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November 9, 2007 C/“\S Sl
CIGNA
OMB Human Resources and Housing Branch
Attention: Carolyn Lovett e o s 17328
New Executive Office Building, Room 10235 Telcpbone 615.792,131)
linda potz@cigoa.com

Washington, DC 20503

RE: Draft 2008 Part D Reporting Requirements for public comment

Dca: Ms. Lovet:,

Below are CIGNA HealthCare Medicare Part D comaments relating to the daft 2008 Part D
Reporting Requitements published for public comment in the federal register on October 12,
2007.

Section ITI. Vaccioes

Reporting Item B - The number of Part D vaccines administered in a clinic setting (¢.g.
physician’s office) where the beneficiary retrospectively files paper receipts for
' reimbursement of the vaccine during the time period specified above.

CIGNA Comment: We do not have the ability 10 differentiate if a vaccine was
administered in a clinic sctting, this data is not captured by current business process
nor would the data be available to us.

Reporting Item D - The number of vaccines processed through a paper enhanced
process, where the provider used or navigated a process that facilitated out-of-network
access during the time period specified above.

CIGNA Comment: Current business process does not process claims that providers
submit, therefore no such claims are captured or can be measured for reporting.

Section V. Medication Therapy Management Program
L Data elements

Reporting Item J - The number of beneficiaries whose participation status in the
MTMP is pending during the specified time period above. This should be a subset of
the number of beneficiaties who met the criteria for the MTMP in the specified time
periad and should only apply ta period 1.

CIGNA Comments: Not applicable based on current program business processes.
Within current program processes, we do not currently place members in “pended”
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status. For purposes of reporting, can we designate as non-applicable, as our process
for member enrollment is opt-out and we do not place members in pended status?

I1. Data file to be uploaded using Gentran or Connect Diirect at the Contract
level. :

CIGNA Comments:

Data file is new requirement; at present do not have data structure to support current
feed. Please advise as to the acceptable file type. Must obtain Gentran or Connect-
direct software for uploading file. Please advise as to preferred method and software.
As a PDP plan, do not know if member is LTC resident. Cannot populate the LTC
Enrollment field (Y or N).

Section VII: Home Infusion
CIGNA Comments;

As PDP plan, we do not know if a product has been administered by IV (assuming this
means intravenous administration). Medication can be identified as injectables,
however, depends on the drug and patient specific clinical needs, an injectable can be
given subcutaneous, intramuscular, IV push or IV infusion.

As PDP plan, we do not péy for home infusion devices, i.e. IV pump, therefore we can
not identify the beneficiary or the claim associated with home infusion drugs
dispensed as part of a bundled service under a Part C supplemental benefit.

If the intent is to measure the nurnber of members as well as their injectable drugs
dispensed out of network home infusion pharmacies based on level of service (home
infusion), that data are captured based on today’s business process, though
development work is needed 10 be able to report on those metrics.

If you need additional information related to these comments, please contact me at
615.792.1313.
Sincerely,
_ : : Q«:z’\,—
Lingdla Potts

Compliance Manager, CIGNA Senior Care
Medicare Part D
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Medicare Prescription Drug Plans

Commaents for 2008CY Draft Reporting Raquirements.

Comments are on hehalf of Pennsylvania Life Insurance Company, $65a7
and American Progressive Life & Health ineurance Company of New York,

85825

Soctipn | LYE and HI Pharmacy Aceass: This section requiroc the uploading of natwork lists
for the reporting periods of 1/1-6/30 and 7/1-12/21. CMS Is requlfing the perocntage of
boneficiariee living within 2 miles of 3 pharmacy in utban areas. As pharmacies ¢an be added
and wrminated to liste during eech reparting perlod, wa would recommand that the reporting
requirernent be "AS OF THE LAST DAY OF THE REPORTING PERIOD” for the perlod January -
Merch 2008. The same reporting structures should be in place for suburban and rural araas as

well, .

Sectlon || Aceoss to Extondoed Day Suppilex at Retall Phanmacies: Similar to Sectan 1, we
recommend that reporing of TriCare standards be “AS OF THE LAST DAY OF THE
REPORTING PERIOD" as it is a snapehot in time

Section Jlj Vasclnea: This section requires the number of vaccines processaed. whotner
processed in a MD officc, and haw the vaccine was processad (puper, online, papsr enhanced,
web tool, etc ). We request CMS define the term “vaccine” o include only cambination claims
{vaccine and administration together on the same claim) and product-only claims to aveid
duplicato raporting of the same vaccine event. Alsu, piease dofing (ne terme "paper-cnhanced”,
"pravider*, and “olinlcal setting” to clearly indicate what types of veiccing cfalms must be reportod

under which olement

Ssction Vil Home Infuslon Utillzatiog: This section requests number of unique beneticiarios

that have raceived infusion drugs as well as the intal number of Infuslon doses, As there is nota
ctiean definition of home infusion drugs, we would racommend that this elevnent be modified o the
number of claims fliled by a home inlugion pharmacy. Regarding total number of infusion doses,
this elament would be problematic, as number of dosos is not supported by NCPDP billing at this

time.

Section XV Long-Term Care Rabates; This section has been updated 1o aliow Sponsors to
exurcisg discretion for requifing LTC Pharmacies to repart rebate information if they serve less
than 5% of LTC bwrts in the state which the pharmacy opcratea. If the LTC Pharmacy qualifies,
the spansor i3 then required 1a state, “Not required to repar’ in their submiccion. However, ff the
LTC is required 1o ropont, the spansor must Indicate ‘Nonuompllant” on the rapornt to CMS if no
rebate Information has been rocoived. This whale saction could he problemalic, as il requires a
spansor to delerrnine if a LTC Pharmacy eorvas more then 5% of LTC beds in the state.
Sponsors do not currently huve this typs of Information. “L7C claims” would be a better measura
han "bedas served”, as a sponsor has aceess to LTC Pharmacy clalm information.
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901 S. Central Expresswy
Richardson, Texas 75080 !
|
| |
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REMARKS: | [[] Urgent

| X For Your Review

| [] Reply ASAP | [] Please Comment

' !

Message: Comments from HISC for the N!iediwre Part D 2008 Reporting Requirements

1
|
|

Confidentiality Note: The Information contained in this hélrm'lo mossage Is privileged and confidential and Is intanded only for the exclusive
information and use of the addressoe. I you are not the intended recipient, any copying, usa or distribution is unauthorized. If you are responsible
for delivering this message to the addressee, it may not be capied, used. or distiduted except as directad by the addressee. If you have recoived
this message In enor, please notify us immadiately by 1slgphone 30 !hat we can amange for is ratum (o us at no cost to you.

Biue Cross and Blue Shield of Texas a Division of Health Cara Service Corporation, 3 Mutual Legal Reserve Company.
An Independent Licensee of the Bive Cross and Biue Shield Association
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Retal. Home

Infusion, and
Long-Term Care
Pharmacy
Access

Under Secuon X Transmon lt states only one quarter of data \mll be

collected annually, is this the same concept for this section (i.e. this report
is annual.)?
ls this where to find the current file for POP?

http:/iwww.cms.hhs.gov/PrescriptionDrugCovContra/04 RxC
ontracting ApplicationGuidance.asp#TopOfPageThen on this
page select the 2008 PDP Application [ZIP, 3.5MB] file. then
select Medicare Beneficiaries by State, Reqion, ZIP

09302006 v2.xis. [s this a “national file™? How often is this file
updated?

Is this wher'e to find the current file for MA-PD?
http://www.cms.hhs.qov/PrescriptionDrugCovContra/04 RxC
onfracting ApplicationGuidance.asp#TopOfPageThen on this
page select the 2008 MA-PD Application [ZIP, 3.9MB] fie.
then select|Medicare Beneficiaries by State, Region, ZIP

9302QQ§ v2.XIS Is this a “national file*? How often is this file
updated?

If we do not own and operate our own retail pharmacy, do we indicate in
HPMS ‘No Pata to report’ or Zero,’ in Section C & 0?

i

Accessto
Extended Day
Supplies at
Retail
Pharmacies

Please darify that CMS'is imterested in the number of retail pharmacies
that offer mail order rates for extended days supply only.
f

M.

| Vaccines

_ “reimbursement of the vaccine™? s CMS interested in paper claims for

Does CM§ only want the number of paper claims filed when specifically
administered in a “clinic setting” or all paper claims filed on
administrations. Why does the second part of the requirement state

drmmstrahon or the vaceine or both combined. etc? Can you please
define olm:c‘?
Wae contract with DS! to act as an online vaccine clearinghouse between
the physici’ans and our PBM, does this constitute as a web based tool?

Medication
Therapy
Management
Programs

Regandmglme Beneficiaries Eligible for MTMP Record Layout. will cmsj
aliow null values or blanks in the “Date MTMP encotiment” field? Per the
requirements this is a DATE REQUIRED field. This field could/should be
empty for eligible non-participants. There will be no enrollment date when
a participant declines enroliment to MTM.

Regarding|the Beneficiaries Eligible for MTMP Record Layout, will CMS
allow null values or blanks in the “Date MYMP participation was
declined” field? Per the requirements this is a DATE REQUIRED field.
This field could/should be empty for enrolled participants.

P.83-45
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Regardmg the Beneﬁcaanes Ehgnble for MTMP Record Layout will CMS
allow nuil values or blanks in the “Date MTMP participation
discontinued MTMP” field? Per the requiraments this is @ DATE
REQUIRED field. This feld could/should be empty for enrolled

ggmclmrs

Regarding me Beneficigries Eligible for MTMP Record Layout, will CMS
allow null values or blanks in the “Reason particlpant discontinued
MTMP" fisld? Per the requiremaents this is 3 TEXT REQUIRED field. This

field couldlishould de empty for enrolled participants.

Vil. | Home Infusion Does “Part/C* mean MA-PD plans only?

Utilization Does “Part/C* mean just the sponsor’s MA-PD plan?

XIV. | Pharmaceutical Since rebat&s are reported at a point in time, in the case of any
Manufacturer remstztements due fo reporting errors, when approved by CMS, will
Rebates, incorporation of prior rebates into the pending ar received rebate buckets
Discounts, and be allowable?

Other Price I
Concessions
XV. | Long-term Care Woauld CMS consider allowing LTC rebate reporting at the PBM level due to
(LTC) Rebates contracting airangements?
XVl | Drug benefit When perforimng Drug Benefit Analysis reporting for non-calendar year
analyses employer groups, what does CMS want plans to use as the starting date for
the accumulat»on of TrOOP and year-t0-date Covered Drug Costs? For
Non-Calendar Year groups, should each group’s renewai date be used, or
should January 1 always be used regardiess of whether or not the group’s
Plan Year begins at the start of the calendar year?
If the answer, to the abave question is “Use each group’s renewal date as
the sterting date for TrOOP and Covered Drug Cost accumulation, “then
what value of TrOOP s used to compare 10 such accumulations when the
calendar year changes? For exampie, if a certain Non-calendar Year
group’s renewal date is September 1, 2007, is the TrOOP threshold for
Drug Benefit Analysis reporting $3,580 through August 21, 2008, or does
the TcOOP threshold for Drug Benefit Analysis reporting change to $4,050
on Janwary 1, 20087

General Shouid enhanced alternative and OTC drug claims be excluded from

reports as they were for 20077

|
f‘
|

TOTAL P.003
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Medco Health Solutions Comments on CMS Draft 2008 Reporting Requirements

Section N B

Medco Question/Comment

Section L. Retail, Home Iufusion
and Longz-Term Care Pharmacy
Accesy

What month will the refereuce file for geo acoess reports be made available
to current Put D gponsors, for the reporting time period Janusry 1- March
3

Seetion . Vreanc, Data
Elements A-F

This scction requires submissicu of the votal number of vaccines for a given

.| period (Data Elemant A), 25 well as the teporting of the number of vaccine

claims processed through each listed method (Dma Blements B-F). It sbould
be poted the toral of B-F may exceed the total listed in A, since a small
nwbcer of beneficiarics may reocive their vaccine at 2 pharmacy apd then
Jater have the vazcine administered in a physicisn's offSoc,

Additionally, this saction refers to & “paper eahanced proocess, where the
provider used o¢ navigated s process tha facilitated out-of-nenwark accese.”
Is this considered any process in which the provider, otber than a nctwoerk
pharmacy, submite the claim to 2 Part D Sponsor for payment?

Section V. MTMP, Subscction 1.
J and Subsecdon II

C)MS roquires reporting of the number of beneficiacies whose partcipation
ststus in the MTMP is pending during the specificd tme period sbove, We
respectfully roquast clarification of tie teym “pending stanus.” Does this
refer 1o members who are eligible to participate in the program bur did not
contact the Part D Sponsor to opt in or opt our of the program?

Section VIL. lHome Infasion
Utilization

This section requires reporting of home mfusion drugs provided es part of 2
bundled service under 3 Part C supplemental beztefit. Please confam that
this requircment applies anly te MA-PDs, aad not PDP Sponsors.

Section VIIL Grievances, Data
Element M

In regards w the required submission of LIS grievances, please clwify the
types of grievances that should be considered an LIS gricvance, Doces this
pertain 10 situatons where & mewber has a gricvance regarding their LIS
&tatus, or does it apply 10 s!| situtions where g grievance is filzd by a
rasmber with LIS? Should s grievance conceming LIS status that is filed by
2 member who docs not have LIS, be included in tlus category?

Section IX, Pharmacy &
Therapentics
Commitice/Provision of Part )
Functions, Data Eiement B

Plesse provide a clarification regarding “organizations providing Part D
functions.” What organizations should be [neluded in this catcgory?

Seetion XVIL Drug Benefit
Analyses, Data Elements B-§

Tor dats clements B - E, plesse elarify the differenice between tiie pre-initial
coverage phasc and the deductble phase of coverage. Is the pre-initial
coverapge phase considercd the period becween the deductible phase snd the

coverapge ﬁp?
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PARTNERS@

Medicare

VIA FACSIMILIE
DATE: November 13, 2007
TO: Carolyn Lagvett
COMPANY: OMB Human Resources and Housing Branch
RE: Comments on Draft 2008 Part D Reporting Requirements
FAX #: (202) 395-6974
FROM: Lisa Brown
PHONE#: (336) 201-4500

TOTAL OF PAGES: 1

Ms. Lovett:
In response to the e-mail of October 12, 2007, and on behalf of CMS contracts H3449, H3404 and §5540,

I submit the following regarding Section V. of the draft 2008 Part D Reporting Requirements:

1. Please provide examples for element H- "The number of beneficiaries who discontinued participation
from the MTMP for a reason not specified in data elements E-G during the specified time period above.”

2. Please clanfy the term "pending” as it relates to element J- "The nmumber of beneficiaries whose
participation status in the MTMP is pending during the specified time period above." Does this include
members who have been contacted by the Plan for participation in the program but have not responded
and/or members who have been identified but have not been contacted by the Plan to participate in the

program?

Please feel free to contact me directly with any questions, via phone as listed above, or via e-mail at

lisa brown@parmershealth com. Thank you for allowing review by our plans, and for considering our
comments.

CONFIDENTIAL FAX TRANSMISSION

NOTE: The matsrial transmittsd and communicated with this fax is intanded only for the use of the individual
or entity to which it is addreesed. Thie communication may contain individual protected health information ("PHI”) that
is subject to protection under state and federal laws, or other confidential or proprietary information of PARTNERS
National Health Plane of North Carolina that may not be further dieclosed. If the reader of thie communication is not

the intended recipient, or the emplayee or agent respansible far dellvering this communication to the Intended
recipient, you are hereby notified that any disgemination, distrdibutian or copying of this communlication Is strictly
prohibltad. f you bave recelved this communication In error, please notify ux Immediately by tslophons and retumn the
originsl measage to us at the ahove addreas via the U.S. Postal Service. PARTNERS Natlonal Health Plans of North

Carolina will relmburse you for the return poctage. Thank you.

PO Box 17509
Winston-Salem, NC 27116-7509
(336)760-4822 (336)659-2949 Fax

: (800)942-5695
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2% HealthPartners

~

Corporatg Officer Mailing Address:
8170 33rd Avenue South P.O. Box 1309
Bloomington, MN 39623 Minneapals. MN 554401309
heaithpartners.com
November 9, 2007
OMB Humen Resonces and Yousing Branch
aan: Caolyn Lovett
New Exccutive Oftice Building, Room 10235
Wachington, DL 20504

Subject: 2008 Part D Reporting Requirements

Dear Ms, Lovert:

Thank veu for the opportuaity 16 pravide feerthack on the 2008 Pat D Reporting Requitements. Atnxched is @ lict of
our sommants and SUggestions.

Please feel ftee to contzct me a1 952-967-5183 with qucstions regarding our commants.

Singoeiyy

Yo iltion

Tracy Pederson
Senjor Medicare Programs Cowrdinator
HealthPariners

/-/j{-uu( Cﬂp—? s -///13 ol .
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HealthPartners comunents ceganding
2008 Medicare Part D Reporting Requitements
November 5, 2007

| Conuneat

Report
Section | - Refail, Home Inlusion, and Long-Term Care Pharmacy Access

Paxt D Sponsors should use the CHMS
reference file that provides counts of
Medicerc bzneficiaries by Staie, region,

Can CMS provide  "ink to this file?

and zip code.

For purposes of evaluating compliance with
the L7C and home infusion pharmacy
access standands, CVS will use data
elements submatted by Part D Saonsors, as
well a5 information rom CMS refetence
files conlaining counts of nuising home
beds and Mecicare beneficiaries by State,

Can this dala b2 pecassible fo plans along wath the formula for calzulating adequate

access?

segios, and zip code.
A. Data elemenis tv be exnfered info the

Does this include all PBP's i.¢. irdividual aud BOO series plans?
Why is reporting at PBP level if contracied network is at contract o1 spansos level?

| HPMS at the Plan (PBP) Jevel:

1. The munber of contracled retzil
pharmacies in a Plan’s service nres
(Siate for POPs and regional PPOs,
anu servioe srea for local MA-PD
plans) as of the last day of the

Por 800 series plans, should we inciude eligible beneficiarics living outside of the
service ares since pharmacy count is service area. This makes a ¢iffereace for PFES
where many beneficiaries may live outside the defined service area or should we jost

vse “national” for the service area?

reporting perioa specified above.

Reporting Period

|
Section 1Y - Aceasy (o Extended Day Supplies at Retail Pharmacics
Why is shis measure bianmwai whet the other access measure3 (Sectior Iy ace annual,

We recounend changing to an amauel reporting cycle.

Dala elements

Wha' 1 the valire of a raw number with no relation to the number of b zpeficiaries,
size of averzll networluservice acea, ctc?

1 What is the critesia for success on this mezsure?
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tlealUPartners coratneats regarding

2008 Medicare Part I Repotting Reguirements

Movember 3, 2007

[Cantaiste reporied at the contract level insteed of PBP evel since the netwerks arc

the same and they're no” tying sack to PBP enrollment?

Section [1I - Yaccines

Plcase specify vaccines thet should be included.

What is the value ‘0 CMS of r2cciving this br=akout? Could they just collect an
aggrega’e murnber and include list of sources to be included in the insiractions? We
ccu'd keep break-oul coun’s in our reparting documentetion Far audi:.

Section V1. Heme Infusion UtiB2ation

A. The suneber of Part D beneficiatics
receiving Part D-covered home
infusion drugs dispensed by any of
its network providers as pari ofa -
bundled service undar a Part C
supplernental benefit in the time
paricd specified above (f
applicable).

Bundling fenguage is confusing. Please clarify.

MA-PDs may be abe o report this data, sut how wouls PDPs without aceess to
nmedical claims know?

Section XVII. Drug besefit analysis

Please clarify source data should be plan enrallmenl dafa rather than C3MS MMR

data. Especiaily in light of previous entolinient anit LIS d'screpancies.

ax TOTAL PAGE.B3 w»#
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LTCPA

L ong Term Care
Phammacy Alltance

November 12, 2007

Carolyn Lovelt

OMB Hurnan Resourocs and Housing Aranch
New Fxecutive Office Bullding, Room 10235
725 17th Strect NW

Washinqton, DC 20503

Re: Comments on Draft Medlcare Part D Reporting Requirements for Contract Year 2008
Federal Register Notice, Octobar 12, 2007, page 5096

Dear Mz, Lovett

The Leng Term Care Phammacy Alliance (LTCPA) reprasentc the ieading praviders of comprerensive
pharm:cy services 1o residente of long-lerm care facilties. LTCPA membes provide pharmacy sarvices
1o more than 60 percent of Amenca's nursing home residente.

We are pleased (w have the opportunity to camment on these draft repetting requireirents. Qur

oomments will fullow the oulline of tho draft documenl, m_mmﬂw. i would lixe ra_bﬁng_tg_my_
attentivu our commeant: on Section XV, the reporting of long term_care phanmacy rehates

intraduction;: CUMS etatas that “these requrements will be in effect for Contrect Year 2008 and are
subject to change at the distration of CMS.” W are concerned that, having beken the time o solicit
feedback trom sakeholders. lhat CMS has essentially crasted an escape clause M aliowe it to allar the
requirements without further engaging the affectad entitie

Thig I especiatly relcvant. cince CMS significantly altered its 2007 reporting requiements guldelines
relalive to longterm carc pharmacy (LTCP) rebate reporting lofiowing submission to the Offioc of
Management and Budget (OMB) without praviding opporturity 10 comment on the additional burdan
imphed by adaing !anguayge that CMS reserved e Nght o require NDC-leve] data Mat was not included
in the Feceral Register notice under the Paperwork Reductiun Act (PRA) submission to OMB.

Contractors and sponsorc have an appropriate interast in knewing what ie required prior to the beginning
of the plan year, without wondering what add#tional information will b reguired later,

Section 1:_LTC and Home Infusign Pharmaey Access. We beliave it i9 oritically important that CMS

track Part D spunsors’ LTC and home infusion ph.trmacy networks to assure hat LYC.resident
benefic/arics have appropriale 20cuss 10 SErvices.

Howevar, the level of reponting CMS envisions in the draf requirecments is inadequate ta ensure that

networks arc adequa. Because of the differences in pnarmacy capacity and current relationshipe with

nursng facilifes, CMS should require plans to report the foliowing information in addition 0 the
information propagad in the draft document:

1774 Massachusens Ava,, NW, Suite 410, Washington, DC 20036
Phone: (202) 386-7339 Fax: [207) IHG-TSE0 wwn ltepanrg

P.21-32
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obiigation to provide appiopdeate service. Thes@ shauld be repurtable by the plans and should be
igentined as speeffic 1o residents of LTC faciltics.

Sectiuvn X: Transitiom: We are pleasec Mat since the pravious draft, CMS had added reparting heids
requiring plans o repart thelr transition policles. Given the problems experienced by LTC rasidents in
obhaining acceet lo pregoribad drugs during the transition periud, we bellew: il s aleo imporlant for CMS
to require plans ta submit data on the actual exacution of thuse fransition palicies,, Thig wifl provige CMS
with appropriale information to determine whether g plan's number of LTC beneficiaries is consictent with
lhe numbser uf prescriptions authorzea for traatment under the transition rutes,

In agdition, to measure the effectiveness of the ransition periog in profecting tenaficiaries, wa vrge CMS
require an additional data element which would report the number of prescriptions deniad during

transition periods within the repanting penod.

Sectigp XI:_Excepfione: The information requested iy this section would be very useful, espaclally as i
applies ta residents of LTC lacilibes. Therefore, wa would propose thal CMS collect this nformation,
segreyaled Ly ambutatacy popul3tion anag residents of L1 C 1aciives.

Soction Xil; Appasls: The information requasted in this section wauld be very useful, especially g6 ft
appliex to residents of LC facilities. Therefore, we would prapese that CMS coliect this intormation,
segregated by smbulatory population and rusidents ot LTC facilities.

Section XV: Long Term Care Pharmacy (( TCP) Rebgtec.

LTCPA is pieased that CMS has dropped e propoced new fielde tor “justficegon,” “oesoripuon™ ang
“vajue” that were includea in the previous drafl.  Howaver, LTCPA continues to balleve the LTCF rebate
reporting requiiements place an impropear, unnecessary and counterproductive burden on iong term care
pnarmacies, while providing no beneft to the Part D program. The reporing requirements aleo
uademine market forces and threaten to signficaniy increase the costs of the Medicara and Medicaid
orograms. Therctara, we yrge CMS to memove the entire sactlog on LTCP rebate roporting from the

2008 Reparting Requirements.
violation of the Noninterforence Clhuse. The coliecion ul LTCP rebate information constiules an

unacceploble Interference by CMS in the ... negotistions between drug manyfactturers and pharmacies
and PDP spansors...,” which is specifically prohibited dy the statute.’

CMS is well aware that |.TC pharmacies negatiate cnafigontial rebates and discnunts with pharmaccutical
manufacturers. CMS is glzo well aware that the ralensa of ORA & 6326 severely impartad the markt
negotiabione butween those parties, CMS is surely just as aware that each of thoee rehate and discount
cuntracts are carsiully structured 10 be romplent with expreeé safie harbor provisions of the QIG
antikickback regulations, 42 CF.R. § 1001.062, snd that each of the conlracts contsina stnct
contidentizlity provisions prombiting the disciosure of those wrms 1o third parties.

Seciun 18600-11() of the Meaicare Mreacnptinn Drug, Improvemcnt and Modemizatiun Act (MMA)
explicitly prohibits CMS trom Intarfering in any way with any price negotiations detween menufacturers
and pharmacies. The slatutery language s quite plain:

(i) Nonntarference —~ [n ofser to promota cumpettion under this part am! in camylng out this
par, the Secretary - (1) may not interfere with the negottations betwren druq
manufacturers and pharmaclfes and PDP sponsors. @nd (2) may nol requirs 3
particular formulary or institute @ price structure for the relmbursement of covered pan D
drugs ./, 42 U.S.C, § 1395w-111(]) (amphasis adgeda).

''§ 1360D-11(i)

P.88-32
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The mandadte to CMS Is cleur ~ i may not inlerfere with the competitive mode! that underlies Part D, or
interfore with any negotiations belween manufacturers and phamacics on any topic, which would include
rebates and discounts. Rather, Congreas explicitly chosc %0 icave pharmaceutical manyfacnirers. PDPs.
and pharmacies participating in NMet D to engage in private negotiations ahout price cancessions,
Including rebates The language proposcd by CMS in the draft 2008 Reparting Requiraments flics in the
face of this prohibition.

Not only is the statute ciear on this point, CMS 1egulations amplified the Congressional proscription.
Nare epecificaly, CMS incorparawd this statutory prohibition into its reasoning In the pramuigatinn of the
Final Rule Implementing the program. in addressing private sector price negotiation and formulary
design, the agancy staled that:

The Acl envisions that most priee nogetiation including discounts, rabates, or other
direct or indirect subsidico or remunerations will take place betwocen PDP eponsors
or MA organizations (or thelr subcanliactors) and pharmscies ond pharmaceuticsl
manufacturers, We believe the Congress used the terms direct and indirect to be all
Inclusive in defining subsidics. Section 18600-11(i) of the Act preciudes us from
intorfering with negatistions between drug manufacturers and pharmacles, or PDP?
g§pongors, or requiring a particuler formutary or pricing struclure. 70 Fad. Reg, 4194,
4298 (Jan. 28, 2005).

In ddition, CMS moted thot privote nogotiatona baetween PDP 3pansord and preseription drug
manufacturers will be able 10 achieve savings comparable to or better than those hat would
result from negotiations between the government and manutacturers. 70 Fed. Reyg 4238 and

4468,

CMS' duties with respecl !n prescription drug prices are even further limited by regulation, In reviewing
plans’ bids, if CMS finds that a particular plan’s price data differ significantly from thasc of athar plans. the
agency may exerise ity authorty under Section 1880D-11(b){(10(C) of the MMA 0 ensure the
reasonabienass of bids and ask tho plan to provide Information about ity priging structure and the nature
of its aggregated price concessions from pharmaceutical manufacturers, Inciuding rebates, in order to
determine whether the plan has negotiated “as vigorously ag possible.” 70 Fed. Reg. 4239, Procedures
for these disciosures, which by rule arc explicily restricted w POPs, and da notinclude LTC paarmacies,
are reflected in 42 C.F.R. 423.104(q)(3)." CMS has assured stakeholders that it does not intend to use
this autharity as a "back door price control mechanism” {0 circumvent the pronibition on inlerfersnce in
Section 1860D-11(1). 70 Fed. Reg. 4300 Yel, that is precisely what CMS proposes ta do here.

Clearly, UMS i prohibitad by Congress and by its own ruieg 10 interfara in any way with negotiatione
between PDPs and phurmaceutical manufacturers and pharmacles, including long term eare pharmacies.
Although the agency speculated in the Preambie to its Final Rule that the compctitive design of the
Mpgicare Prescription Orug Program and the enift In fermulary management from pharmacy @ POP nugnt
rasuit in 3 change in who receives rebates from pharmaceutical manufacturers. with manufacturers being
untikely lo conkinue to pay rcbatec both 10 large long term care pharmacy cnaine snd PDPs (See 70 Fed.
Reg 4507-8), thic agency speculation demonstrates that GME is aware that its draft rehate disclosure
requirements, if finalized, would have the effect of impactng the very pharmacy negotiations that
Congress haz prohibited CMS lrom addressing. Again, changes in LTC phammacy rebate practcoc aro

2 CMS rejrerates mie view multiple other times in the Preambie 1o the Final Rule, Sec 70 Fed, Keg, 4245-0, 4290,
4300-] and 4296.

¥ Disclosure. (i) A Part D sponsor is required 1 disclose to CMS dala on aggrcgate negotiatad price concessiuns
obeained from pharmaceutical manufactures s, a5 well as data on ageregate negotisied price concessions obteined
from phermacevtical manufacturers (har arc passed through to beneticiaries, vis phaomacics and other dispensers, in
the: farm af lawer enbeidtes paid by CMS on behalf of Jou. insame individnalis described in § 433.782, or in the faem
of lower monthly hencficiary premiums or lower covered part D drug prices af the point of sale. 42 C.F.R. §

423.104(2)(3).
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reserved by Cangresx, end recognized vy Ui CMS Final Kuie, 10 B¢ 3 matter solely bebween
pharmaceuticsl manufacturers and long term care pharmacies. Only Congress can change that For that
reason. CMS's praposal conlradicls the clear Congreselonal restriction on its interference with LTC

pharmacy purchasing.

We hava carefully considerad CMS' slatament that it hos underswoos Congreas to have intended the
MMA to ensurc that ell pharmacy rebates and discounts are passed un lo beneficiaries or the govemment
{presum3bdly dy passing them through the PDIPS). Saa, a.g.. DAk PDP Call Lelter al 8-9. CMS, howaver,
has cited no authority for Lvat propoeien, nor Is theve any, Even if such legisiative histary existed, which
it does nol, il would necessarlly f3il In favor of the countervailing and explicit MMA language prohibiting
CMS from interfering directly or indirectly with pharmacy-manufacturer negotiations, whioh nccesserily

includes rebates,

In the final reguletion implementing the MMA, CMS had the: upporntunity, though nofice and commsent
rulemaking, to requidte rebate reporting (aithough nat the negotiations involving rebates). The agency
chose not to exercise that authority.

Finther, in his October, 2005, “Report 10 Congress — Keview snd Report on Current Standards of Practice
for Pharmavy Swvices Provided to Patients in Nursing Facilitias,” Health & Human Sefvices Scorctary
Michael Leavitt provided Congress with an in-dapth examination of LTCP rebates. The report explalng
how LIC pharmacics (LTCPS) ecquire rebates and haw | TCPs' *specialized services are likely partially
subsidized by manufacttrer rebates to the LTYCP...”

in submitting his report, Socretary Leavitt informee Congress of his plens;

Saction 107(b) of MMA raquires 3 descriplion of the plans of the Secretary to imploment Part D,
in @ manner consistent with applicahle State and Federal laws designied (v protect the safety and
quaiity of cara of LTC faciity petients. On January 28 2005 CMS published the Final Rule
implementing Title | (CMS-4063-F) and crealing Fart O plans (42 CFR Part 423). Taken together,
the Final Rule and portinant guidonce metersls conshitute the plans of the Secretary, which sre
designed (2] fo ensure the ongoling safely of LTC facillty patiants, consistont with applicable igws,
(b) to encourugu drug manufacturer rebate savings to be passed on to the patient, and (cj to
reduce incentives for over-utilization that may exist when copsullant pharenavists 8re nof

indcpendent from the pharmacy.”
Furtner, (n Makng nis recommandatons to Congress, the Sceretary staed:

Section 107(b) requires the Secrstary (o provica racommendstions regarding noceesary ootions
and appropriale reimbursemeni lo ensure the provision of prescription drugs 0. Meadicare
beneficianes resuding in LTC facilities, in a mamms consistenl with wxisting patient safety and
quaiily of coro gtandardo undcr applicable State and Feders! iaws. The plans of the Secrelary
address the reimbursament and palient safely isaues raised by the study conducted by CMS of
current financing and ogelivery standargs ©Of practico. Consequently, the Scerstary hes no
1egisiative recommendastions 3t (his Ume, However, given tnat Farm L IS 3 new program, It will b
assantial to monitor hroadly eardy experences with implementation. Specific issues to monitor
carefully include (1) the degree (o which LTC facilities will influence eneliviary plan choice and
the eace with which benehoianss meke lthal choice, (2) the impact of Part D formularies on
current orug regimens of beneficieries and the smoothness of the transaion to Part D, (3) whether
| TC: facilitles wilt ngve to change LTCPs or work with multiple pharmacies, and # £o, the impact
of this shif? from the one=to-one model, (4) the effectiveness will which LTC fucitities and LTCPs
manage multiple formularies. (6) the effechiveness with which pizns ranage the benefit in the
LTC setting, (G) the effecliveness willh which plans control dnig costs for beneficlartes, (7) the
financkl impact on L1C facities end LTCPs. (8] whether there will be increased competition
amonqg LTCPs. and (5) the degree to which LTCPs or FPart D plans will have greater negoliafing
feverage. If necessary, the Secretary will make recommondationg for nctions based vpon the
Implementation and early operational experiences of the FPart D program.,
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Therefore, as of Oclober, 2005, Secratary Leavit, based on a report prepared by CMS, reporied ko
Congress that | TCP rebates nad been examined in depth and that the hinal rule was designed “in
encourage drug manuracturer rebate savings to he passed on o the patient.” Algo, in listing nine areas
hal required turther monitoning, he did not Jist manufacturer redates pakd to LTCPs as an area {hat

needed (o be monilored.

in ephe of the Secretary's October Report te Congress, CMS issued a3 Q&A document in November of
2005, questioning the practice LTCP rebates. This scturred after negotistions on nework participation
batweun pharmacies and PDP sponsors had been completed Had CUMS axarcised its regulatory
autharily, through formal rulemaking, 1o regulale this practice. the ncgotistions between Pan D plans and
pharmacies would nave daen significantly different.

LTCPA filed commants objarting ta the 2007 rebete reporting requinmnsnts issusd by CMS. Tho 2008
dralt reporting requirements represent an even mMore oneraus burden on pharmacies comparsd 1o the
2007 requirernents and, we believe, are not justified. The 2008 draft adda a mandate to report rebates at
the 11.digit NDC level. Thia excoods the curren( requiremcnt and sppears (6 extwwd Ue level of
infarmation CMS expects plans to epurt on rebales received by plans from manulaciurers. This, we
beliave is both contrary 1o statuts, as previously deseribed, and repracents overreaching by the agency.

interference in the Market. The MMA was a bold attempt by Congress and the Administration to atiow
the market, rather than federal government inrvention, to pravida an attordable drig benefit for

Medicare beneficiaries,

CMS has expresscd concern, belatedly, that the prescnce of rebsts relationships between LTC
pharmacies and manufacturers has the patential to croate incentives for pharmacies gnd manufacturars
to work againgt the Interests of the drug plans and the government. We dispute this cantention, based aon
the tingings of Kkuetary’ Leavil's ROPOrT 1o Congress, in which the Secretary clearly pointad out thst
repates are important in helping pharmacies provide services to residents that could not have been
gupponted by mimbursement for mgrediant costs and dispensing fees,

11 CM3, or Congress, had made i ctear that the practicc of negotiated rebates between manufocturers
and pharmacige wae ohher ocuntrary o policy or roquired oxtrrave rcgulation, pharmacies wouid
undoubtedly have nrgotiated marginalty higher reimbursement to compensate for the redurlion in
expocted rebate payments, This wouild have resulted in higher bid amounts by plans and higher costs to

w2 gueernnent,

Qiven CMS' stated concarn, # would appear that the market offers opputunities to quard against this
percerved prablem. First of all, the presence of institutona!l pharmacy rebates 15 well ynderstood in the
industry. Even if this were not the case, CMS' obsarvations in the preamble o the inat rule would have
mode even the casual ocbserver aware of the practica.

Setondly, the merket offere incentives for Part O plans, manutacturers and pharmaries to coopcrate in
using rebatcs as a tool o encourage formulary adherence and optimal outusmes.

LTC phramacy formulaies are lists of drugs that have a3 demnnsiraled record of cfiicacy In the LTC
popuidtion. LTC pharmacies have the abliity to influence the utilization ot arugs within a formulary to the

most appropriale drugs for institutionalized beneficiaries that provide optimal outcomes.

Part O plars, however, have significant power tc enforee formularies thiough the power of the purse. |t
they deny payment for non-formulary drugs or erect bamers (e.g., priur autharization or 51ep therapy) o
acccas, o plan fa capable of palicing drug product selection,

Part D plans walk a tenuous ing between rabale maximization, which heipg control costs, and relatively
open formularies. which \n¢rease the plan's appeal to bencticaries. Manufaclurers understand this
pracess quite well. 1 ney reatize that broad farmularies arc incompatible with sizeable rebates.

P.11.-32
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Since sii parves to the transaction understend this process and the interrelationships among the variaus
incentives, one possiblc culcame would be for the Part 1) plans to work with the manufacturers wnd the
prArmacies 1o create Incentves for appropriate drug Dmuct selection that resuits in maximizing the

interests of all parties.

However. we should note that pharmacies have littie opportunity 1o engage In what CMS beligves is the
major threat ta the program related to pharmacy rebates. pharmacies wurking in opposition 0 the
interests of the plan. it is simply not cost effeclive for pharmacias, motivated solely vy rebate
maximizetan, ta aftempt 1o encourage providers fo change drug product selection. Indeed, since nursing
homes are subject {c comprehensive oversight by state agencies, such activity would soan be uncovered
Dy Eurveyore and the nureing homec (who sontract with pharmacies) would find themsclves subject to

enforcement 3ction by the states.,

Lack of confidantiaity Finally, the 2008 reporting requirements undermine the market function by
easentially requiring LTCPs to make all of their drug manufacfurer rebiate data public, and threaten ta

inoreess the eost ot the Nort D program.

The 2008 reporting requirements require ail plans to acquire data on oll manufacturer rebates on all drugs
from 3l of their network LTC pnarmacies. It requires that the gata be transferred from pharmacles t
plans, rathey \han from phanmacies lo CMS.  In practice, all pharmacies would be required via thelr
contracts with plans to submit identical comprehensive rebate data to every plan they contract with.

In ncither its 200/ nor 2008 rcporting requirements has CMS guaranteed contigantaity of this data.
Troro havo boon no guarantees that planc will not make this data publicly available, or that it won't be
shared with drug manufacturars or other LTCP pnarmsacles. In fact, It could be reasonhably assumed that
this is CMS" inlent for requiring this data to be reported to pians rather than to CMS - to allow the data
e uned Dy Hans In negotiations with ather phArmacies ann drug manufaciirers.

Public disclosure of LTCP rebate data abviously distorts the marketniace. and would drive up the arst of
the program. CMS shouldt certainly understand this, as it has argued aglinst providing drug pricing data
o Congress’ on the basis that public disciosure of drug pricing infarmation makee it harder to negotiate
lowar prices from manufacturars, racuite in callusion, and drives up the coat of the program.

Increased Casts to Madicare & Medicaid. As noted in Secratary Leavitt's Report fo Congress, LTCPs'
“specinlized geivives are likely partially subsidizead by manufaclurer rebates 10 The LTCP...." [0 the extent
that such rebales are reduced, the cosi of those additional services would have to bc passed on lo
bereficiariee, plans and ultimaiely the Part D progrem, o to other providers sucn as nursing homaes,
which are funded Ly Medicaid.

As explained in the | eavitt report:

In today's snvironment. LTCPS provide many Senices 10 nursing 1acimes at iittic or no charge.
hermacics can afford to offer exmensive service (v nusing fauililivy al nv charge and suj
achiave acreplable margins because they cap acquire and dispense drugs ut costs thut are
substantially iower than thelr réimbursement rates for Madicaid and Medicare FPart A, which cover
the majorily of nursing facility residants In addition, 1o the extant that LTCPs can direct markat
shere to spacific drugs, they can aise colfect rebates from drug manufacturers. ..

... Mowever, with 1he Implementation of Megicare Part O, drug coverage for dual eligibies will no
ionger be provided by Mecicald and will Instead be provided through 3 Prescription Drug Pian
(PDP) e 11 Maxlikzne: Advurluge pinn theed affers deug cuveragm {MA-P)) When This transition
occurs, PDPs and MA-PDs will be tha source of coverage for the great majonty of nursing fecility
regsdents. Thig ransition ig likely to reshape the indusiry dynemics, as LTCFPs may not be abie to

“ So¢ Jettor srom CMS Acting Adminiotrator Norwalk to Congressman Tom Davis, Marcs 1, 2007

P.12/32




—
MOU—]:S—ZQE'? 13:48 OMB-DIRA
‘l. ’ (4PA wmfﬂe"(s Ui 518 11 wiwwmr = ¢ o . - 292 395 516? P. 13/32

mainlain us large a aifference between drug acquisition COSIs and reimbursement, and may also
not be eligible for rebates if the POP or MA-FPD sets the formulary. This raises the question of
whether LTCPs will be able to continue providing customary services at little or no charge to
nursing facilities or payers.

In its June 2007 Report to Congress, MedPAC raises the same concemns;

Disclosing rebates could changa the way LTCPs do busingss. Rabate information is highly
proprietary. and we do not know the magnitude of those revenues. However, given that LTCPs
have the capacity to achieve significant formulary compliance, it is reasonable to assume that
rebates have been sizeble (Lueck 2006). If manufacturers begin to reduce or eliminate rebates.
LTCPs may need to bagin charging explicit fees for services such as drug regimen reviews, in
turn, this could have implications for other payers such as Medicaid.

On the other hand, doing away or discouraging LTCP rebates would not save money for Part D plans and
the Part D program. As discussed, LTCP rebates do not compete with rebates received by Part D plans,
As LTCPs must adhere to Part D pian formuianes, LTCF rebates do not subtract from Pan D plans abiity
to secure their own rebates. If LTCP rebates went away or declined, there would be na incentive for
manufacturers fo transfer the money spent on LTCP rebates to Part D plans. The resuit would be that a
key saving to the program — manufacturer rebates used by LTCPs to finance unfunded mandated special
services required by CMS - would be gone from the program, and the cost of the program would in fact
have to be increased, or services decreased, or the cost passed on glsewhsere, such as on to the nursing

facility and Medicaid.

Also, it is worth noting that CMS's concerns regarding the rupact of LTCP rebates runs counter to the
judgment of state Medicaid programs which previously provided drug coverage for nursing hame duals.
LTCP rebates existed under the previous state Medicaid funding mode! and even though states, like
PDPs under the Part B program, maintained their own formularies and received manufacturer rebates,
they did not take action to block or discourage LTCP rebates. This suggests that CMS’s speculation is
out of line with tha judgmant of state Medicaid administratore who previously paid for LTCP services.

LYCP Rebates, Formularles and Utilization.

CMS states it is requiring plans to collect LTCP rebate data as “evidence that they are managing and
monitoring drug utilization." Why CMS believes mandating collection of this data provides any such

evidence is unciear.

Under a competitive system. it should nat be necessary for CMS to drive plans to contain costs.  If plans
believe they would save money by having access to LTCP rebate data, they could pursue such a
requirement via the contracting process, subjecting the plans and pharmacies to a negotiation over the
cosis and benefits of collecting and providing such dats. Further, while plans are required to collect the
data, the mere callection of it isn't “evidence™ of anything other than the simply fact that it was collected.
it is not clear that plans see any benefit in having the data, intend to the use the data, or even know how
to use the data — or even If the data means anything to them, '

According to the MedPAC June 2007 Report o Congress, "CMS is concerned the separate rebates
LTCPs receive directly from drug manufacturers could interfere with the formularies Part D plans use and

could raise program costs.”

CMS incorrectly assumes LTCP formularies are akin to, and often in conflict, with PDP formularies.
Equating LTCP and PDP formularies is an apples to oranges comparisen, In genera!s. PDP formularies
have restrictions primarily for economic censideratiuns, such a3 favuring less costly drugs over more
costly drugs. PDPs can enforce their formuiaries by not paying for drugs that are not covered, or when
their drug utilization management requirements are not met In a competitive marketplace, POP

* PDP do enforce some restrictions based on safety considerations.
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formularies must baiance: the tension belween Naving 3 broad enough formulary o atract enrollees, and
s restriclive enough formulary to reduce coste. Having POPs manage that tunsion W3 a kay gool of
Congresy, which recognized its own limitations In managing that lension tsalf.

Untike PDP formularies, LTCP formularies are advisory and primarily clinical in oriertation. Some of the
targest LTCPs have their formularies developed by outelde profeszsions! argenizations, ea noted In the

Leavit Report to Congress:

Formularice creuted by L I'CPx are doveioped specically for the nursing faciity populanon, taking
into account the dynamics assocrialed witt (he process of aging. These formuylsnies ar developed
colfaberstively among & committec of physicians, consultant pharmacists, snd olter heaith care
prolessionals who have expernise in geriatnios and genatne pharinacothorapy.

MedPAC'es Report to Congrass 3iso racognized the diffcronces between LTCP snd Part D plen
formuiaries.

The noture of LTCP formularies giffers somewhat from footuidaricy that pharmacy benefl
managers (PEMs) use. PBMg’ formulanes arc continually updaled lislks of medications that a plan
or payer will cover. A PBM covers all drugs jisted nn /9 formulary in some way: howaver, most
rormutanas do not list all drugs and enroliees must pay out of pocket for drugs that are not listed.
In addition, PEMS' lormulanies typically cat differant levels (liers) of cost sharing ¢r require thet @
pailicular condilion is ma hafore censin drugs or goups of drugs will be covered. By
vompsnison, LTCPs’ formularies sre moie advisory in the cense lhat the pharmacy generally
does not decline 1o cover prescnplions, axcept for limited circumstanices.

in general’, LTCPs do not decline to Ml preseriptions far drugs that are not on an LTCP's formulary.
Therefore, LTCP formularies are not In conflict with a PDP farmutary.  Even when an LTCP formuary
recommends & glfferent drug than a P rormulary doce, the PDP hoids the ultimate decision making
power because it decides whether or not 10 approve the Clalm.  LI'CPs may hava influence within 3
PUPs farmulary. dut do not have the practical ability 10 oveiride or ignom it.  Manufartirers may ofler
rébales as an incentive 10 LTCPs, but PDPs offer a greater economic incentive In deciding which claims
are paid, Further, through use of drug management tools, SUCh as requiring pror authorization, PDPs
can make It coust ineffactiva for LTCP: to spend the time and resources required to Influence the
prescribing of & drug disfavored by a PDP. LTCPs typically receive rebatss based on volume and market

share,

CMS has aiso argued that t wanis rebates reported for the nurpose oOf having plans monitor utiiization,
suggesting that rebates provide an incentive for excess ntlization. However, no evidence has been
presented thal rebatec drive greatar utilization, Utliization i determincd primarily by the prescribing
physicians, not the pharmacist, ang physicians da not receive rebates.  kufther, consuitanl pharmacists
are professionally oblinaled to make approprate thurapeutic recammendatians, and it ie often the casa
that thuse recommendations arg for decreased utilization, not incregsed utilization.

Retate Roporting Burden:  n its Bupporting Stalement, CM$S estimates the burden of compiyhng with (e
Reporting Requiremcnts to be: "Annualized wage burden per respondent = €0.11715 hours *
321.04/hour =§1,264.86"

Of course. thic burden is the cstimate for the Part D plans to cumply with the full Reporting Requirements.
What is not taken Intu account in this estimate is that in the case of LTCP rebate roparting. for example,
atmost the entire regulatory burden fails on the LTCP, not the Part D plan.  The cost of compiting and
reparting rebate information, particularty at the level of detsil proposad by CMS, far axceeds the burden
cstimeta juat for rebote reporting alone.  Simply in adininistratve terma, reporting rebate Information s
proposed under e Reporting Requirements it tramendousty costly in tarms of Sme, labor and expertise
for the pharmacy t provide to the Part D pian,

“ In some cases, LTCP3a may decline 10 fill 3 prescription for safety reasons.
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We note that since ihe previous draft of the reporting requirements, CM3 has 300ed an oxempuon tor
pharmacies with less than 5% of tho beds in an arca,  We see this as an acknowledgement of the burden
imposed by the rebate reporting requirement. While this exemption is 3 start in the right direction of [fting
this burden, the real solution remains Lo lift the rebate raporting requirement entirely for all long term rare

pharmacies.

Conclusion. In conclusion, we believe CMS' intention to continue to require LTC pharmacy rcbate
Information to be reported to Part D pians is contrary to slalule, violawes fundamentsi market principles,
Credies unnecessary aominisirative costs and burdens, and treaiens (0 drive up the Cost ¢r the +an D
program. Wae urga CMS 10 drop the LTC rebate reporting raquirement ealirely,

Dareit McKigney

Execulive Directur

Long Term Care Pharmacy Alliance
1776 Massachusetts Avenue, Suite 410
Washington, D.C. 20036

(202) 386-7559
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it, You are protublied from discloning Aisuibuling, copying or acking izt reliance upon the attached material i you have

received this PAX in error, pleass notify us immedistely by telephonce at tha numbes listed above and retuen 3l papes to
above addiess via the US, Pestal Servce,

RaG3ROD Blua Crom acd Blue SN of Mirnetala Is 3n indeeandent ficenzee o the kiue Crng ard Blue Shisid Astasmion
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2008 Part D Reparting woa::d_uﬂ. ~

Section O:amnonlnoass_a - : S

GENERAL Pleasc o_ma_p\ witether enlranced altemative and OTC drug claims be excluded ?oa TED: iu a3 (h=y were
for 20677

Seetion I Will CMS ako be requesting GRO Access repurt supporting Data Blemen:s A1-A3?

Reiail, Home Infizioa, and Lorg-Teim

Care Pharmacy Access

Section TUL Please clar:7y the fo'lowing.

Vuceines e Are plans ‘o report the numiber of pager ciaims fite for vaceines speclfically administered in a "clivic

setling” or all paper clairas filed for ndm nisiration?

s Ave plans to repast peper claims for admimisiration, the veccire, oz both?

Sectivn V, Regmding the Bercficiaries Eligible fo- MTMP Record Layaut, will CMS allow oull values or blanks in

Medication Therapy Management
Programs

the "Date MTMP eurolimeni” field7 Per the requiveinents this is a DATE REQUIRED field. This field
could'shoul be emply fos eligible non-padicipats. There will bz o enrolmant date when a participant
declires ecrollment fo (WTM,

Regarding the Beneficiaries Hligible for MTM? Record Layout, will CMS allow cull valucs or blaks |
the "Dzte MTMP participation was declined” field? Per the requinoricnts this is a DATE RBQUIRED
field. This field could/should b2 errpty for enrolled participants.

Regarding the Reneficiaries Fligible for TP Recard Layoat, will CV.S allow null vzhies or blacks in
the “Dute MTMP azﬁomw»zo: discontinued MTMP” fel®? Per (he requirements this is a DATE
REQUIRED field. This fi=ld could/shwald be ainpty for earolled sarticipants,

Reyarding the Benc{icieries Shgible far MTMP Record Layout, wi'l CMS allcw null values oc blanks in
the "Reason zanicipant discontioved MTMP” ficlc? Per the requirensents ihis 's a TEXT REQUIRED
fie.d. Th:s field coxld/should be emply for enrol.ed partiei

Section XIV,
Phsrmaceutical Manufasture- Rebules,
Discounts, ar«d Orer Price Concessions

|

Pleese clunify wiral CMS’ expectation :3 or: the rearting of Prior Rebates when sestating puiar Rva;_:j
perio:k?
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WELLBOINT.
- November 13, 2067 ' 3
- OMB Human Resources and Ho ing Branch P
Attention: Carolyn Lovett . : B
- New Executive Office Buliding, Room 10235 i
Washington, DC 20503 i :
Fax Number: (202) 395—5974 ; : sr ;_
j ! i
Deer Gnrolyn 1 i ' |
. t _ ,' A
With ragards to the pmposed inormation, i '} !
{ A :
Title: 2008 Part D ReportingReq irements H i
~ Date! 10/12/07 : ! ‘

Summary: In accordance wuth the Papcrwork Reduch n Act of 1995, odaywe are: posting me.
~ draft 2008 Part D: Reporting Req irements for publio comment in th frderal

register htpy/(cms i3 Pmuﬂaseﬂwasﬂ. ;
CMS welcomes comments from the public on ali items set forth in thiese docurpents. Tobe ¢

assured consideration, com and recommendatidns for the pmpoaed information
oonectnons must be reoewed an address below, no a!erthan L p;m on November 13, 2007.

| Please fnd We”Pom‘l‘s comniem regarding the draft »008 Pant D Repomng Ftequ:remonts

" Retal Home | Neweecion | |e Neod clarfidation frrun CMSH their defirjtion of

Infusion, and , : - Mudicare bepeficiarics incluges plan enrbilees or is it al
Long-Torm Cara | . Medicarae barneficiariec rosid whhln thé pharmacy

Pharmacy Access . network. |

: e Do plan spapsore have to crbss-refprw the CMS
reference filge to enroliee ddia? i yes, thon there may
be conetrainis in pmvldlng armacy aczesz dala at the
PBP Iwel |

o Need clarification from CMSHae 10 th thisshold that
CMS usens th detarmlno if @ PBM has mét Long Term
Care Pharmacy acocst req r;nents 'T*mr currant

Sv¥

stamas lhey S8 P formuln om of LTCPs ided by the: |
number of giigible nursmg heme beds. What iz the
*passing’ pércantage?

e ]

D el e T

T AN o Ty P AT A T T Fmp
P
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xon of thls e e ortln r! ' lrrment wulnnt
pose any callenges with thé exception ¢f ltem D

[tem D (The number of vaccinde pto ed through
.a paporonhanood procegs, wnornléo pravider uged
or navigaled a process that fac-lila

out-o!-nehuork
yoccessd durmg the time porlod gpeci

above)
rafers tq physician pape clalms (standardized dlaim
form-CNIS 1500 ar. diled Standhards Committee
(ASC)YX12 e!edromc for!nat) L

Accrediled ndard‘Gomm c[ASC) alm-
currantly not pan of the PBM clainie eysfeme and It may

not be possible to adjudicaty such claims

| longer used.”

| Data elemesits rajiaed:
| At-2ana B1:21

drop-down Hox isino

Vil. Home Infusion | New gection’ Neod clarifidation from CMSHY thig. reporﬁng section lg
Utilzation . limiled to §-PDs since Par{ C bundhrm for home
infusian {H1] sesvices is man iongd H er, the use of
*Part D bengficiariea” within this olomenfcaucce
oanfusion # thace under Par] C are conzidered enroliad
. ina MA-PD and wuld not n ta: ‘be In < suparale
category
s Naed clarification from. CMSlon the deﬂ'lmon of
: Medicare beneficiaries withis the reportifg sections:
“ “Part D bansficiaries” is used i in this section and
‘ s sencallees’ 4nd "beneficiarie” are used i otherceations
: Part C clalis are rot adjudidated by IPoint NextRX
and the ¢ Part C Hi bungled w'vbb nalms would
. s __notbea PBM doliverable
DX Pharmacy & | Section was:rcnamod Need clarifidation from cmstas o what othcr entitioz,
Therapeutios to refloct incorporation beeides a Pant D Sponsor, chnstitite an “organization”
(P&T) of Performapce of Part within thls data slement ¢ y
Committees/Perfor | D Functions'[rom v ¢ ;j _
mance of Part D { subsection 4ol H g
Functions 1 Liewnisure &'Solvency ; .

X[, Overpayment

No change -

. CMS newds|to clarify thelr cijrrent defi nl!lon of an

e CYO7 Réporing

cverpaymen] ax provided in
defiriition will allow for

Requiremants FAQs. Furth
m accurite data ooileotlo,

DIV

and ro n

AT @ BT TP = AT Y R AN S ST

N R 1 VI s e s S g g
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Nood clarifiiation from CM [ f WalPoin v«h also nced
analyses munthly 10 pull thos¢ members Who are in'a pla without a
deductibie, dua to the fact ey will st nﬁany be in
Data eloments afded: the dodumho phase | gven th bouglt mesr efit may not
« C.Numberof LIS have a dedtictible - 2
enmllegs In heme C, 0!8, and I- LICS omba!s will need to be
deducthie pese extractad which may praserh 2 difficult thsk for the PBM
as of thé 1astday of and must b lead by 3 rugnr’cnnt oﬂoﬂ i
the moqm ‘ :
e D.Numiberof LIS : !
enrofless in t {{
. pre-mm | age i
: Hmdpmwe of 3
the tagt: ﬂay the i
month « s
« F. Number of non- - L
LIS enrgltees in the v
deductiile pHase ?
asufmqlast day of : 4
the month. !
o G.Numberof LIS ! ey
anmliees in the ; Sy
coverage gag as ot ‘ t i
the tast day &f the I L
marth : ‘ H H
. | Numpyr ot '35 | S
enrolloct in the | i
, eatastrophic . .
. coverags lavl es L f
: of the list gay of P
. {he month. —
: : o
| i
© Binocrely, !. B
. - f
¥ e 3 4
Carglyn Haynes : E i
Vice President of Compliance ¢ ;
. Senior Buginess :g ¢ L '
: o e
! i o
; ! o
: ¢ i
: ? 'E
Lt 4
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:j ~‘ | L
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Nativnal

PACE

Ax>oclation

November 11, 2007

OMB Hunwau Resourecs and Housing Branch
Attcution: Carolyn Lovett

New Fxecitive Othice Building, Room 10235
Washingran, DC 20503

Fax Number: (202) 395-6974

L reviewing the Medicare Part D Application for New PACE Organizations fur the 2009
Contract Year, the National PACE Association (NPA) wuuld Jike to comment in regard to the
strestation: required of PACE organizations related to Claims Processiug. In rthe 2007 version of
tae application, applicants aftastad to thelr abilily to either:

2) Conmac: with a third party that agrees to develop and nperate an on-line claims processing
fyatems thit operates in real ime ta ensure accurate and tmely payment of all elaims submitted
by network. pharmacics, OR

b) Have imema) procedures in place to assure accurate and timely payment of all clajms
submined Ly network pharmacies.

Ina the 2006 Part 1 application, option (b) is rna longer listed.

We are cor cerned that amission of uption (b) results in a requiremnent that PACE

erganizatcns ust process claims in real tine regardless of how they organize the provision of
Part D druys to their enrollees. Unhke typicol Medicare beneficiaries, PACE enrollees, al] of
whom are certified cligible for pursing home level of care, generally do nut acquire their drugs
from local pharmacies. Rather, PACE organizations arrange for medications to be delivered o
enrollees ir the PACE center or in their homes. Also, under PACE regulatory requirements,
PACE org:nizations arc prohibited from charging their carolices cost-sharing wnounts so rcal
tinie proceusing is not required at the point of sale. NPA is concerned that this new requircments
will irapose: a very substantial bwden on PACE organizations that is nol warcant=d in order to
wsure the : ppropriate administration of the Part D benefit at the bencficiary level.

We are hogclul that CMS and others as appropriatmwill engage NPA and its PACE provider
mcrabers it a dialogue in vrde: to fully understand the impact of » requircent for “an on-line
claims proceysing systcm that operares in 1cal time" hetorc imposing such a substantial new
requirement on PACE providers.

For questioas and further follow-up, please contact Cluis van Reenen at the NPA at (703) 535-
1558 or chiisyy@npaonlinr.uzg.
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éﬁ"é KAISER PERMANENT Ee Kaiser Foundation Health Plan, Inc.

Legal Department

393 E. Walnut, 2™ Floor
Pasadena, CA 91188
626-405-5482 Direct
626-405-6726 Facsimile

Facsimile transmittal

Date: November 12, 2007

To: Carolyn Lovett, OMB Human Resources and Housing Branch
FAX: (202) 395-6974

From: Amy Hafey, Senior Counsel

Phone: Direct Line 626-405-5494

Subject: Comments to Proposed Part D Reporting Requirements
Pages to follow:

O Urgent

For Review [0 Please Comment CPlease Reply

CONFIDENTIAL COMMUNICATION

THIS TRANSMISSION IS INTENDED ONLY FOR THE INDIVIDUAL OR ENTITY TO WHICH IT IS ADDRESSED, AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND EXEMPT FROM DISCLOSURE UNDER APPLICABLE
LAW. IF THE READER OF THIS COMMUNICATION IS NOY THE INTENDED RECIPIENT, QR ITS EMPLOYEL: OR AGENT
RESPONSIBLE FOR DEUIVERING THE COMMUNICATION TO THE INTENOED RECIPIENT, YOU ARE NOTI/1ED THAT ANY
DISSEMINATION, DISTRIBUTION OR COPYING OF THIS COMMUNICATION IS STRICTLY PROHIBITED. IF YOU HNAVE
RECEIVED THIS COMMUNICATION IN ERROR, PLEASE NOTIFY THE SENDER IMMEDIATELY BY TELEPHONE AND
RETURN THE ORIGINAL COMMUNICATION TO US AT THE ABOVE ADDRESS BY THE U.S. POSTAL SERVICE. THANX

YOU.

Comments:
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Kaiser Foundation Health Plan, Inc.
Comments to CMS Draft 2008 Part D Reporting Requirements
Submitted November 12, 2007

\

1.  Section | _Retail, Home Infusion, and Long-Term Care Pharmacy Access (Data |
Element A): CMS is proposing that Part D Sponsors provide information on the
percentage of Medicare beneficiaries living within 2 miles of a retail network pharmacy

in urban areas, 5 miles of a retail network pharmacy in suburban areas, and 15 miles of
a retail network pharmacy in rural areas. However, this Data Element should not apply
to plans that have a waiver of the convenient access standard for retail phannacies. (All
of the Kaiser Foundation Health Plans have such waiver). This is because Part D
Sponsors with this waiver fill 2 majority of prescriptions in pharmacies they own or
operate and convenience is imputed based on fact that pharmacies are generally co-
located with medical facilities. Therefore, access is measured by a different metric, and
the mileage information is not relevant.

2. Section |, Retail, Home Infusion, and Long-Term Care Pharmacy Access (Data
Elements C and D): CMS is proposing that Part D Spansors that have received a

waiver of the any willing pharmacy requirement, and a waiver of the convenient access
standards repon, by Pian Benefit Package number, the number of prescriptions
provided by all owned and operated pharmacies and all contracted pharmacies. (All but
one of the Kaiser Foundation Health Plans have a waiver of the any willing pharmacy
requirement). Part D Sponsors should aiso be given the opportunity to report this
information on a contract wide basis, so that CMS can assess whether a Part D
Sponsor's particular PBP that may not meet the standard is meaningful in the context of
the Sponsor's actual pharmacy delivery system, rather than an anomaly of a very small
enroliment PBP that has a higher proportion of nonplan pharmacy prescriptions. For
example, one of the Kaiser Plans has a PBP with enroliment of 23 members; another
Kaiser Plan has a PBP with enroliment of almost 141,000 members.

3. Section Vii, Home {nfusion Utilization: CMS is proposing that Part D Sponsors
provide information on the number of Part D beneficiaries receiving Part D-covered
home infusion drugs dispensed by any of its network providers as part of a bundled
service under a Part C supplemental benefit, as well as the total number of associated
claims. We are requesting clarification regarding whether this requirement applies to
Cost Contractors that offer home infusion services as a medical benefit.
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J Hrved,
From bq,b SLJemJa“\ At [Je. IDLLqr‘sauan &«W:{.
Following this cover page, / page(s) will be transmitted. If problems oceur in
transmission, or all pages are not received, please contact us at:
[eop) dat-a¢73 Ext

Operator: \.§
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RTANT NOTICE: The information cohtained in this facsimile message is privileged ane confidential information
intended only for the use of the person or entity named ebove, If the resder of this message Is not the intended
recipient, he or she is hereby notlfied that any reading and dissemination, distribution, or copying of this communication is
striclty prohibited. If you have receivad this communication in error, please notify us immediately by telephone,
and return this message 1o us at the address on this cover page via the U.S. Postal Service.

Prohibition on Re-disclogsure: This information may have been disclosed to you from records profected by Federal
confidentiality rules (42 CFR part 2), which prohibit further disclosure of such Information unless expressly permitted
by the written consent of the person to whom it pertains or as otherwise pemitted by 42 CFR part 2. A general
authorization for the release of medical or other information is NOT sufficlent for this purpose. The Federal rules
restrict eny use of the information 1o criminally investigate or prosecute any alcohol or drug abuse patient,

|
.
A 4] ¥
HEAIT M (NG LA THE EPIC LIFE INSURANCE COMPANY
Wisconsin Physictans Service Ingurance Corporation P.C. Box 8430 - Madison, Wi 53708

1717 W. Broadway - Madison, W1 53713
{808) 221.4711
VAW, WDSIC, COM

17502-094-0306
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Wisconsin Physicians Service (WPS) Comments on CMS Draft 2008 Reporting

Requirements

[Section

WPS (Contract 8§753) Question/Comment .

Section 1. Retail, Home Infusion
and Long-Term Care Pharmacy
Access

‘What month will the reference file for geo access reports be - made available
to current Part D sponsors, for the reporting time period January 1- March
N

Scction JIL Vaccine, Data
Elements A-F

This section requires submission of the toa] number of vaccines for a given
period (Data Elernent A), as well as the reporting of the number of vaccine
claiins processed through each listed method (Dara Elements B-F). It should
e noted the tom! of B-F may exceed the toral listed in A, since 2 small
number of beneficiaries mey receive their vaccipe at a pharmacy and then
later have the vaccine administcred in 2 physician’s office.

Additionally, this sectiop refers 1o a “paper enhanced process, where the
provider nscd or navigated a process that facilitated ont-of-network access.”
Is this copsidered any process in which the provider, other then 8 network
pharmacy, submits the claim to a Part D Spopsor for payment?

Section V. MTMP, Subsection L.
J and Svbscetion IT

CMS requires reporting of the number of beneficiaries whose participation
status in the MTMP is pending during the specified time period above. We
respectfully request clarification of the term “pending status.” Daes this
refer to members wha sre eligible 1o participate tn the program but did not
contact the Part D Sponsor to opt in or opt out of the program?

Section V1. Home Infusfon
Utiition

This section requircs reporting of home infusion drugs provided as part of 2
bundled service under 2 Part C supplemental benefit. Pleese confirm that
this requirement applies only to MA-PDs, and not PDP Sponsors.

Scction VIIT. Grievances, Data
Element M

In regards to the required submission of LIS grievances, please clarify the
rypes of grievances that should be considered an LIS grievance. Does this
pertain 1o situations where 2 member bas 2 grievance rcgarding their LIS
stamus, or does it apply to all situations where a grievance is filed by a
member with LIS? Should a grievance concerning LIS status that is filed by
a member who does not have LJS, be included in this caregory?

Section IX, Pharmacy &
Therapeutics
Committee/Provision of Pari D
Functions, Data Element B

Please provide 3 clarification regerding “org3nizations providing Part D
functions.” What organizations should be included in this calegory?

Section XVIL. Drug Benefit
Anslyses, Dara Elcments B-E

For data elements B ~ E, please clarify the differcnce between the pre-initial
coverage phase and the deductible phase of covernge. Is the pre-initial
coverage phasc considered the period berween the deductible phase and the

| coverage gap?

TOTAL P.1S

P.15/15
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AM CELEBRATING AMCP’
CI):;’;‘;';‘;,‘ ANNU ETING
Care Pharmacy«
w AT 16-19, 2008 -
M :T CONVENTION CENTER »
SAN FRRANCISCQ. CA «
November 8, 2007
Presiaent
Richarg A, Zadinsk:, PharmD
United Health Croup
Golden Valley, MN
¢ 1B Human Resources and Housing Branch .
. President-Elecr
Attention: Carolyn Lovett Cathy A. Corroll, BS Pharm, MBa, PO
. . oy i X ily # ]
New Executive Office Building, Room 10235 . Kancas Gty Mo Y e FaTerE
Washington, DC 20503
Fax Number: (202) 395-6974 Past Prasident
Steven W. Gray. PharmD, JD
Ksiser Pesrnanente
Oowney, CA
Subject: Medicare Part D Reporting Requirements Treasu
C.E. (Genc) Reeder, RPA, PhD, FAMCP
. . Universily of South Carotina
The Academy of Managed Care Pharmacy (AMCP) is pleased to provide College of Pharmacy
comments on the Centers for Medicare & Medicaid Services' (CMS") columo2,
Medicare Part D Reporting Requirements for Contract Year 2008. orector

Shawa Burke, RPh, FAMCP
Caventry Mesith Care, Inc.

AMCP is a national professional assaciation of pharmacists and other health  «ansas city, Mo
care practitioners who serve society by the application of sound medication
o ; . <k Director
management principles and strategies to improve hgalth care for all. The' ‘ e clark, BS Bhorm, MBA
Academy's 5,000 members develop and provide a diversified range of climcal, Tre Regence Group
. . . . arttand,
educationa) and business management services and strategies on behalf of the

more than 200 million Americans covered by a managed care pharmacy Direceor
John D Jones, RPN, 1O, FAMCS
benefit. Prescription Solutions
' Irvine, CA

The Academy appreciates that the required data elements contained in the

Medicare Part D Reporting Requirements for Contract Year 2008 are each e «cMahan, ParmO, MBa
individually important to provide the information that CMS could use to B ey

evaluate plan performance on required aspects of the Part D benefit.
However, AMCP is concermed about the amount of time required by staff of a2 ,,.cro,

prescription drug plan or Medicare Advantage plan to complete these ey e e
reporting requirernents and the attendant costs to both the Program and Merecr Istand, WA
beneficiaries. The Academy respectfully asks CMS to make absolutely

certain that sach data element requested is necessary 1o ensure proper S e as
oversight of Part D. Aecandria, va

10 faerth e Sheadr
‘:;U;[c" PYSI#

Aleandra, Va 2331

PN
{00 507 2840
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If you have any questions regarding our comunents or require any additional
information, please do not hesitate to contact me at (703) 683-8416 or at
jcahill @amecp.org.

Sincerely,

ith A. Cahill
Executive Director
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. 1515 Saint Joseph Avenue
SecurityHealth Plan. PO Box 8000
%\ Marshfield, Wi 54448-8000
Underwnitten by
\ 1-800-472-2363 OR 715-221-9555

Security Heanth Plan of Wisconsin. Inc.
FAX 715-221-8500

www securityheatth.org

Today's date:

Fax Cover Sheet 11112107 No. of pages (including cover sheet): 2
To: OMB Human Resources and Housing Branch, Fax #: 202-395-6974

Attn: Carolyn Lovett

From: Contract No. H5211, Security Health Plan of Phone#:  800-472-2363

Wisconsin, Inc.

Comments:
Re: 2008 Part D Reporting Requirements - Comments

Per your request in an email from HPMS dated 10/12/07, attached is a list of comments
for the proposed information collections on the draft 2008 Fart D Reporting Requirements

to be sent to you by 11/13/07. Thank you for your consideration.

Judith Strack
Government Programs Specialist
Security Health Plan of Wisconsin, inc.. Contract #H5211

Confidentiality Notice

The information contained in this facsimile is confidential and intended for the use of the addressee shown above.
If you are neither the intended recipient nor the employer or agent responsible for delivering this message to the
intended recipient, you are hereby notified that any disclosure, copying, distribution or the taking of any action in
reliance on the contents of this communication is strictly prohibited. If you have received this facsimile in error,
please immediately notify us by telephone to arrange far its return. Thank you for your assistance.
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2008 Reporting Requirements — Comments
Section L Retail, Home Infusion, and Long-Term Care Pharmacy Access

Are the data e]lements in Section A 1.-3. to be reported the same as we had to provide for
the mitial Pharmacy Access Analysis ? (ex. Urban = 2miles, Suburban = 5miles, Rural
=15miles) ? We are a local MA-PD with a predominantly rural geographic area. On our
initial geoNetworks report we had no counties that qualifiec as Urban so would we
answer question #1 as ZERO?

Section VII. Home Infusion Utilization

Comment about following data elements :
A. The number of Part D beneficiaries receiving Part D-covered home infusion drugs
dispensed by any of its network providers as part of 2 bundled service under a
Part C supplemenqtal benefit in the time period specified above (if applicable).
B. The total claims associated with Part D-covered home infusion drugs dispensed
by any of its network providers as part of a bundled service uvnder a Part C
supplemental begefit in the time period specified abiove (if applicable).

Both elements mention bundled service under a Part C supplemental benefit. How do
stand alone PDP’s or MA-PD’s that didn’t specify these HI ¢rugs to be covered under
Part C list any home infusion drugs? Since plans had to designate these drugs either on
their Part D formulary or list them as “bundled under Part C”’ during the bid process if
these drugs are just covered under standard Part D do they need to be reported in this

section?

Section XVJI. Drug benefit analyses

Comuaent about the following data element:
C. The total number of LIS enrollees in the deductible phase as of the last day of the

month. [List all LIS beneficiaries for all subsidy levels.]

Our plan does not have a deductible phase. Therefore, does this mean even for LICS III
beneficianes that technically would have the $56 deductible this should be reported as
“zero™ since claims for these members would be treated as if they were in our non LICS

plan?




