
November 9,2007 

OMB Human Resources and Housing Branch 
Attention: Carolyn LoveU 
New Executive Office Building, Room 10235 
Washington, DC 20503 

RE: Draft 2008 Part D Repoairig Requirements for public comment 

Dear Ms. Lovett, 

Below are CIGNA Healthcare Medicare Pan D comments relating to the draA 2008 Part D 
Reparting Requirements published for public comment in the federal registex on October 12, 
2007. 

Section HI. Vaccines 

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

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

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

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

Scction V. Medication Tberapy Management Program 

I. Data elements 

Reporting Item I - The number of beneficiaries whose participa~on status in the 
MTMP i s  pending during the specified time period above. This should be a subset of 
the number of beneficiaries who met the criteria for the MTMP in thc specified time 
period and should only apply ra paiod 1. 

CIGNA Cornmen&: Not applicable based on curtent program business processes. 
Within currmt 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-aut and we do not place members in pended status? 

11. Data file to be uploaded using Geatron or Connect Direct at the Contract 
level. 

CIGNA Comments: 
Data file is new requirement; at present do not have data structme to support m e n r  
feed. Please advise as to the acceptable file type. Must obtain Gentran or Cannect- 
direct sofhm for uploading fde. Please advise as to p r e f d  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 VD: Home Infusion 

ClIGNA Comments: 

As PDP plan, we do not know if a product has been administered by XV (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 inhion. 

As PDP plan, we do not pay for home infusion devices, i.e. IV pump, thepefore we can 
not identify the beneficiary or the c b  associated with home infusion drugs 
dispensed as part of a bundled service under a Pm C supplemental benefit. 

If the intent is to measure the number of members as well as thcir injectable drugs 
dispensed out of network home infusion pharmacies based on Ievcl o f  service (home 
infusion), that data are captured based on today's business process, though 
development work is needed to be able oo report on those mctrics. 

If you need additional infomation related to these comments, pleasc contact me at 
615.792.1313. 

Sincere1 y, 

i~~ 

Compliance Manager, CIGNA Senior Care 
Medicare Part D 



PRESCRIPTION 
PATH WAYsM 
Medicare ~rcac;Grion Drug Plans 

Comments for 2008CY Draft Reporting Requirements. 

Commentrr are on behalf of Pennsylvsnla Life lnsurancs Company, $6687 
and American Progres?rive Life & Health Ineuranoo Company of New York, 
95825 

B o ~ t I p ~ ~ r n d  HI P h a w c v  Icccom. Thls section requiroc the uploading of nshuak lists 
far the rcporthg periods of 1M-1;/30 and 711-12/31, CMS 16 requiring the pcrocntsgs of 
benecklsree l~vlng wimrn 2 mil- of a pharmacy in uthrr areas. As pharmaw a n  be added 
and tormrnaed to ti& dcrrfng oach repafing ptrfod, we would rrmrnnnd that the reporvng 
requiratnenl behAS OF THE LAST DAY Of THE REPORTINQ PERIODm for h perbd January - 
March 2008. The Mrne reporting slr~cturac rhould be In place tar suburben and rural arm5 as 
well. 

Sectlon II Accoo8 tp Uctendod D a v ~ m . a l  Reta-xles: Similar to SectJon 1, we 
wcnmrnend bat reporting of MCare Emnaamls be 'AS OF THE LA3T DAY OF THE 
REPORTING PERIOD" as it is a mapshot in tmc 

Section Ill V q - q m :  This sedan nquires the r~urnber of vacdnes.proclesoad, wnetner 
processed In 3 MD officc, and now the vaccine was proce~sed (p~per, onllne, paper enhanced, 
web laol, &.). We request CMS dd~ne the term 'vaccme' to lnduda only combinallon claims 
(vaccine and administration together on me Sam9 claim) and productonly deims to avoid 
dr(pIp3t0 ropOrfing d the samb varxinc* even. Also, ploam dellne me terme 'ppcr-cnnenced", 
"pfovide7, and 'olinltal setting' ta dearly indkatn what types: of uacclna dalms must De reporrod 
undw which olornent 

-s-e.ttfon V- Utllkatiuq: Thls section requests number of unique Denellcmriis 
mat have receivgd infuslon drugs a s  well as the lntal number of hfudcn doses. &there le not a 
clean definition of horne nfucion drugs, we would rscommend that this elanmt be modified to the 
number of clalms fllled by a home inlucran pharmacy. Regarding total number of inlush doses. 
thls element midd be problematic, as number of doso6 ie not supported by NCPDP billing at this 
lime. 

Sanlon XV Lono-Tsm C.8~0 Reba- This scctlon has k e n  c~pdatrd in allow SponSore to 
exercise discretion tor rwuifing LTC Pharrnacles b report rebate lnlormalion if thg serve less 
than 5% of LTC lwds in Ihe state wllich me pnarmaey opcntm. If the LTC Pharmacy quaWis, 
the sponsor is fhen required la stabs "Not requlred lo r9part" in their submlccion. However, if the 
LTC is required to roport, the sponsor must Indicate 'Nonmmpllant' on the ropon to CMS il no 
rebate Information has been rocorvnd. This uhols snct~on could he problemalic. as il requ'm a 
sponsor deberrnine if a LTC Pharmacy mwoo more than 5% of LTC beds in the state. 
Spmson do not arnenfly have this fypo of Infomtlon. 'L"f C claims" would be a better measure 
Inan be45 served", as a spnnsor has auwss to LTC Pnarmacy clam infometion. 
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If you do not receive-this transmission in Its ent irekplease  call: , ' 
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DATE 

Housing Branch 
New Exeartive Offim Building, 
Room 10235 

1 1 /'I 312007 
I 

FROM: 

REMARKS: 1 a Urgent [ @ For Your Review 0 Reply ASAP 1 r] Please Comment ' 1 

Dinese Wilson 

PHONE: 
FAX: 
CC: 

Message: Comments from HISC for the dedicare Part D 2008 Reporting Requirements 
I 

ConClderItJallfy Note: The Informalon axltained in tb& ~&lmile rnessaga Is mkged and aonfidentlal and Is lnrendcd only for the a*clrrQkO 
~nfonnalion am use ofthe addreme. d you are not the ~ntended recipient, any apyWg, us8 ~rdiStribuW! is mau(hulzed. If you are responsible 
far de(ir&p hb mesage to me addressee, it may not be copied, u W .  or dlfolbuted except a d i m  by me addrwce. If you have &d 
&IS m w a @  In enor, please notify us immed;a(e(y by lolophone so  at w can anange fat Ills re& b us at no cost b you. 

I 

I 

202-395-6974 
, 

We Cros and Blue Shleld dl- a Oivlsion d Wfh Care Service Cor#xation. a Mutual Legal Reserve Compur/. 
An Inderrendent Ucensee of d ~ c  Blue Cross and W e  Shkld AroodaUon 

PHONE: 
FAX: 
E-MAIL: 

972-7681641 
972-766-0342 (~60342) 

. Dinese Wilson@bcbstx.com 



Infusion. and 
Lmg-Tm care 
Pharmacy 
AC- 

, collected annually, is this the same concept for this section (i-e. this report 
I is annual.)? 
1 r k this where to find the current file far PDP? 

http://&.crns.hhs.qov/PrescriptionOrua~ov~ontd04 RxC 
ontractind Ap~licationGuidance.asnXtTo~OfPaqeThen on this 
page sded the 2008 PDP A~plication [ZIP. 3.SMB1 file. then 
select Medicare Beneficiaries bv State. Reaion. ZIP 
09302006 ~ 2 . ~ 1 s .  Is this a hational file? How often is this file 
updated? i 

I 
Is this whwp to find the current file for MA-PO? 
htt~d/www.cms. h h s ; q o v / b s c r i ~ t i o n D ~  RxC 
ontractina A~~liationGuidance.asp#Tog~aqeThen on this 

seted me 2008 MA-PD A ~ ~ l i c a t i o n  [ZIP. 3.9MBl flu. 1 
then setect Fedicare Beneficiaries bv State, Recrion . ZIP 
09302006 ~ 2 ~ x 1 ~  1s mis a 'national fileo? HOW often is this file 
updated? j 

I 

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

I 

11. 

I 1 

V. Medication -1 

111. 

Therapy 
Management 
Programs 

I 

- Accessto 
Extended Day 
Supplies at 
Retail 

allow null-values or blanks in the "Date MTMP enrallrnent" field? Per the 
requirements this is a DATE REQUIRED field, This field could/should be 
empty for gliaible non-oarticipents. There wlU be no enrollment date when 
a participant declines enrollment to MTM. 

I 
6 Please daqify that CMSis intemsted in the number of retail pharmacies 

that offer qai! ode rates for extended days supply only. 
I 

I 

Pharmacies 
Vaccines 

r Regardinglthe Beneficiaries Eligible for MTMP Raoord Layour. will CMS 
allow null values or Manks in the "Date MTMP participation was 
declined" fdd? Per the requirements this is a DATE REQUIRED field. 
This 6eld couldlshould be empty for enrolled ~aRiti~an&. 

I 
Does CMS only want the number of paper claims filed when specifically 
administered in a 'clinic setting' or all paper claims filed ocr 
administrations. Why does the second part of the requirement stare 
"feirnbursehent of fbt? vaccine'? Is CMS interested in paper claims for 
administra~an or tho vaccine or both oombined. etc? Can you piease 
define dinllc? 

r We contract wim OSI to act as an online vaccine clearinghouse bekeen 
the physichns and our P8M. does this constitute as a web based tool? 

! 



discontinued MTMPfeId? Per the requirements this is a DATE 
REQUIRED field. This field eauldlshould be empty for enrolled 

reinstatements due to 

TOTAL P.003 
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Meda Health Solutions Comments on CMS Draft 2008 Reporting Reqairemrnts 

E h t n t c  A-F 

n u m b  of benefickie may reaivc &eir vacciue st a pksrma y and Ihun 
lstu brve the h i s l s t t i c d  in a physician's oflioc, 

$&tioh' . . ' 

Seetion L Retril. Uomc Iurusion 

~ddirioaally, rhrs &on rcfcrs to a ''paper cahiuctd m r q  whcm the 
pmvida ucd or ~uvigued 3 p r o m s  UU f s c i l i ~ e d  oul-of-pcnvak acccss." 
Is &is e o ~ ~ i d e e d  my prouos in wtula LC provider, aBa rbvl a ncrrvcri: 
pharmacy, submits rhe claim to a Part D Sponsor for p~ymcnlg 

Medco Questiou/Comment 
What manth will the referule file for geo acwss npons be anadc xvailnblc 

Section V. MTMP, S u b s 4 0 0  I. 
J and Subsecdon 11 r-- 
Section VII. Ilo~nc Idmiom 
Utiliz*Uos 

u 

Section VIIL Grimnca, Dntn 
lilcmcnr M 

and Long-term Cwt Pbarmacy 
Acccsv 

saw is the h4TMP b pcndjag during the ~peil icd tinre period abave. Wc 
respectfully r o q ~  duificjlwn of &c tcrm '3- nuns." Does thh 
refkr ra rnmbcrr d o  ur eligible ta p a r f i d p ~  in the prognm bur did not 
c o r n  thc Part D Spwror to op1 in or opt our of the program? 

to cUrru1L P ~ l l  D PpQSIsorS, for t h ~  lepo&g rime puiod J M W ~  1- W c h  
3 1'9 

This ac&n requircf reporting of home infusion &UP pro%& or part of a 
budled service under a krr C s~~pplcmnrml bolefir Please c o n h  U,n 
chis requiremat applies only lo m-PDc, and oor PDP S p m w .  
In rcglvdr UJ rhc required submission of L S  giewnce, plase cLYify the 
lypec ofgricvanc~ hat should Ix wnsidcred an L.U gricvanca. Does this 
per& lo riruatioru wl~trc r melnbu hu a vi~rievsn~: reguding rhcir LIS 
srau, or does i! apply 10 dl s~luerioarr when o gritvan= is Gl:d by a 
mamba wid1 LlS? Should 3 p m e c  concerning L1S starus ,that is f led by 
a member who docs not haw LIS, be included in Uus carcgory? 

I 

W o n  M. P b i m c y  8: 
f l t m p e ~ 6 ~ ~  
Commi~llR.ovklon of Put D 
Pusctioar, Dnh Elemcat B 
Serdon XVR Drug Bmefit 
Anrlyros. D a b  Elcmrm B-f 

Please provide a darifiotion rcg~dmg u ~ h t i o 1 5 6  providing Put D 
fundoas." Whar orpuationr should bc hduded in this oakpry? 

For darr clcmcnrs 0 - E, plase clarify the b e c e  bnrvccn tlre preiniuhl 
covayc ph&c end the dcductiile phase of coverage. Ir rbc prr-initirl 
covcnge phssc d d a r d  rhc peiod h e e n  &t dedudblc phsso md the 



P-S Medicare 

VIA F'ACSXMILXE 

DATE: Novcmber 13,2007 
TO: Carolyn Lovett 
COMPANY: OMB Human Rssources and Housing Branch 
RE: 

(202) 395-6974 
Lisa Brown 

Comments on Draft 2008 Part D Reporting Requirtzrrmts 
FAX #: 
FROM; 
PHONE#: (336) 201-4500 
TOTAL OF PAGES: I 

Ms. Lovett: 
In response to the e-mail of October 12,2007, and on behalf of CMS contracts H3449, EX3404 and 55540, 
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 bmdiciaties who d i s d u e d  participation 
fiom the MTMP for a reason not specified in data elemeats EG during the specified time period above." 

2. Please clarify the tr;rm "pending" as it relates to element J- "The munbex of beneficiaries whose 
participation status in the MTMP is pending during the specified time period above." Does this include 
membes who have been contacted by the Plan for participation in the program but have not responded 
andfor members who have been i m e d  but have not been contacted by the Plan to participate in the 
program7 

Please fd fiee to contact me directly with any questions, via phone as listed above, or via e m d  at 
l i s a b ~ t h . c o c O m .  Thank you for allowing review by ow plans, and f'or considering out 
comments. 

CONFIDENTIAL FAX TRANSMISSION 
1 NOTE: The material trarumitQd and tammunicrGd with this fax is Intended only for the use of the indivldwl 
or entify to which i t  is addreassad. 'This aommunic+tiori may canhin indMdual protsctrd hmfth information ("PHI") that 
Is 8ubjeet to pmteution under date and federal laws, or other confidential or pmpfiuta y information of PARTNERS 
Natlanal Health Plans af North Carolina that may not be further discfosed, If the rcader of this communication is not 
the intended recipient, or the employee or agent reeponslble for dellverlng thla comrnunlceCIon to the Intended 
ncipient you are hereby nohied thPtanydiaoemhatlon, dlstrlbutlon or copylng d thk communlcetlon Is strlctly 
pdlblbd. It you have modwed thk comrnunkdon In m r ,  pl- nbtlfy us Irnrnodlatoly by trlephono and return the 
afiginrl message ta w at the ahaw address via the U.S. Pasbl &rvke. PIRfNERS Natlanal H d t h  Plans of North 
C ~ t o l l n a ~ l l  relmburex you forth@ return pactage. Thank you. 

PO Box 17509 
Winston- Salem, NC 27 1 1 6-7509 

(336)760-4822 (336)659-2949 Fax 
(800)942-5695 



OMB  AIL Rtslr~r~rxs  and 11~wing B w h  
Ann h o l f i ~  h v c t t  
New Excsutive Oflict Buildvlg Koam 1023s 
Washia@n. DL 20504 

Subjut: 2001 Past D Rcpofi'h& Rcquiremcnls 

Dcar Ms. Lovest 

f h& you for tho apporarnily re p&dc fbdhrck on the 2008 Pan D R@g Requircmcnts. Attached is liCt of 
our oommants znd guagerrions. 

Plojsr Re1 ftse to conud ar 952-967-5183 with qucationrreg~din.$c ow commontr. 



HealthPutn-zs: co~nmenls reg.ding 
2U08 Medicarc Part D Rqorting Rcyuiremca~s 
Novernbcr 5,2007 

- 
RcpOr9 1 Conunent 
Serlinn I - W a i l ,  Home Inlusim. and Long-Term Care Pharmacy Acccr~ 

,- 

P;ar D Sponsm should ILSC ice CblS (.:an CMS pmvida a :iak to this file.? 
reference file tbat p v i d e s  wunts of 
Mediixrc btneficiaria by &&, rcgion, 

!his da l i  bc ~czsaible lo plans almg wi.3, the forrnula for cdalat i ly  adeqmle 
thc L X  and 5omz infusion pherrnscy axess? 
a a a s  shndsrds, CMS will IL= data 
elunents s u b d e d  by P ~ r t  D Sgonson, as 
well ss information horn CMS rehence 
files mnlainhlg ccrunb ofnctsing honic . 

beds and ?~4e$ica~ beneliciaries by Stat, 
~egiog and zip code. 
A. Dsta elemenls k bc e n l e d  info (he Docs this include all PDP's i.e. kdividml and 800 series p h s ?  
HPMS at the Pbn (YBP) kvel:  Wfry is repfling al PBP level i f  mnhitcled nelwork is at conlracl 01 spmsm level? 

I .  The ~)lunhu of contracted rekit Par 80(! seees glans, should we inciudt eligible beneficiaries livmg outside ofik.e 
service wen. This mekes a difErence for PETS 

outside Iho defined servic?e.ararcaor should wejupt 

plans) as of tbe last day ofthe 

Why i s  this measure biarl~wai w h a  (he other arcess nieasurcs (Seclior 1) are m u a l .  
cbtqitlg to an amwl repohng cj1cle. 
of a raw number with no relation to the 11umScr ofb:r.cficisris, I 

I 1 size of o v ~ l l  ns~d*lrewisc a m ,  ctc? 

1 Whet i s  the criteria for su-ass cn this mczsw? 1 



iieRlll9a~tner~ ocrnmznrs regarding 
2008 Medicare Part D Reportifig Rcquiremento 
E ~ o v m b a  5, XlUl 

canthis kc qlor led at tla contrrtct level insteed of PFP Level sine the 11e1wvcrks an: 
the same r~:d Ilq'x rro: tying zack to PBP enrollmwt? ---- 

Section [I1 - VaGoeo 
Plcascspodfy \*axinzs thet should bt inc ludd  

Section VlI. Homt IPrurion Utitalion 
A. Ihe r m b e r o f h r t  D bcncficiatics 

~leceivins Pa9 D - c o v d  home 
i n h i o s  drugs dispaised by my of 
i l s  networlc pmvidcrs as pal oTa . 
bundled ~etvice undat a Pa? C 
supplemtntd hel i t  in l l ~ c  time 
p i c d  specifid abwc (if 
applicabLe). 

\Vhat is the value :o CMS of r~cciving this br~kout? Could they jua co! lecl aa 
aggrega'n nurnber P I I ~  indude list of sourcu to he hcluded in the iarrmctions? We 
ccu:d keep brcak-out counts in our rrpsrling documcntetion Fix abdi:. 

hfA-Pus may bc nblc io rcpott this data, !m\ how woulP PDPs without accpss tr! 
n~edical claims know? 

Sation XVLI. Drug baefit analyrb 

-. . - 

Pkase clarify source dew should be plan enrollrncrl daia h e r  thv~ 0 4 s  MMH 
data. Especiaily In light of previous cnrollntez-11 nn:l LIS d scxepancies 



.:*. - -\ -.>. 
a:. ...*-.-.-8-:*- - . .,-.-*--*:.*'.-- . *-*.*- - 0 .- 0- ..p.*,., .*:a:--= . me*- w - -* 

.'..~.*-w9ft t. 

LTCPA 
. -.,:.\.-• L on0 Tern Care 

.:- Pharmacy All lancre 

Carolyn Louett 
OMB Human ResourocS and HWSing nrdncn 
New Fxuutive Wifice Bulldlng, Room In235 
725 17th Street NW 
Wasnrngbn. DC 20503 

Re: Comments on Draft Medkare Part 0 Reporting Kequimrnontr for Contnd Year 2008 
redefer Rcgsrer Notice, October 12,2007, peg8 69096 

Dear Ms. LoveK; 

Tne Ln% Term Care PMrrn3cy Alliance (LTCPA) rcpreacntz me leadlq pmviders of carnpreh8nsive 
pharmacy services b residcnls 07 long-term care facilfies. LTCPA mornbas pmvide pharmacy ~ i o e s  
to more :han 60 percent of Arnenm's nursing home restden=. 

We arc pleased lu have the opportunity ta mmrnent on these dmft rcporring requirerrenls. Our 
cum5 I would llre to brim to o o m ~ c n t s  will i A b w  the oulne of tho draft Uarmik?~lL. 'p uafll . . r 

*enlivr~-otr~ camqrnO on S ~ t i a n  XV, the ronortina qf om tom care Dharmacv &ate .  

Intmgiunlon; GMS nares hot ''these raqut/emcnc$ wttl be in effect hr Contred Vear 2008 and art! 
subject fu ch3O.W at tpe dhvrethn or CMS." Wc are concorned mat, having tekcn the rime to solicit 
feedback horn smkoholders. Ihat CMS ha essentially m(ed on uscape clau5e Wwt allows it b allur the 
rcqulrementr without ftv(her engaging me affected entities 

Tnic Is ~ p ~ i J l y  rclcvank %nee CMS signilicdntfy akred iC 2007 ruporting Wq~ricemenLJ guldelInCS 
relalive to long4erm wrc pharmacy (LTCP) rebak repomng foliowing submission to the Mfioc of 
Management and Buaget (OM) without providing oppmur.ily to cornrneot nn !he additjonol burdm 
;mpiicd by aaalng lanplaye Inat CMS reservca me ngnr m require NDC-level data m n  was not lnclud~d 
in tne FoOesl Register notice under me Papclwork Reduclbn kt (PRA) wbrnis~ion 10 OMB. 

Coritractors and sponwrc; hsve an approprbk i f i l ~ r r s t  in'knowing what is requlred vier tn the beginning 
of the plan par, wmour wondoring what additional intarmalion will be required lakr. 

Section 1: LTC and Home Infurlen Ph3mrCy Ace-. We believe it is ofiitiwny lrnponant W a l  CMb 
track Pan D s p u r ~ m '  LTC and nome infusbn pharmacy nchrvofis to assure mat LTC-resident 
bmefldariw have aoproprialt aces6 lo SOrvicx!s 

Hlmev~r,  the level of rcpomnq CMS envisions in the drsR reaurremts is Inadequate to ensure mnl 
n m o ~  arc aaequmn. Because of the differences in pnarmacy capacity and cumnt relat~onship& wlrh 
nunmg fac~litles, CMS should require plans to repol tho following inrormation in eaaition to tho 
~plormanon proposal In ll*o draft document: 

I770 Musachu,cnl Ava. NW. S11iLc 410, Wasllinglorr. DC 2,0016 
Plmnc: (2021 jl6-7SS9 Pux. [2h), 7H6-7560 w r n . l t c ~ r n l y  



oblgalon to providu app~opfiale serulce The60 ShnuM be repwiahle By the plma and should be 
iacntMpJ as specrtic lo rmidcntf ol LTC faul~tics. 

gediun X: 'Transition! We are pleasea mat since the previous dnR, CMS had added reporting fields 
requiring  lam to ~epnrt thclr tia~sition policies. Given tne prohtcm erperia~mced by LTC msidents in 
obwining accon to pretoribod dwgr during the transition periud, we mlleul;: it i j  oleo imprlarrl lor CMS 
to q u i r e  plans b wbmit data an the daurl exreutiQn ot me hnSlrlon policies,. Thls will proviae CMS 
with applop&kr information to determine whether a plan's flllmber of LTC beneficisrios: is mnsistent with 
lne numDer uf presctlplons authorueo f o r  treahncnt under the kancitiw~ rules. 

In 3aCllfion. to m8B5UIO the dfect~veness of the tnnsilion period in pfoieciing bennfciar*.. we urge CMS 
fequlre an a6didonal data element which would report me number of prescripttons denird during 
rrans~Ua penods witttn the repofling period. 

Section XI: Excc&iom: The informsllon requested in this scctlon would be vcry useful. especially as it 
applies to rewdanb 01 LTC bcillbes. Thrr&re, we would propose that CMS colkct this ~nfomration. 
stg~cyairr, by ambulanry popu$non apa residents of L I C ~XI~I~QS. 

=Ion XII: Appals! The intomstion rcguerrecl in Mi5 cection would be v ~ r f  useful. especially 36 k 
spplie b midents or LTC hc;l;tin, Therefore. m would propose mat CMS collect this information. 
Kgregetoa by anrbulatory population and residents ot LTC flcilYies. 

LTCPA is pieswd Iliat CMS has dropped lllr propocA n m  ftelds Tor ' jusWon, "  "Oe30frPUOn' and 
'value" (ha wore ~ncludca In he prcvtous dmff However, LTCPA eontimies to belleve the LTCP rebte 
reporting requi~emeno ptacr an improper. ~lnnece-&ry and counterproductive burderl on long hrm care 
pnamrac~es, while pmviding na bonefii to the Par1 D progmn. Thc reporr~~lg feiauirerr~cnts eleo 
trndcnninr rnarkct forces end threaten to signrticantly increaz the casts of tt)8 Medicare and M t d ! ~ l d  
o m g m s .  wd,era. we urqe CLlS to m o v e  thm entirr spctlw on LTCP robdo,romrlinq f m m t  
2OOO Rtportim Raauiremente, - 
Violetion of *e NonlntcHorenct Clause. The collect la^ u l  LTCP rebte informalin conSllIul+S an 
vnacceptabce Interference by CMS in he ". . . twqotietions W e e n  ,drug manuf3Cturers and ~narmacic3 
and PDP spans ws...,' whlch is specifically prohibited by the slatus. 

CMS is we11 aware that I-TC phlnacies negotlabs cnnfidcntial rebates and discnunts w h  pmrmaccutical 
rnanufar.turers. CMS is also vell aware met tho ~C.IQR?A of ORA Y a 2 6  stwerely ;mpac.ted the market 
neyotiabone bvlurrcn those parties. CMS is QIJRIY jU6t as aware t f l n  each of (has@ rehetc 3nd discount 
a~nhacts are cafetvlly structured to be rDmpl@nt with mr@S safe harbor pruvi~bian~ of Ihr?. OIG 
antikikiekkack regulations, d2 C.F.R. 4 1007.062. errd that each of lho ennlracb conlain3 stria 
contidenti~bty pfoVilon$ prohlbinng (Ire disclosure of tho= rcnns lo lhird panes. 

seaton 1860In1(1) of the MWicam Prenptnn  Or~g,  lmprovemmt a?d Modnnizatic~n kt [MMA) 
swplitly prohibits CMS t r ~  Interfering in any way w18h any prim negolidtions wmen mcnuhaurcrs 
and phamcies. The ahtutory language k quite plain: 

I Nonrnterfe~rncc - In ormr to promote cvmpebUon under this pan anl in canylng out this 
DO* the Secretsry - ('1) may nor ioterfcre wtth the mgcrlations betwren druq 
manufacturew and pharmaclw and PDP sporrsors: and (2) may n d  muire a 
paflc~~lar formulary or ins(ltute a plice structure for the retmbummmt Of ulvercd Wn D 
drugs .la., a2 U.S.C. 5 1 3 0 5 ~ - l l l ( l )  (emphasrs added). 



me manarb tw C M S  Is dear - If may not mledee wrth the oompehttvc moael that underlies Part D. or 
lnteflerO with any negotmbbns b~lween menufactrrrtn and phsrmecics on any topic, whlch would include 
rcb3fes and discounb. Rather. Cnnpnss twplicitly chosc to lcave pnarmacoutul r n a n ~ ~ b ~ n l r ~ r s  PDR. 
and plrd~rnacies participating in Pert D to engage in prival  negotiatlons ahnut price concessions, 
Including rebates The language proposcd by CMS in the draft 2008 R e w i n g  Requirements flcs in V\C 
I~LY of this &;bicion. 

Not only is thc statute ciear on Chls pint CMS ~egulations amplified me C a ~ r c % s l o ~ l  proscrimiun. 
Mare cpeclncarry, CMS ncorpararru ln~s sratutory wohibition mfo its ressonlng In the promulgatinn nf the 
Final Rule Implementing the program In addressing pnvate sector prke negutiation and formulary 
design, rhe agency sbW that: 

The k.l envisions that mo9t p r ~ w  nogotiallon lncluding d i s c o ~ m ~ ,  mbatea, or other 
dire1 e r  i n d i d  wrbrldico or r.munerr(iona will t a k e  place bctwccn POP eponrom 
or MA organrtation6 (or tnelr Wboonliadors) and p h s m m c i ~  and pnarrnacwbcal 
manufacturers. Wo brlieve the Congress used the terms direct ana indlroct lo be all 
lncluslve In defining Subsidies. Section 78600-7l(i) Of lhe Act preclude6 us fmm 
interfering with negotiations belwaen drug rnanuhckrrets and pham~acles, or POP 
sponsorr, or requirin~ a pafliculer formubrv or prlclng struclulc. 70 red Reg. 4194. 
4298 (Jan. 28.2005). 

I r i  ddifion, CMS ndcd that privJIc ncgatiattons bf2-n POP aponron end preuripOon dmg 
manufaduer; will be aDle to ashieve savi~lys mmparable to or better man those Uiat wotrld 
result horn negotiatlons between the government and manutacrurers. 70 Fed. Rvg 6298 and 
4468. 

CMS' duties wltn respecl In presuiplion drug  price^ are even furiher liniikd hy eguletim. In revifwing 
plans' blds, if CMS finds that a particular plana$ price data da&r significantly from tnosc of other plans. the 
agency may exerrhe b authority under Sectlon 18ROD-ll(b)(lO(C) of tne MMA to ensure Iha 
roosonablrnea of bids and aok tho plan to provldo Information about its prioing strudure and.llic mtum 
of ib aggregeted price conceosions Trm> pharmaceutical manuf3durors, Including rebates. In order to 
determ~ne wkcther tne plan has negolishd "m vigwwsly as possible." 70 Fed. Reg. 4299. PmGeQurCS 
for tnese aisclosunr, mlch by rule arc cxpllcluy reariRed WJ POPS. and do nm include LTC pnanactes, 
are rene&d in 42 C.F.R. 423.104(q)(3).' CMS has assured stakeholders thet i! doe5 not intend to use 
mis authority a5 a "back door price control mochanislr~" lo circumvent me ~fOnlbltlon on inkrferpn~e in 
Sectinn 1860D-1 i(i). 70 Fed. Reg. 4300 Yel, Uiat is pfUi3dy w b t  CMS propies to do here. 

Clearly. CMS % prohlbW by Congr~ss and by its Own ruloc to intedera i r r  any way with nagatiationr 
bewecn PDP6 and ph;rrrnaeutiml menufacfurcl~ and pnarmacles, including long term a r c  ph3fmaCie~. 
Almouqh tne agency sprculated in the PreemDle to Its f ind  Rule that the competitive design of the 
MWlCarB Preswlptlori Dl%@ Pmgrem End me mitr In rcrmulary wnagemenr from pnanacy to POP n~lgnr 
result in a change in who ncoives ream= horn pharmaceubl mantlleffurers. wim manukc-turers being 
unlikely lo continue to pey rcbate~ barn to large long term care pharmacy cnains and PDPs (Sea 70 Fed. 
Reg 4507-8). this agencv speculation dtrr~ronstrates that GM6 is s w r e  that ib draft rehte disclosure 
rqlliremenll), if finaized. would have thc of irnpacung In0 vary pharmacy negotiations that 
Congress ha: prohlblaod Chl3 rrom addmsing. Again, changor in LTC pharmacy robak pracbeoc we 

CMS JeIWrates mts vlcw ~~rultiplc othm timcs in dw Heamble 10 rhr Firla1 Uulc. See 70 Fed. K~J& r i 4 > 4 ,  124fj. 
4500-1 md 4396. ' Disclusuw. (i] A Part D s~omor is required to disclose to CMS d& on d g y c y c  ncffotiamf pricl concrssiu,~ 
d d n c d  h m  ~ o e e u r l c n l  mmuf5ctvrr~ 4 r~ well a3 dafa on w @ t c  negorincd price mcclsions obtained 
from p h m n w t i c a l  m m ~ s  ~IJ~J ere puscd through to lbetitilriec. v(a phrmxiw und dm dispcnsas, in 
the Corn nC Iawm mhcidlen palr\l.ly CMS on bcbrlf of lo\u.in-mr tndlv(d~ml\: described ;n f r13.70& ar In chr fm 
of 1 0 u y  monrhly hrncficiary premiums or lo- covmed pan D drug prices .U thc point of sale. W C.F.R 9 
4s. )DdCg)(;). 



rcecrrcd by Congres*, and rccqnlzud uy Il~u CMS Fin31 Rule, U) DC a mamr Sdely betwpm 
pharmaceutical manulknvrers and long term Care pharmacies. Only Congf=,s can chenge that For that 
reason. CMS'a prnpsal cankacli~lr lhu clear Congrehdon3l resmaion on IB ~nlederace  with LTC 
pnarmacy purchasing. 

WC hm'f! @refully cans~dered CM9' sbbm-nt lhat it h3s undcsrooa Congross to nave ~ntendea mc 
MMA to ensurc that ell p h m e q  rebalm and discounts are passel on Lo brne Acurias or the government 
(presum3bly by pasing them mrough the POPS) Sm. n 0, OmY PDP Call Letter a1 8 9 .  CMS, however, 
has clmd no aullrorily lor ~llat ylopue~tlon, nor IS there any, Even if sucn leglslalve h~stnt-y existed, whidc 
it does nol, il wuld nomssarlly fall In favor of the wuntcnrarl~ng end explrcit MMA language prohibiting 
CM9 from nteflering dirwtly or lndirecfly Wm pnarmacy-manufacturer neuo:labons, whioh nccesserily 
include3 rebatea. 

In the Cnal rcgubtion implementing the MMA, CMS had the ulrporlurrity, though notioe and comment 
rulemaking, to reg Wtc rcbste reporbng (elrhough not the nagotiah'ons inuolving r.cbdws). The agency 
chose not to exercise that aulhonry. 

F~rlthrr. in his October, 2005. 'RepoR lo Congmss - HevreW 3nd Reoort On Cumnt Standads of Pracficc 
for Pharmilr;y Sarvirxs Provided to Petlerrfs In Nusjng Facilrlies,' Heallh L Human Services Scarctary 
Michael Leevitt wovided Congrem with an in-d~qlh emination of LTCP rebakr Tho report exptalns 
how L IC phamoios (LTCPS) acquire rebates and haw I TCPs' 'specialimd w~ricccj ere likely pariiillly 
subsidized by m3nufacnlrer rebetes to the LTCP. ...' 
In submitting his repon, Secretary Leavin infomca Cangms at nls plans: 

Sectmn 10T(b) of MMA fe9clire.s a kcr ip l ion of !he plans ol the Secrvtary to implomen! Pan D, 
m a manner conrristcnt with applicahl~ .Uab and Federal laws dwiyrrud lo p u t s t  Me safety and 
au3ufy ol oom of LTC bcJity pofienls. On Janosry 2 6  2005. CMS piihlishad the Final Ruk 
lmolemenfing T8le I (CMS406SF) end m l i n g  Part D plans I42 CFR Pafi d73) Teln/, @ether, 
the FlnsI Rule an# poflincnt @ri&noc merenels constitute the plans of ltre SecMry .  wfiich are 
delirgned (a) to ensuro the ongolng safery olLTC Iscitttypstien(s, wnsbtont Wn appleable lewa. 
(6) b encourage drug mamrfacturer mbate SavlngS to be passea on to me palm< and (c) to 
llcduce incsnbves b r  over-utiliwlion !hat mdy exist whnlr m~rsul[atrl y~rarrtrar:k'fs, ere n u  
independent from the pharmacy. ' 

Section l o 7 0  mquirms the Secrstary to provide r~l?nmmnndNmn,c ega-ding n m o m r y  oorbne 
and eppropriale rein)bufsemanl lo en.wm the pmvisitm of prexrlpfbn drugs lo Medicare 
beneficiaries reding in LTC facilitiess, in a rrrarrrrw r~)rrsis!vi~! with existing patient safety and 
quality of ooro ofandordo undcr opplt'wble -%k end Federal laws. Tha plans of the Secrchy 
address the mimbvrsemenf and poRer)t safctry isouec m M  by the M y  conducted by CMS of 
cumnt Ihanclng an6 tmlhry  6mn63rcls of pl~ctico. COtJC@quCntly, fba ScclcWry nas no 
reyisldnve remmn>enaerhns or rhls rlm, However, glven mat Pan U IS a new pmgram, If Wtl be 
essential to mm;tor broedly eerly experiences wiV, implementation. Specific issues to monitor 
c a e ~ l l y  imlvde (I) the degm to h i c h  LTC InciI17it.s will hflut?rrr;tr Imnrrfiuiary glan choke and 
Me COEC w#h which mnehurenes meke the! mice .  (21 the impact of Part D lbrmularics on 
cvmnf Omg rOgimens dDenoWan'es and the smoothness of the trans#~on to Paff 0. (3) whcthcr 
I TI? hrJI)(Cs UIUI nave re change L TCPs or wort wi* mdtiplo phwrnactos, and d do, tn@ tmpsct 
af thh shift from the owleone mcdel, (4 the efleecliuer~ess with 11yIiir.l~ LTC Iacitili~s and L Z P r  
manage mulripk formurari~s. (5) the effectiveness wlh which piarrs rrtanage the lonot2 in Ihe 
L TC ~ening, (6) the elYectiveness wilt1 which plans conlmf dnlg co.u3 for benellL'&fles. (fJ (ne 
lin3ncial impxr on LIC tewlrlrea end LTCPs. (8) whether there will be increased mmpetition 
among LTCPs, end (3) the degree to which LTCA or Pad 0 plans will have pnarer negotiatino 
leuomge. 17 necessary, tne Secretaw nv// m3Ke mcommcnbatim~ for octiOns baxd upon Uw 
ImpIemenmllon and eaHy opoational expenences of the P3R U pmgnm. 



Therefore, as crf October, 2005, Secretary Leavltt, bawl on a report prepared by CMS? reported b 
Cong~rss bat I TCP rebP(e8 MP been examined in depth and thet thc hn3l mle w;ls design~d "b 
encourage drug rnanunaurer rebate savings to he passed on to the pdenr.' Also, in listirlg nine areas 
mat nquircd b m s r  monitoring, he did not list msnufecturcr rcbals pa# to LTCPs as an area b e t  
needed to bc monilorpd. 

In c p l l  of the Secretary's October RCDOR to Congmss, CMS issued a Q&A documcnr in November of 
2005, qwstlonin~j )he practke LTCP rebarnu. Tll'h m r r d  after negotfstlons 4n nework pamcimtion 
b e h e n  pharmacies and PDP sponsors had been campleted H a d  CMS exercised 11s regulatwy 
aumnrily, through formal rulcmalong, to ulak this practice. the nc$obationc between Pan D ~lans and 
pnarrndc~e~ w u l d  nJYB been signihCdnU3iFferenL 

LtCPA filed commons objwing to the 2007 rebere reporring rqrlirainmts issuod by CMS, Tho 2608 
dnR reporting rlsqu;rements represent an even more onerous burden on onarm-G compared la the 
2007 requirernenls and, we believc. are not jUPtifiBd. The 2008 draft adds a mandate to wrt rebates at 
tDC 11-dgit NDC Icvel. This cnceodS the cumrlt r q u i m c n t  ancl SppsarJ to e:md Ll~e level of 
information CMS expecjrs phns tD repoft on rebatas received by plans from manulsdurers. This, we 
br?licve is both contrey to statute. as pruviousl~ described, end represents overreaching by the egcnw. 

Intcrfercneo in the Market The MMA mls a bold attempt by Congms and the /wminiaratlon to allow 
me rnsrket nther than federal povcfnment inrorvenrlon. lo provide an Mordable dng benefit tor 
Medicare benPr;riat;w. 

CMS has ocpre33d oanctm, bc!akcily, that the prcawce of rebatn rrlationships between LrC 
pharmacies and msnutacturors 11as the potentla1 to G~ME Incentive b r  pharmacies end manufaaurers 
b work q a i n n  Ote Intewsh; of the drug plan3 and n e  government. WI? dilpute thi contention, based on 
the tlndings of .%trtarf Leavlu's RQpOlr to Congress, in whvhich the SecfCrarv clearly pointm out the! 
reeatea art- important in helping pnamacies pmide tiervices k reatacnP th3t cauW not have been 
6uppo1ted bv rr?;rnbunernent for lngrediont costs and d-nsinq fees. 

If CMS, or ConQEss. had made il ckar that the pradicc 01 negotiated rebates behveen rnenubcturere 
and pharmaaes w e  otthcr wntrary to wliy or muired r d r n ~ i r c  regulation, phameios worlhi 
undouMealy nave nrgoriated marginally higher mirnbureemant to m m p c n m  for the redur:lion in 
emected rebate paymenls. The would have resulted in higher bid amounls by plans and higher costs to 
Uw y u w e r  ~~rrlcnt. 

Oivon CMS slat& concern. it would appear that thc market oCkn ooruw.tun;ties to guerd agalnsr Vris 
percewcd problem. Firs[ of all. the presence of in6tituUonal pharmacy rebates IS MI understood in the 
industry. Even if th~s w w e  not the case, C M S  observations in the preamble to me final rule w ~ r l d  have 
made even the MSII~I obwver awan ofthe praetlca. 

!%condly, the market offcm ~ncontiies for Part 0 plans. manutaaurers and ptiarrnacies to coopcnle In 
using rcbdtcs as a tool to weourage famuky  adherence and opamal outulrnaa 

LTC pharmacy formulairs are lists of drug: that have a demnnstrated record of cfiicacy In the LTC 
~opurallon. LTC pharmacies hevc thc aolllty to influen- the utilizakm Ot drugs wnhln a formulary to the 
mmt appropriak drugs for rnsbbctionalired benpficiaries that provide o h m 1  OuEomS. 

ParT 0 plans, howcvw, have slgniftanl power tc enforce formulart~s ttlrough fhe power of me purse. If 
they deny peymmt for noon-formulary drugs or erect bemers (e.9.. prior authoritation or :@p tnerapy) fn 
ecccss, mo plen In cepeblr or palfc;ng drug ~ r o d u d  selecwn. 

P m  D plans walk a tenuous l~nc between robale maximvation, which helps corllrol LUSIS, and fel8ti~ely 
open fnrrnularies. which mcreace Iho plan's tipped1 10 benctic~arim. Man~hclures undentand This 
prru*ss quite weU. I ney realize (hat btoad fnrrnularia arc rncompatible with sizeable rebetcf. 



Since sll pjrt~W to thC tnnsoction understand this process m d  the interrelationships amoltg Ule various 
incenthe, one Qos;iblc outcome would be b r  the Pafi D pkns to wrk with the rnmufaciorerr arid Lhe 
prumuaos to mare  lncentlves for appropfiarc druq ~raduct selection that results in rnaxirnizin~ the 
intmsb; of all parties. 

However. we should rlob that phamlacies have Vile opportunity la engage In wha; CMS beliww is me 
major threat ta the program a l a M  to pharmacy rebates. phannacirs wutbilry it1 o p ~ i t i o n  lo the 
interests of the pbn. It is s;mply not cc~st dfwlive fur phdrrnades, rnoUvared solely oy rebate 
maxlmaetton. to afternpt to encourage providers lo change drug product seladion. Inrlsd. sinm ntlrsing 
nome9 are subjeN te eamprehensive Owmight by state agencies. such activity would s o a n  be uncovered 
~y surveyom 3na tne nuxmg nomcc (who oonmu with ph~rmaoie3) would trnd thcmscks subject to 
enforcement amion by the states. 

Lack d mnfidenliality Finally, the 7nnR -porting r q ~  ~;rernmts ~indsrtr~ine the n ~ a f k ~ t  ftlndion by 
essentially requin'ng LTCPs ta make all of &eir drug manufacfunr rebate data public. and fhredan to 
inarcosc the wst 09 the Port D progrsm. 

Tne 2008 repofting fcquifcrncnls rcquirc 311 plans to acoulrc aata on o l  manu$clurcl rebares on all drug3 
Trom all of their n e w w  LTC pnarrnacies. It requlres rhn  the aata ~e transferred from pharmades to 
plans. ralhrr lhcir~ from pharmaciei lo CMS. In practiw, all pharmacies would be required via thelr 
contracts WMI plans la submit identical comprehensive rebate dab b every plan hey contract with. 

In nc~thcr its 20uf nor 2008 rc~orling rcqulrements nas CM6 guarenreea mntlaent~al~ty of rnls ears. 
Tnoro h ~ v o  boon no guarantaes that pbw will not make trria data pu~lrcly avatlablc. or that I; won't be 
shared with drug manufaeurers or other LTCP pnarmscles. In fact It COUl8 be reawnably assumed mrn 
th~s is CMS' lnlenr lor requiring this data ro be reporled to plans rather Tharl to CMS - to allow the data m 
Lr ~ 3 r d  by Mirns In negotlaMns witn olhrr pnarrnnr.rk.ann drug manurActurers. 

Public disdosurr of LTCP rebate data obviously distarb the marketolacc. and would drive up the rr,tt of 
thc pmgram. CMS should ccrninly undcrsmnd this. as it has argucd ~ g 3 i n l t  providi~g drug pricing dah 
to ~0ngreS6' on the b3eis that public dlxlmure of drug prioing intarm3lion makee it harder to negothtc 
louror prlcos from rnanubccurerc, recultc In collurion, and drive up tho cool of tho prcgrem. 

Increased Cmlr. to Medicare & Medicaid. As noted in Sw,reta~y L~vi t i 's  Report lo Congress. LTCPs' 
"specielized s e r v ; ~  are likely partially subSldlZeQ ry manufacturer rebates to me LTCP ....' l o  the extent 
that such rebates a n  roduced, the cost of those additional services would hwc to bc pa",-& on LO 
bcnefioiafiec, plans and ultirnjiay the Pan 0 proarsm: or to other ~rovlaer6 6ucn 36 nuslng hcunes. 
which are funded by Medicaid. 

As explain& ;n he leavitt report 

In rouo.v's env;mnmcnt. LTCPs pmwdr many ecrvicEs to num;n$ rac~lflms 31 lrwc or no ch3w. 
... Phermetes can a%& to o f i r  exrpnsivs swv;~e 10 I P W S J I I ~  iaciIifies af IJO alagc and St/,/ 
ochieve acceptebk mavins because they can acquire and dispense drugs at custs thuf are 
substanfialfy lower ttlen thek reimbursemer~t rates for Modioaid and Mdica~e Pad A, uvl~ich covet 
Iht m@y of nitming fed& resident.* In addition. & he  extent that LTCPs can dimd markat 
sham to sp&c drugs, they can elso colkct rebatEj from drug rnsnufacturcm. .... 
. Hovjever, wnh ?no lmplomenDtiM of MedlCara Pan D, drug muemge for dual ollgrblas lull no 

longer be prowed by Medlcald and wilr Instead m provldod through o Pmscrtpffon Dwg Plan 
{POP) r,r n Mxlir;7,c A d w ~ n ( u p  p t ~ r ~  thmt olfcrj druy cwvsregr? (MA-Pn) WII N I L  rrans@icrl 
occurs. PDPs and MA-PDs 411 be the sor~nc of c o ~ r s g e  for the @mat majority of nu&g fecility 
Eadenh. T h s  hana~han la likely fo reshepe the indusly dynamics, 8s LTCPa may nor be able to 

' See Icn# from CMY Act~ng Adrn~nrChcor Nunvalk b Congro%man Tom V a w  M u c h  1,2007 



mair,lairr us lerge 8 ai&rence berween dmg acquisitmn cosrs an0 rermbursement, end may also 
not be elgible for rebates if the POP or MA-PD sets the fonnulary. This raises the question of 
wbelher LTCPs c17I be able to continue mviding customary sewices at ljtt/e or no cbarge b 
nursing facilities or payers. 

In its June 2007 Report to Congress. MedPAC raises tho seme concerns: 

Disclosing rebates could change the way LTCPs do business. Rebate information h highly 
proprlelary, and we do not mow me magnitude of those revenues. However, gwen Mat LTCPs 
have toe capacity to achieve significant fonnulary compliance, A is masonable b assume that 
rebates have been sizeble (Lueck 20061. If manuhcturers begin to reduce or eliminate rebates. 
LTCPs may need to begin charging explicit fees for se~'c8s 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 adnere to Part 0 plan rormulanes, LTCP rebates 00 not subwaa from Part D plans abliiry 
to secure their own rebates. If LTCP rebates went away or declined, there would be na incentive for 
manufacturers to transfer the money spent on LTCP rebates to Part D plans. The result 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 cdsl of the program would in fact 
have to be increased, or services decreased. or the cost passed on elsewhere, s~lch as on tc~ the nursing 
facility and Medicaid. 

Also, it is worth noting that CMSbs concerns t'egarding Lltr irtrpd~t of LTCP rebates runs counter to tne 
judgment of state Medicaid programs which previously provided drug covecage for nursing home duals. 
LTCP rebates existed under the previous state Medicaid funding model and even though states, like 
POPS under the Part D program, maintained tnetr 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 the jt~dgmcnt of sbte Medicaid administrators who previa~lsly paid for LTCP services. 

LTCP Rebates. Fonnularles 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 mandatirlg collection of this data provides any such 
evldence ~s unclear. 

Under a competitive systern. it should not 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 contacting process, subjecting the plans and pharmacies to a negotiation over the 
cosls and benefits of collecting and providing such dab. Further, while plans ere required to collect the 
data. the mere wllection 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 
m use the data - or even It the aata means anyming to mem. 

According to the MedPAC June 2007 Report to Congress. 'CMS is concerned the semrate rebates 
LTCPs receive directly from drug manufacturers could interfere with the formularies Pan 0 plans use and 
could raise program costs." 

CMS incorrectly assumes LTCP formulades are akin to, and often in conflict, with POP formularies. 
Equating LTCP and PDP formularies is an apples to oranges comparison, In generat. PDP formularies 
have restrictions primarily for economic consider+uris, suult as lavoriily less costly drugs over more 
costly drugs, POPS can enforce their formularies by not paying for drugs that are not covered, or when 
their drug utilization management requirements are not met In a competitive marketplace, PDP 

s POP do enforce some restrictions based on safety considerations. 




































