 50 to 150 times.

We also again note that the total cost per notifier of $69.39 does not agree with the
statistics provided and significantly underestimates the burden. If the estimated totzl
cost of delivering the ABN’s is $326,255,502.00 and notifiers will deliver 40,302,506
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June 19, 2007
AAFP Comments on Advance Beneficiary Notice
Page 2

ABN’s each year (or 31.7 ABN’s per notifier per year) as indicated in number 2 of the
supporting statement, then the burden would be $256.62 per notifier.

Further, CMS noted that the work of activities such as researching coverage policies that are not
solely required by the ABN are not always part of preparing aad delivering the notize, and
moreover, are general responsibilities of those participating in Medicare. This may be true.
However, some portion of these general responsibilities of participating in Medicare should be
attributed to the burden associated with delivering the notice. If not, where is the burden of these
activities accounted for?

Transitiop Burden

We agree with commenters who noted other concurrent CMS initiatives involving physicians
that require significant operational resources (e.g., the National Provider Identifier (NPI)
inttiative), and asked for a reasonable period of time in which to transition from the current ABN
to the new notice. We note that the NPI injtiative is one of several initiatives faced by physicians
in 2007 including transition to the new CMS 1500 form and preparation for the Physician
Quality Reporting Inidative. We appreciate CMS’s agreement that a reasonable transition period
is necessary and that this issue will be addressed prior to final approval of the new ABN.

Use of Single ABN

We note that the simplification of one ABN form has been lost to the creation of one form with
three versions. There are, in essence, three forms with minor differences. The generic version of
the form which leaves field D blank should meet the needs of all physicians and providers and
avoid confusion. However, the reasons Medicare may not pay which are included cn the
laboratory version of the ABN might be included on the generic version in lieu of a separate
form. The three reasons given could be modified as follows 10 be inclusive of services other than

laboratory tests:
¢ Medicare does not pay for these (D) for your condition.

¢ Medicare does not pay for these (D) as often as ordered for you.
¢ Medicare does not pay for experimental or research use (D) .

This would allow for one version of the ABN form which could be used for many purposes as
was indicated in the original request for comments.
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Fairvieww Health Services

Patient Financial Services
P.O. Box 147

Minneapolis MN 55440-0147
(612) 672-6724 Fax: (612)-672-6727 ; & (B/\

June 21, 2007

U

OMB Human Resources and Housing Branch \ e\
Attention: Carolyn Lovett \ )
New Executive Office Building N -
Room 10235 L
Washington, DC

Re:  Federal Register Notice (72 FR , No 101, pp 29322-29323 May 25, 2007 Centers
for Medicare and Medicaid Services, Department of Health and Human Services;
Revision of Advance Beneficiary Notice of Noncoverage (ABN); Document Identifier
CMS-R-131 OMB 0938-0566

Dear Ms. Lovett;

Fairview Health Services, which has seven hospitals in Minnesota, w-ishm to thank you
_ for the opportunity to comment on the proposed changes to the Advance Beneficiary
Notice. Our comments are as follows:

Sample L/ Lab ABN:

Lab personnel prefer the current Lab ABN format as it allows for more customization. It
is felt that the proposed format does not allow sufficient space to customize for all of the
various tests for which there is 2 Medicare coverage issue, even if there is a font change.
Without having this pre-printed, there will be more exception data for lab techs and
personnel to look up, which is a training issue and which lends itself to the possibility of
errors. The proposed format will mean more up fromt work. The existing format allows
lab to be more time efficient, while still ensuring that the patient gets the correct

information.

Sample G:

The consensus of most of the peoplée responding is that this is the preferred format for
services other than lab. The other form is too busy and cluttered, and the statement
“jtems or services™ describes what will appear in item “D”. They would prefer not to
have other items to fill in.

General Comments:

Option 2, if selected, tells us not to bill Medicare. In many instances, a secondary payer
~ whether the provider bills or lets the patient bill the payer — will require that there be 2
denial from Medicare before they will consider the claim. We could put 2 notice in
“additional information” that speaks to this, however the concern is that it would appear
that we are leading the patient to choose option 1, and it has already been stated that “we
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Comments to CMS ‘ D |
Changes to the Advance Beneficiary Notice /‘\/

caonot choose a box for you”. Since some providers do not, not are they required to bill \1 '
the secondary payer, CMS could still add language regarding this requirement, such as “ 3
Note: if you have another insurance, you should check to see if they require a denial from
Medicare before considering your claim”.. Then when the patient reviews the 3 options,

he or she will know that if they choose option 2, they may not be abie to get paid for the

service by the secondary payer.

We would aiso like to point out that should the patieat choose option 2, if this is one non-
covered item among maany other tests, particularly in a large hospitai-based setting or
large clinic setting, it will be difficult to pull out one test to not bill 1o Medicare. Also, if
we are able to do this, it has been our experience that the patient will compare the
hospital or clinic bill to the MSN, and then it will generate calls that we billed incorrectly.
They do not remember that they said they did not want something billed.

Notifier: In the instructions, CMS indicates thet employees or subcontractors of the
notifier may deliver the ABN. The concern is that some notifiers may delegate this
function to someone who is not qualified to answer patient questions. Not all employees
or subcontractors are clinical staff. We believe that if the notifier delegates the delivery
of the ABN, it must be delegated to other staff qualified to answer & patient’s questions,
or that such qualified staff or the notifier be available in the event that there are questions.

Other: We like the plain language and the statement “we cannot choose a box for you”.

Thank you for the opportunity to comment.

Fairview Health Services
Corporate Office

400 Stinson Blvd NE
Minnegpolis, MN 55413

University of Minnesota Medical Center, Fairview
Fairview Southdale Hospital '

Fairview Ridges Hospital

Fairview Northland Regional Hospital

Fairview Lakes Regional Medical Center
Fairview Red Wing Hospital

University Medical Center, Mesabi
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June 22, 2007 /ﬁ
OMB Human Resources and Housing Brach |
Attention: Carolyn Loven
New Executive Office Building, Room 10235

Washington, DC 20503

Re: Advance Beneficiary Notice, Form Number CMS-R-131 (OMB: 0938-0566)
Dear Ms. Lovett:

The American College of Radiology (ACR). representing over 32,000 diagnostic radiologists,

' interventional radiologists, radiation ancologists, nuclear medicine physicians and medical physicists, is
pleased to submit 2 second comment on the proposed revision to the Medicare Advanced Beneficiary
Notice of Non-caverage {ABN) in response to the request for comment.s initially published in the Federal
Register on February 2;, 2007 and for the second time on May 25%, 2007.

The ACR is plagsed to sce that CMS is working on the ACR’s rccommended changes on the ABN. We
would like to reiterate a recommendation made in our first comment letter abourt the ABN.

In our first comment Ictier, we suggested the inclusion of Janguage directing patients to their referring
physician before making their final decision. In particular, this would eacourage the patient to discuss the
weatment options with his/her referriag physician before declining the rreatment. Language such as “If
you are not clear as (o why your doctor ordered this specific test, if there is an alternative lest, or if your
doctor knew it may nol be covered then please contact your doctor” can encourage the patient to obtain
further information from the referving physician.

The ACR s concemed about the jinplication of potential Jiability of radiologists not providing the ordered
exam because the patient selecls option 3, which enables the patient to opt out from receiving care. When
the patiemt selects option 3, it also leaves radiologists with the respoasibility of informing 1he referiing
physician that the patient has selected option 3. This can be burdenseme. Therefore, the ACR
recommends adding language on the ABN that directs parieats to the referring physiciaa to discuss

treatment options.

We appreciate the secand opportunity to comment on the revisad ABN. The ACR looks forward o a
continuing dizloguc with CMS officials about these and other issuves affecting radiology. Ifyou have any
questions or colments on this letrer, please contact Helen Olkaba at 800-227-5463 ext 4132 or via email

at holkaba@acr org.
Respectfully submitted,

‘W A /me); MD
Harvey L. Neiman, MD, FACR
Executive Director

cc! Michellc Shortt, CMS
Bonnie L Herkless, CMS
John A, Patti, MD FACR, Chair. ACR Commission on Economics
Bibb Allen, TR., MD, FACR, Vice-Chair, ACR Commission on Econowmics

Pamela Kassing, ACR
Headquarters Goverhmant Reiatlons Clinical Rageoarch
1491 Prestan White Dr 1201 Pannsylvania Ava NW, Suite 610 1818 Marxet St, Suile 1600
Rexstan, VA 20191 washingten. OC 20006 Philadeiphie, PA 19103

(703) 648-2800 {202) 2231870 - (215) 5763150



T

OCT-89-2087 14:14 OMB/OIRA 282 335 5167 P.16.34

<%, American Academy of Dermatology
: D; and AAD Association

L)

“u,

Olsng R. Buker, MB, FAD

"ayvd"  Physicione Dedicavad o Excellonce in Dennatelogy” R
. e ta i ca e+ At N ob sl £ 2 Srcbat SR S Mgt 95 @] g s ARl 01 s S N 8P P % s ol L B 8 . e e 8 S 1§ 8 7 e
Corruiirtrdunon Loentian €. Williwn: Monke, MO, FALD Maey €. Mulonwy, MO, TaAD
33 (e A0a @2 & Vwvasdttend 513 ooy oA St Dttt - T ot 1 s
vl i) B RGN A Sowititadsy i, (a0 Wenry W, b, MO, FAAD HuhoA Y. Grumienty, Jx, MD, FAAD
Vo Praamisnyy ARSI SAOTw oY Prassre:
Prons AN NO-02I0 Aad Web Sire 205 S.Veyler, MO, VAAD Honald A, rendany, CAE
fen W 2 BH0-9860 Avaa het] O Viso MTenary> {omet Loptziing Nnmips £ CEO
. .
Friday, June 22, 2007 , AV :
\ m i
\ VY f
N ;

OMB Desk Officer \ j
OMB Human Resources and Hausing Branch -\\/
Attention: Carolyn Lovett

New Executive Office Building Room 10235
Washington, DC 20503 FAX Number 202 395 6974

Re: CMS R 131 Proposed Revision to Advance Beneficiary Notice

Dear Ms. Lovett:

The American Academy of Dermatology is requesting that the comment penod for this document
revision be extended at Jeast another 30 days ar a new comment period of 60 days be provided.
We are deeply concemed that any revision to form CMS-R-131 Advance Beneficiary Natice
succeed in making it simpler and easier for Medicare beneficiaries to understand the care and
hilling options that are being presented to them.

While we believe that the current ABN and Lab ABNs can be effectively combined, we are very
concerned that the sequence and text of the information being presented on this form are nat being
provided in an easily understood fashion. We believe that the instructions to the beneficiary as well
as the choices being presented could be clearer, Certain parts of the text continue to be redundant
and/or unnecessary. We do not support the current draft revised Advance Beneficiary Notice

forms.

Consideration should also be given o providing this form to a beneficiary on a per service basis
rather than a potential list of up 10 six services and a form that does not support the beneficiaries’
ability to choose/select services to receive and services to reject If six services are listed, how does
a beneficiary indicate that he or she wishes to receive three and reject three? How would they
indicate the application of the three Options(G) to one or more of the services listed?

We are also concerned with the proposal to eliminate the Notice of Exclusions From Medicare
Benefits. We believe this form has proven to be an effective and frank method of explaining that
Medicare does not pay for everything and that specific items and services, especially those that
are clearly cosmetic in nature, are not billable to Medicare. We strongly recommend that this form

be retained.

Thank you in advance for your consideration. If you have questions regarding this request, please
contact Norma L. Border at 847 240 1814, nbhorder@aad.orq.
Respectfully,

Oototnd 1)

Brett Coldiron, MD, FAAD, FACP

Chair/AAD Health Care Finance Committee
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Federation of
American
Hospitals®

Charles N. Kahn I g
President N

June 235, 2007 , T~

SENT VIA FACSIMILE AND U.S. MAIL

Ms. Carolyn Lovett

OMB Human Resources and Housing Branch
New Executive Office Building

Room 10235

Washington, DC 20503

RE: CMS-R-131 (OMB%: 0938-0566); Agency Information Collection Activities:
Proposed Collection; “Comment Request - Advance Beneficiary Notice of
Noncoveragse (ABN)”

Dear Ms. Lovett:

The Federation of American Hospitals (“FAH”) is the national representative of investor-owned
or managed community hospitals and health systems throughout the United States. Our members
include teaching and non-teaching bospitals in urban and rural parts of the United States. We appreciate
the opportunity to comment on the Centers for Medicare & Medicaid Services’ (“CMS™) Notice, issued
in accordance with the Paperwork Reduction Act of 1995, regarding the renewal of an agency
inforrnation collection activity involving the Medicare Advance Beneficiary Notice of Noncoverage
(“ABN™). (See 72 Fed. Reg. 29,322 (May 25, 2007).)

L Combination of the Advance Beneficiary Notice and the Notice of Exclusion from
Medicare Benefjts

The proposed revisions to the ABN include combining the current General Use ABN (Form
CMS-R-131-G) and the Laboratory Use ABN (Form CMS-R-131-L) into a single notice, called the
Advance Beneficiary Notice of Noncoverage. In addition, according to the proposed form's
instructions, this single general notice would be used in place of the Notioe of Exclusion from Medicare




Benefits (NEMB) to provide voluntarynotification of financial Lability.! The FAH supports combint% lﬂ
the Forins CMS-R-131-G and CMS-R-131-L, and appreciates the agency’s action to streamline the U
ABN process to use one form.

However, for several reasons discussed below, we do not believe the ABN and NEMB forms
and related processes should be combined. First, the instructions for the revised form state that notifiers
“must complete the ABN as described below, and deliver the notice to the affected beneficiary...” This
means that a completed ABN form is mandatory if a provider wishes to bill Medicare and hold the
bencficiary liable should Medicare deny payment. Conversely, completion of the NEMRB form for
statutorily excluded services or services that do not meet the definition of 2 Medicare benefit is optional,
and the provider may bill the beneficiary for such services even if an NEMB is not completed.

Also, the billing rules for statutorily excluded services (NEMB) and non-medically necessary
services (ABN) are not equivalent. When an ABN is obtained for services that the provider does not
believe are medically necessary, the provider must bill the services to Medicare in order for the
Medicare Contractor to make a coverage determination. When reporting ABN services to Medicare, the
services are listed as covered with occurrence code 32 and/or the GA modifier present on the claim.
Medicare Claims Processing Manual (CMS Pub. 100-04), Chapter 1, §§ 60.1.2 and 60.4.1.

If a provider decides to obtain an NEMB for statutorily excluded services and the provider
submits 2 claim 1o Medicare, the scrvices are reported as non-covered with the GY modifier. The
Medicare administrative contractor always will deny these services. Medicare Claims Processing

Manual (CMS Pub. 100-04), Chapter 1, § 60.3.1.

If the forms are combined and both non-medically necessary and statutorily excluded services
are included on the same ABN, the provider billing process would be more difficult, e.g., determining
which services require the GA modifier versus the GY modifier when both were on the same ABN. [n
addition, CMS billing rules state that ABN and demand billing should not be on the same claim.
Medicare Claims Processing Manual (CMS Pub. 100-04), Chapter 1, § 60.3.1.

As a result, because the specific requirements for obtaining the two forms differ, we believe it is
not reasonable to combine the forms and related billing processes, and doing so is likely to create
confusion in the provider and beneficiary communities.

Accordingly, we believe that Option 2 should be removed from Section G of the proposed ABN
form because it appears to apply only 1 statutorily excluded services.

If CMS decided to continue with its plan to combine the ABN and NEMB forms, the billing
instructions for these two distinct types of items or services in the Medicare Claims Processing Manual,
Chapter 1, Section 60 and Chapter 30, Section 90 will need 10 be revised. In accordance with revisions
to these rules, Medicare claims processing systems also would need to be evaluated and potennally
modified 10 process and adjudicate claims appropriately. Also, providers would need to implement
system changes, develop new processes, and furnish extensive education.

The amount of time needed 1o publish new rules, update claims processing systems and conduct
provider education should be considered when determining an effective date of the new ABN form. At

' Itis also not clear from the proposed form and accompanying instructions whether the single general notice would
replace the American Dena] Associadon NEME used for denmal exclusions and the American Podiatric Mcdical
Association NEMB used for foot carc cxclusions under Medicarc. While these farms are not published by CMS, they
are reviewed and appraved by the sgency and are used as pant of the NEMB process.

2
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a minimurmn, we estimate that this is likely to take as long as six months to accomplish. Therefore, 1f

CMS decides to move forward with this proposal, we request 2 significant wransition period to allow

both providers and Medicare contractors to modify their operations to implement these changes. h ¢
. /

IL Interpretive Rules To Implement the New ABN

The proposed Form Instructions for the Advance Beneficiary Notice of Noncoverage (ABN)
state that:

[O]nce the new ABN approval process is completed, CMS will issue more detailed instructions
on the use of the ABN in its on-line Medicare Claims Processing Manual, Publication 100-04,
Chapter 30. In addition, note that related policy on billing and coding of claims, and as well as
coverage determinations, is found elsewhere in the CMS manual system or website.

We request that CMS involve the provider community when developing the detailed instructions
regarding use of the new ABN form. By doing so, CMS would be able to address provider questions
and areas of confusion within the instructions versus leaving these areas open to provider interpretation.

We request that as CMS is developing the detailed instructions, that they also review the policies
regarding billing and coding of claims that are found elsewhere in CMS materials to ensure that no
conflicting information is disseminated.

For example, the following information is found in various material .published by CMS
regarding non-covered observation services:

ABNs may not be used to shift liability to a beneficiary in the case of services or items for which
Jfull payment is bundled into other paymenis; that is, where the beneficiary would otherwise not
be liable for payment for the service or item because bundled payment is made by Medicare.
Using an ABN to collect from a beneficiary where full payment is made on a bundled basis
would constitute double billing. An ABN may be wsed to shift liability to a beneficiary in the case
of services or items for which partial payment is bundled into other payments; that is, where
part of the cost is not included in the bundled payment made by Medicare. (Medicare Claims
Processing Manual, Chapter 30, Section 50.7.7.6 - ABNs and Bundled Payment)

Because observation is normally packaged and the additional hours over eight are packaged for
separately payable observation, the above statements indicate that it would not be appropriate to obtain
an ABN or NEMB and bill the beneficiary for the non-covered hours.

If a hospital intends to place or retain a beneficiary in observation for a noncovered service, it
must give the beneficiary proper written advance notice of noncoverage under limiration on
liability procedures (see Pub. 100-04, Medicare Claims Processing Manual Chapter 30,

“Financial Liability Protecrions,” §20, at

http . /fwww.cms_hbs. gov/imanyals/downloads/clm] 04¢30.pdf for information regarding

Limitation On Liability (LOL) Under §1879 Where Medicare Claims Are Disallowed).
(Medicare Benefit Policy Manual, Chapter 6, Section 20.5 - Outpatient Observation Services)

The above guidelines suggest that we should be obtaining ABNs and billing the patient for
noncovered observation.




OCT-@9-2087 14:16 OMB/OIRA 202
395 5167

P.208-34

In addition, current instructions in the Medicare Claims Prooessing Manual, Chapter 4, Sectionb
290.5 - Services Not Covered as Observation Services state: | ;(

The hospital should bill for the period of medically necessary observation and should also
submit non-covered services according to billing instructions in the Medicare Claims
Processing Manual, Pub 100-04, Chapter 1, §60.1.2. Hospitals should submit a non-covered
charge amount equal 0 the toral charge for each service and should use modifier -GYor

condition code 21 as appropriate.

These differing statements have resulted in various provider interpretations regarding the
appropriateness of the use of ABNs for observation services.

IIL  Header

Regarding completion of the Header of the new ABN form, the instructions state: “If
appropriate, the name of more than one entity may be given in the notifier area, such as when the
ordering and rendering providers differ, as long as this s clearly conveyed to the beneficiary for
purposes of responding to questions.”

Since the rendering provider is ﬁln‘mately responsible for obtaining ABNs and billing Medicare
for such services, we do not recommend that both the ordering and rendering providers be listed in the
Header section. Listing both providers may be confusing to the beneficiary.

IV. Estimated Cost

Regarding Section F Estimated Cost, the instructions for the revised form state, “Notifiers must
enter a cost estimate in this blank for the items or services described in Blank (D).” Form Instructions at
p- 3. Current instructions (Medicare Claims Processing Manual, Chapter 30, Section 50.5.7) regarding
Estimated Cost state:

The user may provide the patient with an estimated cost of the items and/or services. The patient

may ask about the cost and jot down an amount in this space. Users should respond to such

inguiries to the best of their ability. The lack of an amount on rthis line, or an amount which is
different from the final actual cost, does not invalidate the ABN; an ABN will not be considered
to be defective on that basis. In the case of an ABN which includes multiple items and/or
services, it is permissible for the user to give estimated amounts for the individual items and/or
services rather than an aggregate estimate of costs. Amounts may be provided either with the
description of items and services or on the “Estimated Cost” line.

We would ask CMS 1o clarify whether the Estimated Cost is mandatory. In addition, we request
that CMS define if an estimate is different from the actual cost, how much variance is allowed before
the ABN would be considered defective. We also ask that CMS provide additional guidance regarding

what constitutes a *'good faith estimate.”
v, Options Box
The proposed instructions state:

If a beneficiary chooses to receive some, but not all of the items or services that are subject of
the notice, the items and services in Blank (D) that they do not wish to receive may be crossed

T E——......
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out, if this can be done in a way that also clearly strikes the reason(s) and cosr information in D
Blanks (E) and (F) that correspond to that care. If this cannot be done clearly, a new ABN must ~

be prepared.

We do not feel that it is appropriate to cross out those items that the beneficiary chooses not to
receive without further action. This does not allow the beneficiary to choose an option from Section G
of the form. In the scenario where there are multiple services listed on the ABN and the beneficiary
chooses to receive some but not all of the services, a new ABN should be created; therefore allowing the
beneficiary to choose Option 1 on the form for the services that they do not want to receive and either
Option 2 or 3 on the other form for those services that they want to receive.

a Option 1

We request that CMS clarify their intent regarding the use of Option 1. If this is an option that
the beneficiary can choose for statutorily excluded services, how would providers bill for a coverage
decision? Currently statutorily excluded services are reported as non-covered and Medicare Contractors
do not review these services to determine coverage. If providers were to report statutorily excluded
services as covered, how would Medicare Contractors know that the provider recognizes these services
as non-covered and is not seeking reimbursement from the Medicare program?

5.  Option2

We request that CMS clarify their intent regarding use of Option 2. Can beneficiaries choose
this option for statutorily excluded services and also those services that are not medically necessary
according to a local coverage decision or national coverage decision? If a beneficiary chooses Option 2
for a service that is not covered according to 2 local coverage decision or national coverage decisions,
the provider would be making the ultimate coverage decision as no claim would be submiteed to the

Medicare contractor.

From an editorial consistency perspective, we suggest changing the statement, “You may ask to
be paid now as I am responsible for payment” to “I understand that I may be asked to pay now as I am
responsible for payment.”

c Option 3

In order to provide clear guidance to the beneficiary, we suggest that the statement “I understand
with this choice I am not responsible for payment,” be revised to read “] understand that with this choice
I'will not receive the service, I am not responsible for payment .. . "

VI. Additional Information

To clarify the Medicare coverage decision process, we suggest changing the language in the
Additional Information section from “This notioe gives our opinion, not an official Medicare decision”
to “Based on Medicare coverage guidelines, this notice gives our opinion and is not an official Medicare
decision. Please note that Medicare does not make pre-service coverage decisions.”

VII. Burden Estimate

We believe the Burden Estimate is understated in several aspects. While we do not disagree
with the seven minutes on average to deliver an ABN, but do not feel that the estimate accurately
includes all aspects of the process. In addition to delivering the ABN, there are additional steps during

5
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services for which an ABN has been obtained, takes an additional five minutes to process by the
provider. Also, if Medicare denies the ABN service, the provider will incur additional costs to collect

the billing and collection process that are affected by the ABN. We believe that each claim that includes D/
the funds from the beneficiary, including producing patient billing statements and follow-up phone calls. . ¥

Also, the estimated volume of ABNs delivered is based on the current ABN fornm and does not
appear to be inclusive of the volume of NEMBs delivered.

We would réquest that the Burden Estimate be recalculated taking these points into
consideration.

* & ¥ X X X

We appreciate the opportunity to comment on this information collection activity and hope that
the agency carefully considers the comments in this letter. If appropriate, we would welcome the
opportunity to meet, at your convenience, to discuss our views. If you have any questions, please feel
free 1o contact me or Jeffrey Micklos of my staff at (202) 624-1500.

Respectfully submitted,

¢ Bonnie L. Harkless

Division of Regulations Development-C

Office of Strategic Operations and Regulatory Affairs
Centers for Medicare & Medicaid Services

Room C4-26-05 '

7500 Security Boulevard

Baltimore, MD 21244-1850

TOTAL P.B7
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, Clinical l.aboratory
Officc of Management and Budget (“OMB") Associatinn
Human Resources and Housing Branch /
Attention: Carolyn Lovett % %\

New Executive Office Building ; X
Room 10235 \ \

Washington, DC 20503

Re: Advance Beneficiary Notice of Noncoverage

Dear Ms. Lovett:

The American Clinical Laboratory Association (“ACLA”) is pleased to } ave this opportunity to
submit our comments with regard to the 4Agency Information Collection Acti ities: Submission for
OMB Review; Comment Request (the “Comment Request”) on the new Advance Bencficiary Notice of
Noncoverage (“ABN™) for the noncoverage of certain Medijcare services to ben: ficiaries. 72 Fed. Reg.
29322 (May 25, 2007). ACLA is an association representing clinical labor itories throughout the
country, including local, regional, and wnational laboratories. ACLA memb: rs frequently rely on
ABNs, thus, our members are directly affected by the proposed changes. The C.omment Request in the
Fedcral Register invites interested persons to submit comments on the burden es imate of the proposed
information collection or any other aspect of this collection of information. As a result, reflecting the
views of its members, ACLA is taking this opportunity to comment on the vasious issues created by

the new ABN.

ACLA expressed its views to the Centers for Medicare & Medicaid Services (“CMS™)
regarding the Agency Information Collecrion Activities: Proposed Collection, .omment Request. 72
Fed. Ree. 8167 (Feb. 23, 2007). While CMS has made some of the requested changes based on the
initial comment period, the revisions still do not address many of our qu:stions and concerns.
Accordingly, wc are again submitting comments regarding the new ABN 1orm, many of which
reiterate our earlier comments to CMS, as well as emphasizing our goal to maintain the existing
laboratory-specific ABN (“ABN-L").

I. Introduction

With the standardization of the ABN in 2002, ABNs became a more sig ificant, and common,
part of the Medicare billing process. I[n its materials, CMS cstimates that over --0 million ABNs may
be delivered annually, and even that number seems conservative. ABNs are par icularly important for
laboratory services because many laboratory tests are subject to National Cov 2rage Dcterminations
(“NCDs™) and Local Coverage Determinations (“LCDs™), which can result in thy delivery of an ABN,
if the requirements of the NCD or LCD arc not met- a not infrequent oc :urrence. Moreover.
laboratories are often in a difficult position with regard 1o ABNs because they r:ly on physicians and
their staffs to provide notice 10 Medicare beneficiaries that Medicare is likely t) deny payment for a
particular service, 1o obtain the signed ABN, and to forward it to the labcatory. Given these
circumstances, the ABN must be structurcd (o ensure that it can be easily under: tood by bencficiaries

and completed appropriately by physicians.

1250 H Street, N.W. » Suite 880 « Washington, DC 20005 « (202) 637-9466 Fax (202) 637-2050
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While ACLA members appreciate CMS® effort to accommodate the need for a laboratory-
specific ABN by including in the information collection paperwork a ve sion of the ABN for
laboratory-specific use (“Sample L"), we still see no reason to climinate the « xisting ABN-L, which
has worked successfully for beneficiaries, physicians and laboratories. Further because the Sample L
form is not an improvement on the cxisting ABN-L for the reasons we describ: below, it is now even
more unclear as 10 CMS’ purpose for replacing the existing ABN-L with : nother ABN form for
laboratory-specific use. Thus, in spite of CMS’ effort to create a version of thc ABN form that is
specific for laboratory services, ACLA is still concerned that the Sample L fo m will be less clear to
beneficiaries, more vulnerable to physician error, and the source of increased - :onfusion and costs for

all those involved.

As explained more [ully below, laboratories worked extensively with CMS in 2002 to develop
a form that would be clcar to all. CMS has provided no reason why that form, which was specifically
developed to meet the needs of beneficiaries, laboratories, and physicians, is no onger appropriate.

Tl General Concerns

In 2000-02, ACLA member laboratories worked extensively with CMS staff to create a clear,
concise, and beneficiary-friendly ABN-L to be used by physicians for labora ory-spccific testing in
lieu of the ABN form for gencral use (“ABN-G”). The ABN-L was creat:d with the benefit of
beneficiary focus groups to ensure Medicare beneficiaries’ understanding of ‘he form. As a result,
specific language, font size, and formats were considercd before the ABN-L was approved. The valuc
of having had bencficiaries and the laboratory industry involved in the develo] ment of the ABN-L is
evidenced by its practicality, clarity, and effectiveness.

The effectiveness of the ABN-L is of particular importance to laborztories because often 2
laboratory will have no dircct contact with the beneficiary. Consequently, lab ratories are extremely
dependent on the language of ABNs for beneficiaries’ understanding of their fi 1ancial responsibilities
and the convenience of ABNs o ensure physicians’ proper complction of the frm. The ABN-L was
designed to specifically meet these needs. It recognized that there were only (aree reasons that a lab
test is denied by Mcdicare — medical necessity, frequency, and investigational/c ;perimental. Thus, the
ABN-L pernits laboratories to list the tests that could be denied, and 10 specify 11c possible reasons for
such denial. - This allowed laboratories to print the ABN-L forms in advance, ¢ istomized to particular
L.CDs in cffect in a geographic area, and to cnsure that the reasons for the pot:ntia] denjal would be
oncs that Medicarc would recognize. As noted, this process has worked quite w 11.

Wc see no reason to eliminate the current ABN-L, given its success, and CMS has provided no
rationale for creating the new Sample L form to be used for Jaboratory services. While we arc aware
that under the Paperwork Rcduction Act of 1995 (“PRA™) CMS is required 1 re-approve the ABN
with a notice and public corument period, there is no requirement that a new ABN form be created.
Although CMS has indicated that many of its changes are bascd on comments and suggestions from
both notifiers and beneficiaries, we {ind it difficult to believe that this is the form that notifiers or
beneficianies had envisioned for laboratory services, and CMS has failed to articulate the specific
reasons Why such comments and suggestions justily the specific changes propos: d.




—_;

QCT-29-2287 14:13 OMB-OIRA 282 395 5167 P.25-34
Office of Management and Budget (“OMB™) £ 9_\
June 25, 2007 Vi
Page 3

As we will discuss in further detail below, the Sample L. form will resul’ in unnecessary burden
and confusion 10 bencficiaries, physicians, and laboratories. Thus, it is necither necessary nor
rcasonable 1o replace the existing ABN-L with the Samgile I. fonn, which has wrked effectively.

1L Commcnts Regarding the Burden of the Samplc L Form

As mentioned above, we find no rationale for revising thc ABN-L, vhich is working quite
effectively, by creating a version of the new ABN form specific for laboratorics. In fact, as part of the
Comment Request and supporting documents, CMS has not even attempted to provide a rationale for
eliminating the existing ABN-L. Because we s¢e no valid reason for CMS 1) go forward with this
effort, we can [oresee no benefit that would outweigh the significant burdens th: t we discuss below.

Lirst, CMS provides in the Supporting Statement for the new ABN form that an average of 31.7
ABNs will be delivered each ycar per notifier. CMS arrived at this number b/ determining the total
universe of ABNs and then dividing that number by Lhe total number of physi :ians and practitioners.
However, this process is clearly flawed. The usc of ABNs will vary significa itly by the specialty of
the physician. For example, in the laboratory context, many typcs of physicia s will never utilize an
ABN because they do not order testing services. Thus, the use of AI3NSs is like ly concentrated among
only a few specialties. As a result, the 31.7 figure given by CMS fails to accou at for the disparitics in
its use. While some physicians probably give out a few ABNSs, other physicii rs will likely give out
hundreds a year. Thus, the burden of moving to a new ABN form will b: far greater for these
physicians. Spccifically, adopting the new Sample L form will result in unn« cessary administrative
and implementation costs for both physicians and laboratories on a far great:r scale than has been

envisioncd by CMS,

Second, in order to effectively implement the Sample L form, physiciais and their staffs will
need to be educated with respect to the new requirements of the form. For labiratory services, it will
be up 10 laboratories themselves to explain to physicians and their staffs how t> fill out the Sample L
form and how it has changed [rom the existing ABN-L. This educational effort will not only require a
significant amount of time, but it will also impose a significant financial burden sn laboratories. Tt will
also impose additional costs to physicians and their practices, who wil now struggle with
understanding the Sample L form, and how it applies to laboratory services. CM'S does not account for
these costs in the burden estimate included in its Supporting Statement.

Third, because the new format will make completing the form unnecessarily difficult and
burdensome and will make it far more complicated to create a software progrim that will create the
appropriale formm when necessary, thc changes will result in an incrcasc in pimber of forms being
completed incorrectly or not being completed at all.

The ABN-L was standardized to a sufficient depree so that laboratories could automate its
use, triggering 2 blank ABN whenever there was a valid basis for concluding the t Medicare might deny
payment.' The current ABN-L was formatted vertically so thal each laboratory test could be listed in
the applicablc reason coluran. That format allowed different laboratory test. 1o be arrayed in the
proper column according to the reason applicable to the specific test. For spacin 3 reasons, this allowed
several tests to be included in an orderly fashion without any confusion. Indee |, if a laboratory knew

! We have enclosed two samplc ABN-L forms from member loboratories at the end of our comur >nts 1o illustrte this point.
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that the carrier had LCDs for 10 laboratory tests that required diagnosis coc s, then the Jaboratory
could list those 10 tests under the column for “Not Medically Necessary.” Tl en the physician could
simply check off the appropriate test when he or she believed that Medicare we uld not pay for the test

with that information.

The Sample L form, however, makes that simple procedure far more d fficult because it is set
up differently, and requires that all of the tests be listed in one column. Then, .he reason for each test
must be sct up on that same line horizontally. As a result, notifiers will be requ ired to ensure that tcsts
match up horizontally with the corresponding reason codes and estimated costs The horizontal naturc
of the box will be problematic because not only does that limit the number of te its that can be included
in the box, but tests that could be denied for more than one reason (e.g., requency and medical
necessity) will need to be repeated in the first column for each reason of nor coverage. In addition,
ensuring that the tcsts are lined up appropriately will place additional burdens £ »r automation purposes
and pre-printed forms. Although it is possible that the tests could be listed, it will then be up o the
physicians and their staffs to complete the reason column across from each test, which will have to be
completed by hand, and, therefore will be prone to manual error. Even with 11e use of gridlines, the
formatting of the new Sample L form presents a number of logistical issues.

Further, a typical existing ABN-L includes, on average, 3 tests for each ABN. But, the ABN-L
is designed to accommodate more than the average number of tests, whch occurs frequently.
Typically, these tests are denicd for reasons of frequency and/or medical neces. ity. Depcnding on the
carrier, there can be as many as S0 types of tests that are denied for these reas ns. Most often, thesc
tests include, for example, pap screening, lipid panels, and colorectal cancer sc ‘eening. The layout of
the ABN-L - which allowed numerous tests to be included in each column, under the appropriate
reason ~ made it easy to fit all of the information in 2 clcar fashion on a sin;:le page. This will be
difficult to do with the Sample L and, as a rcsuly, additional pages will be requir :d. As such, additional
formatting changes will be required to ensure that the attached sheets model the Sample L form, which
will increase the costs of production, transmitta), and storage. Although CMS has indicated that the
Sample L form can be customized into legal size and the use of attachments is permitted 10 allow for
additional space, this additional burden on notifiers is unnccessary, considering that the cxisting ABN-
L is more than effective.

Because of the way the form is organized, it will be far more difficult for laboratories to
establish softwarc programs that will automatically create the appropriate for n for the physician to
present to the patient. As a result, physicians or their staffs may not complete ft rms in their entirety or
may complete forms incorrectly. Not only does this preclude the laboratory [ro m billing Medicare for
the noncovered item or servicc, where appropriate, but it will also increase the jucstions and inquiries
that will result. The laboratory will have to spend time trying to contact the phy sician or the patient to
resolve such questions. In addition, it is likely that contractors will end up havi 1g to mediatc disputes,
as they did before the ABN was standardized in 2002, concerning whether or no an ABN is valid.

Fourth, beneficiaries are likely 10 be confused by the changes to the new Sample I. form,
including the new language. As we have mentioned, the existing ABN-L wis developed with: the
valuable assistance and input of beneficiaries. Through the use of beneficiary fscus groups, the ABN-
I. was crafted to ensure that bencficiaries are adequarely notified of any potenti il financial obligations
for a noncovered item or service. To this end, the ABN-L took into account ap) ropriate font style and
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size, formatting structure, and provided the three clear, concise and standard re 1sons for noncoverage.
The new Sample L form, however, has a different format and font style, as w21l as the options from
which the beneficiary must select. As a result of these changes, the physician « r practitioner will need
to take cxtra time to cxplain the Sample 1. form to beneficiarics and beneficiar es may have ditficulry
understanding the new provisions. Further, beneficiaries will likcly inquire a; to why the ABN has
changed and may be reluctant {o sign the form altogether. ‘

Fifth, the adoption of the Sample L form will impose a significart financial burden on
laboratories, particularly during the imitial stages of implemcntation. This is true because once
laboratories rcceive a test specimen and valid request, laboratories typically rua the test. Even if the
laboratory realized that the ABN was invalid at that point, the laboratory wo ild not usually refrain
from running the test, both because of the potential liability if the patient later ;uffered injury and the
laboratory had failed to run the test, and because, ethically, most laboratories t elieve the test must be
run once the laboratory has received the order and the specimen, even if it nay not ultimately be
billable. Moreover, usually, the ABN is not actually reviewed for correctness u 1ti] the billing process,
which occurs after the test has been run. Thus, each time the new Sample |. form is not properly
completed or not submitted at all, laboratorics will be forced to absorb the < ast of the noncovered
laboratory scrvice. Further, the Comment Request and its supporting document. fail to account for the
significant costs that laboratorics would need to incur to change their ABM forms, which would
include reprogramming of software and systems, printing costs, and lost i1 vestments in ¢cxisting
inventories of paper ABN-Ls.

IV. Comments ou Specific Aspects of the Sample L Form

We have outlined our concerns with respect to specific aspects of the new Sample L. form
below.

A. Cost Estimates

The Sample L form includes a separate column for “Estimated Cost.” .iccording to the Form
Instructions, “‘/n]otifiers must enter a cost estimate... " on the form. This requir ment is different from
the ABN-L because although there is a designated space on the form for esti nated cost, CMS had

. stated that this was not a requirement in its response lo comments to the propose: | ABN-L. In responsc
to a comment requesting that CMS delcte the “cost cstimate” requirement, CMS stated that “{tJhe lack
of an amount on this line, or an amount which is different from the final actual c« st, does not invalidate
{he ABN; an ABN should not be considered to be defective on that basis.”® Tr many cases, as CMS
recognized, physicians arc simply not aware of what the cost may be and. thus, cannot fill in that
space. Inclusion of this information as a required item will increase question: about the validity of
many ABNs.

As such, it should not be required that physicians determine the cost of th s noncovered items or
scrvices included on the ABN for the ABN to be valid, and this column should be removed from the
Sample L form. If physicians believe that they are required to submit estimatec ¢cpsts for the form to
be valid, they may forego completing the form altogether. [urther, beneficiaries may be overwhelmed
by all of the estimated costs on the form. If beneficiaries are interested in t = estimated cost of a

2 CMS, Comments and Responses, Paperwork Reduction Package CMS-R+131 Advance Benefici ry Notice (ABN).
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laboratory test, he or she may request that information from the physician, whic h is currently the case.
If there is, however, a space on the form for estimated costs, CMS should 1iake clear, at least for
laboratory tests, thal a physician would only need to complete this section of tt e form if the physician

is aware of such costs.

In addition, CMS should clarify its meaning of a “good faith” estin.ate of costs. This is
important beeause, as noted above, physicians and their staffs are responsible fir completing the ABN
form. Accordingly, laboratories do not have the opportunily to complete this portion of the ABN 1o
indicate a good faith estimate of cost and, therefore, laboratorics should not t e forced 1o absorb the
costs of noncovered tests should physicians and their staffs not complete the sci tion correctly or at all.
Moreover, the ABN-L did not request an itemized cost of cach laboratory test. The ncw Sample L
form, however, seems to encourage a listing of itemized costs by service, but | ermits the bundling of
costs under certain circumstances. If CMS intends to require estimated costs a1d permil the bundling
of these costs, we strongly encourage that CMS make clear the circumstances, if any, when bundling

would be permitted.
B. Options
The ABN-L includes the following two options for beneficiaries to selec -
(1) Yes. [want to receive these laboralory tests.
(2) No. I have decided not 1o receive these laboratory tests.

The new Sample L form includes an additional option — “2. I want the laboratory tests listed
above, but do not bill Medicare. You may ask to be paid now as |/ am respc nsible for payment. [
cannot appeal if Medicare is not billed.” We find this option to be both unnece ;sary and confusing to
beneficiaries. That i1s, it is unlikely that a beneficiary would not want Medicare to make a
determination as to whether the ilem or service was covered by Medicare. The iaclusion of this option
may mislead beneficiaries into paying for an item or scrvice without realizing th it Medicare would not
be billed for the item or service and be required to make a determination of « ovcrage. This option
allows Medicare to not pay for a service that may, in fact, be covered, but that thc beneficiary
misguidedly decided to pay for himself or herself. We find this to be unaccept ible. There should be
no option included on the ABN form that attempis to deny beneficiaries the right 1o payment for
services that may bc covered by Medicare. As such, we believe that option 2 >n the Sample L form

should be eliminated.

I'urther, we find that the discussion with respect to payment may be con ‘using to beneficiaries
who may be expecting to pay the laboratory immediately after testing. For exam ple, in the first option,
the description states that “J want the laboratory tests listed above. You may ¢ ollect money from me
now, but I also want Medicare billed for an official decision on payment, wh.zh is sent to me on a
Medicare Summary Notice (MSN). 1 understand that if Medicare doesn’t pay I am responsible for
payment, but I can appeal 10 Medicare by following the directions on the MSN, If Medicare does pay,
you will refund any payments I made to you, less co-pays or deductibles.”” Ou' member Jaboratories
typically do not collect payments from beneficiaries ar patient service centers. Thus, we recommend
that CMS make clear that payraent is to be collected at the time of specimen collection or testing only
at the option of the laboratory. This change will ensure that beneficiaries are a vare that they wil] be
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required to make a payment only if the laboratory rcquests such payment. Furtl er, any reference to co-
pays or deductibles should be deleted from the form, since there arc no co-says or deductibles for

Medicare Part B clinical laboratory services.

V. Conclusion

In closing, ACLA does not agree that the new Sample L form is needed for laboratory tests and
belicves that beneficiaries and physicians arc quite satisfied with the existing ABN-L and would find
the Samplc L form confusing and inadequate. If a new form is 1o be developet , however, we strongly
believe that the OMB should seek additional input from the laboratory ndustry and Medicare
beneficiaries before creating a new ABN form specific to laboratories, and ' ve again urge CMS to
conduct beneficiary focus group studies 1o ensure that significant changes will be understood by
beneficiarics, as this was a critical component to the successful design of the ABN-L. We worked
closely with CMS in the past to develop an effective laboratory-specific ABN, . md we would welcome
the opportunity to meet with the OMB and/or CMS again, to ensurc thal any juture ABN is effective
for beneficiaries, physicians, and laboratories.

1f you have any further questions or comments, do not hesitate 1o contac us.

Sincerely,

(i H

Alan Mertz
President

Enclosures: Sample ABNs
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Pationt's Neme: Mecdicare # {HICN):

ADVANCE BENEFICIARY NIOTICE (ABN)

NOTE: You need 1o make a choice about receiving these laboraton tests,

Wo expect that Medicare will not pay for the 1aboratary test(s) that are described below.
Medicare does not pay for all of your health care costs. Medicare only pays for ¢ verad items
and sorvices when Medicare rules are mat.The fact that Medicare may not pay fo - & particular
item or service does not meen that you ghould not receive it. There may be a goc¢ d reason your
doctor recommended it. Right now, in your case, Medicare probably will not | ay for the
laboratory test{s) indicated below for the following reasons: :

Medicare does not pay for those tests for your condition a’::;'::;:m:ﬁ;&! ;’:f':;::;;ﬁu
63930 ca¢ 861 0] 73, Uptake O Occult B ¢d, Mer Scr or Dx
978D ceA 867 [] T4 Thyroxine OPapSmeir
41800 Digoxin 1 8680 T4 Frae O Liquid-Ba ed Pap with or
457 L] Ferritin [ 3957 Cutture, Urina Routine without § iflex
486~ Memoglobin A1C | (ne 1D 8 Suzcopudilitaz when sos) PSA, Mcr Scr or Dx
5714 Iron, Total [ other O 760003 Lipid Pan |
2757313 iron [Tot), 1BC % Sat thee O . e~ | 32407 Cholestra . Tota!
7600 = Lipid Panel Owmer 0 . .. _.| 608(JHDLChol stro!
53633 PSA, Dx Otver O 88470 ] PT w/NR
2347 2 BT wINR Oter O —.. Glucose, . ¢rum or Plasma
0 ) : 49600 Hamoglel in A1C
763 PTT, Activated ‘other [J . ,
8993 TSH Other [J .. . Other (J - -
36127} TSH w/Reflex T-4 Free | Other | . Other(J .

The purpese of this form is 10 help you make an informed choice about whether ¢ - not you !

want to receive these laboratory tests. knowing that you might have to pay for the m yourself.

Before you make a aecision about your options, you should road this entire notice carefully.

*  Ask us to explain, it you don‘tunderstand why Medicare probably won't pay.

® Ask us how much these [aboratory 1asts will cost you (Estimated Cost: $____ l.
in case you have 1o pay for them yourself or Through other insyrance.

PLEASE CHQOSE ONE OPTION. CHECK ONE BOX. SIGN B DATE YOUR :HOICE,

D Option 1. YES. | want to receive these laboratory tasts.

| understand that Madicare will not decide whether to pay unless | receive thess ! \boratory
tests. Please submit my claim to Medicare. | understand that you may bill me for sboratory
tests and that | may have ta pay the bill while Medicare is making its decision.

If Medicare does pay,you will refund to ma any psyrnents | made to you that are 1 ue 1o me,
If Medicare denies payment, | agree to be personsily and fully responsible for pay ment.
That is, | will pay persanally, either out of pocket or through any other insurance 1 1at | have.
I understand | can sppeal Medicare’'s decision.

D Option 2. NO. | have decided not to recsive thess labaratary tasts.

1 will not receive these laboratary tests.l understand that you will not be able to st bmita
claim to Medicare and that ] will not be able o appeal your opinion that Medicare won't pay.
| will notify my doctor who ordered these lgboratory tests that [ did not receive th :m,

Date Signature of patisnt or person acting on patien s behalf

NOTE: Your heshth information will ba kept confidentisl. Any information that we collect about you n this form will
be kept confidentia! in our offices. If a claim is submitred to Medicare, your health information an 1:is form may ha
shared with Medicare, Your heaith information which Medicare sees wilt be kept contidential by M sdicare,

OMB Approval No 0938-0566  Form No. CMS-R-131-L <. . Scrosned Box measures;
15t Ply - Duest Diagnostics Copy  2nd Ply- PatientCopy  ard Ply - Physisitfhpy 2% X 1.257 :
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Patiant's Neme: Medicare # (HICN):

ADVANCE BENEFICIARY NOTICE (ABN)

NOTE: You need to make & choice about receiving these [aboratory tests.

We oxpect that Medicare will not pay for the laboratory test(s) that are described d>elow,
Medicare does not pay for 8il of your health care costs. Medicara only pays for c¢ vered items
and services when Medicare rules are met.The fact that Medicare may not pay fa a particular
itam or service does nat mean that you should not receive it. There may be a goc 1 reason your
doctor recornmanded it. Right now, in your case, Madicare probably will not | sy for the
laboratory test(s) indicated below for the following ressons:

vo- Madicaro doss not [ )y for these tests
Medicare does not pay for theso tests for your condition 85 oftan as this (denic 4 as too fraguent)

6339] c8aC T 8810173, Uptake ] Oceutt Blv od, Mer Scr o Dx
978 [J CEA 867 [J T-4 Thyroxine CJ Pap Smes 1
418 ] Digoxin 866 L] T-4 Free : O Liquig-Be ed Pup with or
a5 i Farntin 395 [J Cunture. Urine Roytine without R ffiex
496 Memoglobin A1C linc. 10 8 Suscoptiniiwes when posl E PSA, Mcr 3¢r or Dx
7600 ] Lipid Pani |
arad fron., Tetal Other [1.. . — —— . .— | "3340] Cholestro . Tota!

7573 .3 Iran (Tot), IBC % Sat

7600 = Lipid Pancl Other 0 — 32238 HDL Cholssrol
5353 PSA, Dx Other (] - Bai "’",c { crerm of Plasma
8847 5 PT w/INR Other L] —. 2965] Hamegiol in A1C
783 PTT, Activated Other (] —— ———
8997 TSH |Otner L] .. . OtherJ , —
36127 ] TSH wiReflox T-4 Frco  jother [J ... Other ]

The purpose of this form is to help you make an informed chaice about whather ¢ " not you

want to receive these laboratory tests, knowing that you might have to pay for the m yourself.

Before you make 8 dacision about your aprions, you should read this entire no1 ce carefully.

® Ask us to explain, if you don‘t ungerstand why Medicare probably won't pay. :

® Ask us how much these [aboratory tests wiill costyou (Estimated Cost: $__ )
in case you have to pay for them yourself or through other insurance.

PLEASE CHOOSE ONE OFTION. CHECK ONE BOX. SIGN & DATE YOUR 1:HOICE.

] Option 1. YES. | want to receive these laboratory tests.

I understand that Medicare will not decide whether to pay unless | recaive these 1. boratory
tests. Please submit my claim ta Medicare. | understand that you may bill me for aboratory
1asts snd that | may have to pay the bill whila Medicare is making its decision.

If Medicare doss pay,you will refund to me any payments | made to you that are ( ue to me.
If Medicare denies payment. | agree to be personally and fully responsible for pay ment,
That is, | will pay personally, either out of pocket or through any other insurance | vat | have.
| understand ) can appeal Medicare’s decision.

N Option 2. NO. | have decided not tc receive these laboratory tests.

1 will not receive these Iaboratory tests.l understand that you will not be able to sLbmit a
claim to Medicare and that | will not be able to appeal your opinion that Madicare ~on‘t pay.
| will notify my doctor who ordered these laboratory tests that | did not receive thi m.

Date Signature of patient or person acting on patien 's behalf

NOTE: Your healtn information will be kept confidential. Any information that wa collect aboutyou n this form will
be kept confidential in our otfices. If a claim is submitted to Medicare, your health information as t is farm may be
shared with Medicare. Your heaith informetion which Medicare sees will ba kept confidential by M dicare. |

OMB Approval No.0938-0566  Farin No. CMS-R-131-L
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Patient's Name: Medicare # (HICN):

Apvance Benericiary NoTice (AI3N)

NOTE: You need to make a choice about receiving these lal oratory tests.

We expect that Medicare will not pay for the laboratory test{s) that are described |.elow. Medicare does not
pay for all of your heaith care costs. Medicare only pays for covered items and st rvices when Medicare
rules are met. The fact that Medicare may not pay for a particular item or service does not mean that you
should not receive it. There may be a good reason your doctor recommended it. Right now, in your case,
Medicare probably will not pay for the laboratory test(s) indicated below for the following reasons:

( LabCorp Use Only

- ‘Wedicare does not pay for| Medicare does not pay for
Medicare does not pay for these tests as often as this| xperimental or research use
These tests for your condition (denied as too frequent) | tests
Q AFP: 82105 0O 18C: 83550 U Cardiovaseular Dig Ser: C: 878844 Acetylcholine Recept Pn!
QO CA 15-3 & CA 27.29: 86300 Q Immuna, Testing: 87536, 87538 80061, 82465, 83718, 84478 |C: 085926 ACNR Blocking Ab, Ser.
O CA 18-9: 86301 L3 fron: 83540 O Coloroctal Cancer Scraen:  |[C 138315 Babesia Microti Ant. Pnl
3 CA 125: 86304 Q LOL Chotestarct DM: 83721 82270, G0328 £ 140848 Chromogranin A
0 CBC: 85004, 85007, 85008, Q Lead: 83655 Q Disbetes Scr. Tests: 82847, |C 511121 CMV DNA Detect/Quant
£5013-85032, 85048, 85049 D Lipid Panel: 80051 82950, 82951 C 138610 Cytomegalovirus Quant,
Q CEA: 82378 Q Lipoprotein: 83700, 83701, 83704 |QQ Digaxin: 80162 L 164722 Ehrilichia Ab Panel
Q Cholesterol: 82465 Q Lithium, Assay; 80178 Q GGT: 82977 € 163683 M. Pylori Antibodies
Q Callagen Cross Links: 82523 Q Oceult Blaod: 82272, G03%4 U Glucose: 82947, 82948, C 480038 hCG, Beta Subunit, Qn
Q Cytogenatic: 88230-88299 Q Prothrombin Time: 85510 82862 C 163204 Helicabacter Pylon
O Digoxin: 80162 Q PSA Tota); 84153 Q HGB A1C: 83038 C 505026 HNK1 (CDET) Panei
Q Ferritin: 82728 Q PTT: 85730 0 Pap Screen: G0123, G0124, (C 138293 JC/BK Virus DNA PCR
QO Flow Cytometry: 88132, 88184- O T3 Uptake: 84479 G0141-G0148, P3000-P3001 |C 505321 Lymphocyte Act, Profile
B8189 Q T4 Free; 84439 Q Prothrombin Time: 85610 C 511238 MTHFR
QO Fructesamine: 82985 Q T4 Total: 84436 O PSA Screen: 50103 C 512094 PreGen-Plus™
Q GGT: 82977 O Transferrin: 34466  PSA Total: 84153 C 140194 PTH-Related Peptide
QO Glucose: 82947, B2948, 82962 Q Triglycerides: 84478 O T3 Uptake. 84479 C 505750 T-Celf Activation
O Hepalilis Panel: 30074 Q TSH: 84443 U T4 Free: 84439 € 163253 Tetanus/Diphtheria Ab
Q heG: B4702, 84703 O Urine Culture: 87086, 87088 Q T4 Total: 84436 £ 826008 Tryptase
0 HDL Cholasteral: 83718 O Other 0 TSH: 84443 C Other ___
O HGB A1C: 83036 Q Other Q Other C Other _
QO HIV Tests: 86689, 86701-86703, 1J Other Q Other C Otner
t 87390, 87391, 87534, 87535 Q Other ., Q Other G Other

The purpose of this form is to help you make an informed choice about whether - not you
want to receive these laboratory tests, knowing that you might have to pay for th'm yourself. Before you
make 3 decision about your opfions, you should read this entire notice carefully.
¢ Ask us to explain, if you don’t understand why Medicare probably won't pay.
e Ask us how much these laboratory tests will cost you (Estimated Cost: §, )
in case you have to pay for them yourself or thraugh other insurance.

PLEASE CHOOSE ONE OPTION.__‘Q-JECK OE_E.BOX. SIGN & DATE YOUR CHOIQE;

_—‘ - i

Q Option1. YES. {want to receive these laboratory tests.

[ understand that Medicare will not decide whether to pay unless | receive these l1boratory tests.
Please submit my claim to Medicare. | understand that you may bili me for labora ory tests and that | may
have to &ar the bill while Medicare is making its decision. If Medicare does pay, ) ou will refund to me any }
?armen made to you that are due to me. If Medicare denies payment, | agree to be per'sonanx and
tully responsible for payment. That is. [ will pay Ferso_naily. either out of pocket or through any other
insurance that | have. | understand | can appeal Medicare's decision.

Q Option 2. NO. 1 have decided not to receive these laboratory tests.
| will not receive these laboratory tests. | understand that you will not be able to s1 bmit a claim to
Medicare and that ! will not be able to appeal your opinion that Medicare won't pa .

1 will notify my doctor who ordered these laborato:z sts that | did not receive the n.
A —— - ]

_—

Date Signature of patient or person acting on pa ient's behalf
NOTE: Your health inforrnaﬁoq will be kgﬂ:‘l confidential. Any information that we collect abou you op this form will be kept
confidential in our offices. If a claim s submitted to Medicare, your heaith information on this form m 1y be shared with Medicare.
Your heaith information which Medicare sees will be kept confidential by Medicare.

T anco QUSSR ST T NHTNNE
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List of Medicare Limited Coverage Tests for North Carolina as of 04/01/2007:

°AFP (Aipha-Fetoprotgin): 82105

ANminum: §2108

Ambulatory 8lood Pressuro Monltering (ABPM): 53784, 93788, 53748, 83730
Arsenic, Blood or Urine: 82173

“CA 153 & CA 27.29 (Tumor Antigen by fmminoassay). 88300

"CA 18-9 (Tumor Anfgen by immuncassey): 86301

*CA 125 (Tumer Antigen by immunoacsay); 86304

Cadmium, Urine: 32300

*Cardiovasculsr Discace Screening: 80064, 82455, 81718, 84478

“CBC (Bisod Counts): 45004, 85007, $5003. 85613-85018, 85025, 85027, 65032, 85048,

85049
“CEA [Caronoembryonic Ankgen): 82378
“Cholesterol {.ipids). 82485
Chromlum: 82495
“Coltagen Cross Links, Any Method: 82523
*Colorectal Cancer Screen: 82270, G0128
Coppec: 82528
*Cytogenetic Studios: 83230-80299, 88347, 88364
*Diabetac Screening Tosts: $2947, 82950, 82851
“Digoxn (Digoxin Therapeutic Assayj: 80162

Event Monltoring (Palient Domand Cardiac Evem Recording): §3012, 93014, 93235 '

93237, 93268, 93270-83272
Ferritn (Seruin Iron Stdies); 82728
Flow Cytometry: 88182, 8§184-83188
“Fruciozammine {Glycamnd Protein): 82985
“GGT (Gamma GiutamyTansferase GGT): 62377
“Gluceto (Binad Glucase Testing) 2947, 32948 82562
*Genadatropin, Qualitative (Human Charionie Gonadotropin): 84703
“Ganadotropin, Quantiative (Human Chovdonic Genedolropin): 84702
“Hepaiits Panet; 30074
“HOL Cholesterdl (Lipids). 83718
Heavy Metal (Antimany, Artenic, Burum, Beryllium, Bismuth, Motcury); Screen:
83018
*HGB A1C (Glycates Hemoglogin): 83035

"Humen knmunodsficiency Virus Yesting: 8881 |, 8C701-46703, §7330, 87381, 87534,
87538, 47537, 87538

“BC [Senum kron Studlas): BISSD

“Immurodeficiency Viniz Testing (Progneets Incius ing Monitafing): 87538, 87539

"lron [Serum jron Swdiss): 6540

“LOL Cholesterot DM {Lipids): 83721

Lcad: 83855

“Lipld Panal (Lipiaz); 80061

“Lipopratens (Lipais). 83700, 83701, 83704

Lithium Agsay: 80178

Mammography, Diagnostic: 77051, TT05S, T705 , GO204, Q0206

Mammography, Screening: 77052, 77057, GO0

Mangunesc 83785

Msrcury, Quantitative: 83825

Mickal: 83888

“Occuit Blood {Fecal Ocoult Blood): 82272, G034

*Pap Scrasn: 60123, GO124, G0141-G0148, P3O 0, P30D1

“Fsp Smosre: BA149, 88150

“Prothramdin Tme: 85610

*PSA Scroon (Practate Cancer Scesening): GO 3

*PSA Total (Prostato Spacific Anligen (P5A)); 881 3

PTT (Partial Thromboplastin Time), 85730

Selenlum: 84255

Shiica: 84285

*T3 Upleke (Thyreid Testing), 84475

*T4 Free (Thyrold Tosting}: 84435

T4 Tola! (Thyroid Testng). 84438

“Trensfarrin (Serum lron Studies): 84456

“Triglycendas (Upids). 84478

TSH (Thyreld Tecting); 34443

Unlistad Chomistry Procedure; 84933

*Unine Cufture (Udne Bacterial Cutture): 87088, 87( 8

Zinc: 84638

List of Tests Subject to Frequancy LimMations tor North Carolina as of 04/01/2007:

*CA 125 (Tumor Antigen by Wnmonoe3szy): 86304

“Cardiovasady Dicease Screening: 80061, 82265, 83718, 84478

*CEA {Carcinoembryonic Antigen): 62378

*Choleeturni {Lipids): 82485

*Coltsgen Croce Links, Ary Method: $2523

“Coltarectal Canver Screening' 82270, G0328

“Oiabetes Scroening Tests: 82547, 82940, 82851

“Digoxin {Digoxin Therapeylic Aseay): 80162

“Ferritin (Sorum iron Studies): 42728

*fructosamine [Glycatked Prolein): 12985

“GGT (Gamma Giutamytransferase GGT) ; 82977

*Gluzose (Blood Glucose Testing): 32947, 82948, 82962 .
“Conadotrepin, Quantitative (Muman Chorionlc Gonsuouopln): 84702
“HDL Cholestarol (Lipids): 0378

*HGB A1C {Nemaglobin; Glycaeed): 83038

*Hurnan immunocdeficiency Virus Testing: 86688 86701-86703, 87390, 7291, 874534,
§7535, 87537, 7538

*LDL Cholestsro! DM (L [plds): &3721

*Lipid Panel {Lipide): 80061

*Qccull Bload (Focat Occult Blood): 82272, GG33

“Pap Screen; G0123, 60124, GO141-GO148, P200L P30t

“Pratnrombin Time: 85610

“PSA Screen [Prostate Cancer Sgreening): G0103

“PSA Tolat (Prociate Spedific Antigen (PSA)). 5415

T3 Uptaks (Thyroid Tesdng): 84479

“T4 Frea (Mhyroid Testing): 84439

“T4 Tols! (Thyroud Tesiing): 84436

“Trigiycerides (Lipide): 24478

“TSH (Thyroid Testing), 84443

Tests highlighted in bold are not preprinted on the front of this form. [f ordered and applicable, please wrile thase tasts in the ‘Other’ blank below the

apprapriats reason(s).

*National Poiicy.

There can be no representation or warranty a5 o the accuracy or completeness of this mfovmabon To ensure accurat infarmation, please contact the

CIGNA Medicare Part B office at BE6-238-9651.
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