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MEMORANDUM

To: Ira Magaziner
o Judy Feder ,
Carolyn Getz :
Greg Lawler !

From: Chris Jennin
Date: ~July 26, 1993 ,
RE: Medicare drug benefit draft paper
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The attached is a working group draft s
the Medicare outpatient prescription drug be
recommendations were discussed previously an
with the content. :

Unfortunately, HHS thought these sugges
incorporated into the original comments sent
when, in fact, they had not. The Department
- them to you and vice versa. I apologize for
: |

Please review the enclosed. It is impo
incorporate the Department's suggestions int
of the legislative specifications. !

.If you have any questions, please cali

1
I
i

3 3452+t 231 2% 22

ubmltted by HHS on
nefit. These
d I see no problems

tions had been

to the Department
assumed I had given
the confusion.

rtant that we
o the current version

me at x2645. Thanks.
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-WORKING GHOUP DRAFT A PRIVILEGED ANDQGNF—LDEN?H?

MEDICARE OUTPATIENT PRESCRIPTION DR UG BENEFIT

Beginning in January, 1908, the Medicars program expanda to cover outpatient
prescription drugc '

Any Medicare beneficiary who elects 1o enroll in the Pan B program (as 87
percent of the Medicare population currently do) is automatk.ally anrolled In the new
prescription drug beneflt A ‘

As with other Part B benefits, the Medicare prescnptlon 'drug benefit is funded by
both general revenues and beneficlary premiums. The Part; B premium would be
increased to cover the now benefit. Beneficiary premiums currantly finance 28
percent of Part B cogts. Thus, beneficiaries would pay 26 percent of the oost of the
new drug benefit. Other rules related to enrcliment in Medlcare Part B also apply to
the prescription drug beneft, , ; !

DEDUCTIBLES, CDINSURANCE AND CAPS i *
i

. A $250 annual deductlb le applies to the new drug benefit. Once the deductible
has been met, & 20.percent coinsurance per prescription applies. In addition, a
$1,000 annual out-of-pocket cap is in sffect for each. Med}cafe bensficiary.

Both the annual deduct;bfe and out-of-pocket cap are mdexed each year to
assure that the same percentage of beneficiaries continue to receive benefits as did
with the Initial 5250 dedue’t Ible and $1000 cap. !

. COVERAGE . | .

The Medicare drug banefit covars all FDA approved drugs biologicals and
Insulln for their madicall ly accapted indications as found In a: lsast ons of the three
natlonai compendia, which are the American Medical Assocnauon Drug Evaluations,
the Amerlcan Hospital Formulary Service, and the United States Pharmacopela.

The Medicars drug benefit includes coverage of home w drugs. In addition, the
current limited coverage of cutpatient drugs under Medrcare such as
immunosuppressive drugs are incorporated into the drug beneﬂt

The Secretary oj Health and Human Services has the dlacreﬂon not to cover
certain pharmaceutical products listed in Section 1927(d) ofithe Social Security Act.
Examples include fertlity drugs, medications used to treat anorexia and drugs used
for cosmetic purposes. Howsver, banzodiazepines and barbiturates would be
covered under the Med!care drug benefit.

]
|
i
{

July 23, 1003 5:oapm | 1
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i

The Secretary has the authority to establish maxumum quantities per prescription
or limit the number cf refilis In order to discourage waste
I

The Secratary has the authority to subject medlcations to requirements for prlor
approval, meaning that physiclans or pharmacists could be required to obtain prier
approval before prescnbmg or dispensing a particular medrcatlon Particular drugs
became subject to prior approval based on evidenos that they are subject to clinical
misuse or lnapproprlate uge or because the Secretary determlnea that they are not
cost oﬁectlve ‘

l
l

Al new druge approved by the FDA are eovared undar{ the bensfit. In the case of
new drugs that the Secretary datermines are excessively or inappropriately priced,
the Secretary hes the authority to establish a price for Medicare's purposes based on
negotiations with manufacturers. If a manufacturer refuses'to negotiate or the
Secratary I8 unabls 1o negotiate a price that the Secretary determines to be
reasonable, the Secretary would have the authority to oxch. de the drug from
coverage under Madlcare

COST CONTAINMENT

As a condition. af participation in Medicare and Medica:d drug manufacturers
must sign rebate agreements with the Secretary. Rebates are required for non-
Innovator multiple source druge (generic) but will be less than thoss currently
required under the Medtcald rebate program. |

|

For single sourca and innovator multiple source drug:ai manufacturers pay a
rebete to Medicars-for each drug based on the diffsrence: between the average
manutacturer price (AMP) 1o tha retall class of rade and the welghted average of the
prices of the drug In the non-retall marketplace, or 16 percent of the AMP, whichever
Is greater. 5 i ; _

For single source and innovator multiple source drugs an additional rebate is
required on a drug:by-drug basis for manufacturers who increase prices at a higher
rate than inflation. . The baseline indexed price will be the AMP for the prescription
between April and ,lune. 1603. .

Rebates are pﬁid to the Secratary on a quarted;; baslgs

In the case of dual sligiblas, to prevant manufactureré from paying rebates to
Maeadicars and Modicald Medicare bs the reciplent of the rebate

The Secretary has the authority to conduct veriﬁca'aon surveys of the AMP,

|
A manufacturer I8 considered the entity hold ng Iegal tme to or possession of the

July 23, 1983 5: oapm | 2
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new drug code (NDC) for the covered outpatient drug.

The new program prowdos incentives to encourage the use of generic drugs.
Only generic versions of brand-name drugs are covered unless the physician
indicates that & brand name medication is necessary. The Secretary also has the
authorlty to subject a brand-name product to a prior approval requirement if a generic
substitute Is ava!lable

REIIAIURBEMENT

For brana name drugs, reimbursement wiii be the Iowar of the 80th percentile of
usual and customary charges in a previous period or the astlmated acguisition cost
(EAC) plus a dispensing fee. 1

| ‘

For generic drugs. payment is the lower of the pharmaqnst s usual and customary -

charge or the median of all generic prices (times the number of units dispensed) plus
a dispensing fee. . . ; i

For partloipating pharmacios, the dispensing foa ie $5, ndoxed to the Consumer
Price Index (CPI). Participating pharmacies are required to accept assignmant on all
preecriptions. Non-participating pharmacists receive $2 | s par prascription.

CHANGES IN PRIVATE INSURANCE REQUIREMENTS

Privete insurancs plans provided by former employers e}xre requlred to either

" reduce the amount. of the premlum charged to Medicare beneficlaries to account for

the covarage of prescription drugs, or Increass coverage of other health services by

the actuarial value of the prescription drug benefit under the private plan.

supsipize . .
|

. Low-Income Medlcare beneﬂcIanas receive the sama ﬂnanctal asslstanca for out-
of-pocket costs assoc:ated with the drug benefit as provnded for other cost.sharing
amounts. z . l
REVIEWS |

The Medicare DUR program paraliels the program estéblcshed in OBRA 1880 for

Medicaid. Participating pharmacists are required to oﬂ‘er to ccunsal Medicare
recipients on the use of medications, ; ‘

Tho Secretary establlshes a national system of Electromc Claims Management as
the primary method for determining eliglbliity, processing and adjudicating olaims,
and providing information to the pharmacist about the pat1ent ¢ drug use under the
Medicars drug program

~ 1

July 23, 1883 5:03pm 3
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MEDICARE OUTPATIENT PRESCRIPTION DRUG BENEFIT

i
i

E:Qnmq_cnm.e Strike "subscribes to” and lnsert "elm to enroll in“. Strlke
*coverage” and msart "erogram.” :

!
t
|
i
I
|

»

: Strike ontire third paragraph and msen "As with other Part B
bensflts, the Madlcara prescription drug beneafit is funded by both general
revenuss and beneficiary premiums. The Part B premium would be increased to
cover the new bénefit. Beneficlary premiums currently finance 26% of Part B
costs. Thus, bgnsficiaries would pay 25% of the.cost of the new drug benefit.

Retiongle: Termlnology clanﬁcatnon

-Other rules related to enrollment in Medicare Part B also apply to the presoription

drug benefit.*

Rationale: Bsngﬂcnanes will net pay the same gmount for new coverage as they
do for current covorage They will pay the eame ggr,g_eu&ggg -~ 25%.

Prapoged ohange: Change "the same NUMBER of baneﬂclar 88" to "the same
PERCENTAGE of bensficiaries.” % ;
Rationgls: Use of 'mumber® would lead to baneﬂt reachmg a smaller percentage
of bmaﬂclanas over time.

Emmgag_gnm Strike "co-payment” and msert "comsurance "

Rationgle: Copayment usually refers to a fixed amount whlle coinsurance refers
to & fixed percentaga

Emngw Index the $1000 eut—of—pockoz cap ln the same manner as the
‘8260 annual deduotlble

Bationalg: Assures the same percentage of baneﬂciar&ea over time.

W insert "Once the deduct:bla ls met” beforo ‘beneficiaries algo
pay 20 parcent...".

Rationale: Beneficlaries only pay the 20 percent colnsu rance after the deductible
has been reached.

PRS/1N
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MEDIC‘RE OUTPATIENT PRESCRIPTION DRUG BENEFIT

A . i
W | i
i
!

1. Propoged change: Reference to compandia should read "as found in at least one
of the three national compendia, which are...” ?

Batignale: Current language requires that the medrcally adcepted indication for a
drug or biol ogrca! be listed in all three compendia. '

i

2. Emm_dmgg: insulin should be covered under tha new benefit.

Bationgle: Insulin neads to be explicitly listed sinoe it 19 neither a drug or
blelogical. Including insulin is consistent with the Medlcare Catastrophic
Coverage Act of 1688 (MCCA). o

3. Propssed change: A home IV therapy benefit should be covered under the new
drug benefit. Drugs provlded through the homs IV banaﬂt would be subject to the
naw benefit's deductible and co-payment. Currant hmitad coverage of home |V
therapy under the DME bensfit would be eliminated. |

Ratlonals: Including home [V therapy Is consistent wnh the MCCA and eliminates
quality assurance concerns under the DME program. According to HCFA
actuaries, the cost of the home IV benefit will total szss millien for CY 1885.

4, WM Curront coverage of ammunosuppresswe drugs, blood clotting
factora and ostaoporoe!e drugs should be covered under this new benefit.

Rationale: Modlcare currently covers ummunosuppresslva drugs for the first year
after a covered transplant. After the first year of lmmunosuppressive therapy, the
benaficiary would then be coverad under the new drug benefit. Covering the
beneficiary undar the naw benefit from the outset womd be administratively
simpler. Medicars also currently covers biood clotting drugs for hemophiliacs
and osteoporosis drugs. )

5. Emgm_gtm The 8ecrertary would have the dlscrauon to exclude from
coverage drugs listed in Section 1927(d) of the Socual Secunty Act, except for
banzedlazeplnes and barblturates.

H
i
!

Bationale: Under Medicaid, the statutory exclus ons arel permigsive; states may
or may not cover the drugs listed in the categories. Applymg the statutory
exciusion to Medlcare impiies mandatory exciuswn of the listed drugs.

N

July 23, 1883 5:03pm 2
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i
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H

6. Emmnq_cnm Add a provision that gives the Sacratary the authority 10

:

1.

July 28, 1983 5: Oapm | 3

egtablish maximum quantities per prescription and Irmltﬁ on the numbar of refills.
Batignele: Thls provision will discourage wasteiul drspplnsmg of pharmaceubcals.

‘ : Elther physiclans and PHARMACISTS may be required to
ebtain approval before prescribing and/or dispensing a particular medication.

- Batlangle: In the Medicaid program, pharmacists rather than physicians generally
request prior approval hefore dispensing & pharmaceutrcal product.

Emmnmm: in the case of new drugs that the Secretary determines are
excassively or inappropriately priced, the Secretary hasg the authority to establish
a price for Madicare's purposes based on negotratxons‘wlth the manufacturers. If
a manufacturar refuses to negotiate or the Secretary is unable to negotiate a
price that the Secretary determines to be reasonable, the Secretary would hava
the author|ty to exclude the drug from coverage under ?Msdlcare

Mandetmg that ALL of a manufacturar [ drug products not be
raimburaad by any federal program is 100 punitive and as such will never be
enforced. [n addition, a manufacturer may agree to negotlate but not negotiate in

good falth . i

qummnga As a condition of partici pat onin Medxcare AND MEDICAID,
drug manufacturers must sign rebate agreements wrth the Secrstary to be
relmbursed for covered drugs under Medicare; 3!

Rationgle: Thrs provision increases likellhood that manufacturers wiil sign rebate
agreoments when beth Medicars ang Medicaid pamclpaﬂon included.

|
; Include rebates for gansﬂc as well as brand name drugs.
The rebatee for ganeric drugs would be at a lower levsl than is currently
mandated unger tha Medicaid program (currently 10% of AMP, 11% of AMP in
1994). The reductions In savings would be offset by strzcter enferooment of state
laws mandating generic substitution. Msdicare's generic rebato percentage
wouid equal ;he revised Medicald percentage. '

Ratlonale: Mandating generic drug rebates i rs consastant with the current
8

R
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' MEDICARE OUTPATIENT PRESCRIPTION DRUG BENEFIT

-
g
BN

I

Medicaid drug'rebate program. Not mandating genarlc drug rebates would
reduce the total rebates that could be collected by the Federal government. Not
Including generic rebates could aiso make the manufactunng of generic drugs
too attractive relatrve to the manufacturing of innovator drugs :

<} Emggmm Delcte reference to carriers or lmerrrredlarles

Batignale: Heving drug claims processors aiso admrm_ster the rebate program
raiess conflict of interest and confidentiality Isaues ]

4, Emmﬂm: The rebate formula should uss a ng,qmmgm o of the
prices offered by the manufacturer of a given drug In the non-retall market rather
than the mgg]gn_gﬂgg of the drug in the non-retail market

Rationale: Uslng the median rather than the werghted average may resuit in
significantly reduced rebates. For example, if a few HMOs and hospitals recelve
substantial discounts from drug manufacturers but the majoriry of ather providers
recelve minor.discounts, the median will be skewed towards the lower dlscounts,

8. W Change "average price charged" ro "average manufacturers
price." iE '

 Bstlonale: Cé_hsistancy of terminoiogy.

€. Proposed change: The basaline Index price wrll be t}w average manufacturers
price (AMP) for the prescription from April through June 1983

Bationale: A span of several months is desirabie to oaloulate the AMP to get the
moat accurate estimate of price. ‘

7. E:mj_gjm A provision for dusl ehglbies must be Inciuded with Medicare
serving as rec!prent of the rebate when Medicare Is the primary payor.

Bationgle: Avoids situations In which drug manufacturers would pay double
rebates. - 1

8. Prgposed change: Add a provision which allows the Secretary to conduct
varification survays of tha AMP. ;

l
Rationale: Drug manufacturers provide the Seoreiary:wrth the AMP. Oversight is

-

July 23 1983 5; Gapm 4
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MEDICARE OUTPATIENT PRESCRIPT ION DRUG BENEFIT

required to dafe?mmo that the information supplied is a&;curate. This provision Is
congistent w!th the Medicaid rebate program. ;~

9. Emmm A manufacturer ls cons:dared the entrty holding legal title to
or possession of the new drug number (NDC) number for the covered outpatiant

drug. |

i
Bationaie: This provision clarifies the respcne:blo manufacturer. This deﬂnit:on is
conaistent with the Medicaid rebate agreement. J

10, &stm_ﬁbm Strike "high quallty" before ! ganenc substitutes.”

Rationale: th clear what high quality means in relaﬂon to generic drugs or
whether this rerference Is meaningful given curram FDAf practice.

BELM!HBBEMENI
1, Wz lnsart "Ina prewous persod" after "charges '

Batianals: More precise,
2 W Change *actual aoqmsmon coct" to "estimated acquisltion

i

Hationgle: Actual acquisition cost is very difficult 10 admlmster. requiring a survey
of acquisition ooste of pharmacists. Estimated aequ!mtlon cost could be simply
calculated ag.a percentage of average wholesale pnce (AWP), 4

3 ELQRM_QIEMQ Separats discussion of dlspansing fees from costs of drugs.
Rationale: Clamy , 2

L

Emmsi_qug_g Omit this section. |

SInoe outpatient drugs are added to the baneﬂt package, HMOs
would ba requlred to provlde such benefits.

July 23, 1983 5:03pm 5
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MEDICARE OUTPATIENT PRESCRIPTION DF

i

Fin/in

UG BENEFIT

W This provision should be fimned to. POIIOIBS paid for by former

~ employers.

Bationale: The new benefit's Impact on Medtgap pelimes would be dealt with
through loss rstlo requirements. NAIC would have to rawse the standard benefit

. package to account for the new benefit.

1. Emmgq_gnmgg Replace this provision with "Low inocma peneficlaries receive
the same financlal protection for out-of-pocket costs assccaated with the drug
benefit as provided for other Medicare ccst-shanng amounts "

Bationale: This provision clarifles the provis!on s lntent
implies & cash payment.

BE!LEH! E

I
!
1

Also, financial assistance

Emmad_gnangg Strike "and medical hnstory" and lnsert 'uge.*
2 ijgm]g The pharmaciat will not have access to the, patient’'s entire medical

history. |

July 23, 1993 5:03pm 6
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g DETERMINED. TO BE AN ADMINISTRATIVE
| MARKING Per B.O. 12958 as amended, Scc. 3.2 (Qb

Ini;tials: )3 . Date:_8 /6-05

PRIVILEGED AND‘€6NFIBENT§&E’MEMORANDUM

J
i
|
|
i
t
!

TO: Jddy Feder

Ira Magaziner |
FROM: Richard A. Veloz E
"RE: Puerto Rico and the Terrltor;es
DATE: 7/30/93
BACKGROUND :

Rico and the
American Samoa.

!
| . . |
c.c. Chris Jennings, members of team
R 1
|
|
I've attached the data sent to us by Puerto)
territories of Guam, the Virgin Islands andi
A team composed of Atul (leaving on Friday)( Don Johnson, Eugene
Moyer, Tom Ault and myself has formed to go over this material
and provide follow up analysis. Tom Ault will lead this team
effort.:

TIMELINE:

Since our initial meeting I have met several times with the
Congressional representatives of the territories and Puerto Rico.
Now that they have submitted the requested qata they are anxious
to meet with us. Puerto Rico especially, wquld like to begin
this process by next week. A consensus on Qur working team is to
have two meetings. The first, to walk throqgh the cost estimates
and rationale for the figures that we're working with. The
second meeting, to propose a framework for inclusion in the
health plan.

We need to be clear on our position before we meet. However, If
we can agree on a position, a first meetingiican be arranged for
Thursday the 5th of August. At this meetlng the Puerto Rican
health members would like to walk us through their figures and
present an overview of their new health ref?rm program.

I can be reached!at 202-401-4507, or 202-401—5193.
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Iz

Jost E. Serrano DNY),

/Chairman

" lLucille Roybal-Allard (D-CA)

Vice-Chair

Ed Pastor (D-AZ)
Secretary-Treasurer

July 19,

Mr.

The White

1600 Pennsylvania
Washington, D.C.

Dear Mr. Magaziner:

1993

103rd Congress

Ira Magaziner ‘
Assistant to the President for Domestic Policy

House -

20500 .

@ongress of the United States
Uongressional Hispanic (Ezmma

!

!

E {Kika) de la Garza (D-TX}
Ron de Lugo (D-VD
Solomon P. Ortiz (D-TX)

Bill Richardson (D-NM)
Esteban E. Torres (D-CA) .
lleana Ros-Lehtinen (R-FL)
Xavier Becerra (D-CA)
Henry Bonilla (R-TX)
Lincoln Diaz-Balacr (R-FL)
Luis Gutierrer {D-11)

Robert Menende: (D-NJ)
Carlos Romero-Barcelo (O-PR)
Frank Tejeda (D-TX)

Nydia Veldzquez (D-NY}
Robert Underwood (D-Guam)

Richard V. Lopez
Executive Director

As Chairman of the Congressional Hispanic Cpucus (CHC), I wouid
like to thank you for accepting our invitation to discuss health

care reform issues of interest to Hispanics

Unfortunately, we were forced to cancel our

July 15,

with our Membership.
1993,

meeting with you due to an emergency meeting with Secretary

Bentsen at that same time.

The Caucus considers health care

reform an important issue and value our ongbing discussion with

you on key issues of concern to the Hispanic community.
look forward to rescheduling our discussion

Thursday,
you.

Thank you

July 22, 1993, at 11:30 a.m., if

We would

with you for
§that is convenient for

for your consideration of my invi@ation, and please

accept my apologies for any inconvenience the cancellation may

have caused you.

Sincerely,

JES/ma

ol i

José E. Serrano, Chairman
Congressional Hispanic Caucus

557 Ford chse Office Building, Washingron, D.C. 20515 e {202) 22&

I look forward to meetlng

3430 Fax: (202) 225-756%

with you again.
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PRIVILEGED AND 'CWEMORANDUM

DETERM]NED TO BE AN ADMINISTRATIVE

The meeting went very well. Congressmen Romero Barcelo (D-Puerto
Rico), Ron De Lugo (D-Virgin Islands), and'Robert Underwood

(D~ Guam} as well as staff were pleased that we would be working:
closely wrth them in development of our health plan (see attached
news release).

At the meeting it was agreed to set up two, work groups, one for
Puerto Rico and one for the Territories. It was further agreed
to meet within the next several weeks to compare existing data
and agree on a health plan with financing estlmates that both
sides can live with. In addition, everyone was in agreement to
immediately (or as fast as humanly pos51ble) exchange financial
and resource data now being used to calculate current health

estimates. .

Subsequent to the meeting I have contacted | the offices of the
territory representatives and Puerto Rico and have shared a
summary of what our health benefit packageilwill offer. I have
met with Ken Thorpe who has agreed to see what statistical data
he can gather and share. I have also met &1th and listed for the

‘respectlve parties needed financial and resource data for our

upcoming meetings. By this Friday, July 23rd, Puerto Rico and
the territory representatives hope to have’this~needed data.

In regard to our current position, I’'d llke to discuss where we
stand now (see attached memo) and what further steps need to be
taken with both working groups to assure an acceptable proposal.
I will call shortly to arrange a time to meet I can be reached
at 202-401-4507.

c.c. Chris Jennings
Don Johnson |
Atul Gawande ‘ ' ;
Tom Gustafson f
Ken Thorpe,

LY

TO: Judy Feder A M:A.RKINGPerEO 12958 as amended, Sec. 32(0)
Ira Magaziner . Initials; Date:_ @ -1¢-85
. . - t LIRS
.FROM: Richard A. Velo h !
RE: : Puerto Rico/Territories meeting held on July 14,
1993 :
DATE: 7/19/93 : %
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rhe Ammﬁe'i Press

——Puerto—Rican—and—

1 ofﬁcxals will work together

- tasion in the Clinton adminis-
tration na:.cnal health care reform plan,
Resident “ommissioner Carlos Romero
Barcelé '*'mnunced Thursday.

“It is clear that Puerto Rico will be
included ir.- the national health care re-
form prop: ssal,” the resident commission-
er said, a«diing that the group will work
“to negotiaztie the details of how the
reform piipusal will be implemented in
Puerto Rico. both in (erms of financing
and integ:ation with our local health
- veform effort”

The creation of the speaal panel was
agreed to 1t a meeting between Romero
and Ira Magaziner on Wedonesday.

. Magaziner is the princitpal adviser te
first lady Hillary Rodham Clinton on
national h2alth care issues.

In addition to Romero and Magzaziner,
theworkinggroupwxllmdudeamxxof

" island and federal ~officials, including

Puerto Rico Secretary of Health Earique
Vézquer Quintana and Gov. Rossell6’s
chief adviser oo health care reform Nor-
man Maldonado.

US. officials on the paoel will include
White House Health Care Task Forqe
advisor Richard Veloz. Health Care Fi-

" napcing Administrator Bruce Viadeck

and a health care reform adviser to the
Department of Health and Human Ser-
vics, Atul Gawande.

_The special working group will meet

" throughout the remainder of July and

August and hopes to bave a plan for
Puerto Rico's inclusion ready in advaoce
of the official announcement of a national
health care reform plan scheduled for




Ira Magaziner, Judy Feder

Atul Gawande, Richard Veloz, Don Johnson
7/12 meeting with Barcelo re: terrltorles and Puerto Rico

12:23pm July 8, 1993

On 7/12 you have a meetlng with Resident Coﬁm1351oner Carlos

Romero—-Barcelo.

' The meeting’s purpose is to establish a process

for formulatlng an acceptable plan for the?terrltorles and Puerto

Rico.

To establish a successful process, you will
framework for the territories in the health
negotiations/discussions to follow.

The current proposal:

'
!

1.

2.

need to lay out the
plan and the

Territories and Puerto Rico are fully included in reform.

Coverage and benefits. Alliances and health plans will
function under the same rules as for States. However, the

territories will have greater flex1b11
areas:

'

. The comprehensive benefit package

ity in the following

can be changed to
suit the service availability and infrastructure of the
territory. ‘ :
e  The territories may implement reform on their own

timeline without penalty

Financing. ;

We have concerns that current financing structures in the

territories are dramatically different

from those in States.

In Puerto Rico, for example, health care is not employer-

based, but rather a universal, general}

revenue financed

public health system. We do not want to destroy the revenue

base for health care in the terrltorle
provide flexibility on financing: :

. A territory may adopt the financii
health; plan or design a f1nanc1ng
to 1ts own c1rcumstances. : i

. To allow for this flexibility and

s, Therefore, we will

ng structure of the
structure more suited

provide for

predictable federal expendlture,ithe federal government
will provide a health care block qrant at a level

significantly above the current M
for low-income subsidies. ;

Hovinq.forward -~ the process:

edicaid cap to provide

A small group of three or four people‘ls formed to work with

Mr. Romero-Barcelo and others in devel

3p1ng the details for




1
'

i
. 1 .
this proposal in order to assure its acceptability to the

territories and Puerto Rico.

A meeting w111 be arranged for a neqotlatlon on the level of
the health care block grant for the terrltorles and Puerto

Rico.

N '
' :

A point of caution

Expectatlons have been raised to very hlgh levels as a

result of the announcement of full incl
territories and Puerto Rico in reform.

usion of the

| They have
interpreted this to mean the removal of

any federal caps, a

maintenance of effort on health spending and federal
responsibility for all further low-income subsidies.
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| MEDICARE OUTPATIENT PRESCRIPTION DRUG BENEFIT

Beginning in January, 1998, the Medicare program expands to cover outpatlent
prescription drugs :

Any Medicare beneﬁcnary who elects to enroll in the Part B program (as 97
parcent of the Medicare population currently do) is automatlcally enrolied In the new
prascription drug beneflt ‘

As with other Pa.rt B bensfits, the Medicare prescnptlon drug benefit is funded by
both general revenues and beneficlary premlums. The Part B premium would be
increased to cover the now benefit. Beneficlary premiums currently flnance 25
percent of Part B costs, Thus, beneficiaries would pay 26 peroent of the cost of the
new drug benefit. Other rules related to enrcliment in Medzcare Part B also apply to
the prcscrlpﬂen drug benefit. o

DEDUCT!BLES comsumncs AND CAPS - ';

. A $250 annual deductlble appiles to the new drug benaﬂt Once the deductible
has been met, & 20;percent coinsurance per prescription apphas [n addition, a
$1,000 annual out-of-pocket cap is in sffect for each; Med:care beneficiary.

‘ Both the annual ‘deductible and out-of-pocket cap are mdexed each year to
assure that the same percentage of beneficiaries continue to receive benefits es did
with the inltial $260 paduotlble and $1000 cap..

_ a} :

CDVERAGE g%

The Medicars dgug benefit covars all FDA approvad drugs biologlcals and
insulin for their medically accepted indications as found in’ at least one of the thrae
national compendia; which are the American Medical Assocuatlcn Drug Evaluations,
the Amerlcan Hospital Formulary Service, and tha Unltsd S}tates Pharmacopsla.

The Medicare drug benefit Includes coverage of home iV drugs. In addition, the
current limited coverage of cutpatient drugs under Medlcarp such as
nmmunoauppresslve drugs are Incorporated into the drug tTeneﬂt

The Secretary o; Health and Human Services has the d scretion not te cover
certain pharmacsutical products listed in Section 1927(d) of the Social Security Act.
Examplgs include femllty drugs, medications used to. treat anorexla and drugs used
for cosmatic purposes. However, benzodiazepines and barbrturatas would be
covered under the Medlcare drug benefit.

July 23, 1883 5:03pm . 1
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The Secrataty has tho authority to astablish maxxmum quanmlas per prescription
or limit the number, ot refills In order to discourage waste, :

»

The Sacratary has the authority to subject medications to requirements for prlor
approval, meaning tbat physiclans or pharmacists could be raqun‘ed to obtain prior
approval before prescribing or dispensing a particular medncatmn Particular drugs
became subject to prior approvel based on evidence that thley are subject to clinical
misuse Qf Inapprcpriate use or because the Sacretary determlnes that they are not

cost effactive. A |

All new druge approved by the FDA are covared ‘under the bengfit. In the case of
new drugs that the Secretary determines are excessively or }napproprlataly priced,
the Secretary has the authority to establish a price for Medlcare s purposes based on
negotiations with manufacrurars If a manutacturer refuses | to negctiate or the
Secretary I8 unabls; ,tc negotiate a price that the Secretary determlnos to be
reasonabls, the Saci'etary would have the authority to oxc!ude the drug from
coverage under Medlcare .

COS8T CONT. AINMENT
t
As a condition of participation in Medicare and Medicatd drug manufacturers
must sign rebate agreements with the Secretary. Rebates are required for non-
innovator multiple gouroe drugs (generic) but will ba less than those currently
required under the Medicald rebate program. §

For single sour%e and innovator muitiple soume -drugs,. Imanufacturers pay a
rebate to Medi cs.rea‘or sach drug based on the difference batween the average
manufacturer price {AMP) to the retall class of trade.and the welghted average of the
prices of the drug In the non-retall marketplace, or 15 percent of the AMP whichever
Is greater, @ L i

. For single sourco and innovator multiple source. drugs an additional rebate is
required on a drug;by-drug besis for manufacturers.who increass prices at a higher
rete than Infiation. :The baseline indexed price wm be the AMP for the prescription

' between April and gune 1993.

Rebum are psﬂd to the Secretary on a quarter!y basls

In the cass of dua! sligibles, to prevent manutacturers from paying repates to
Medicars and Medlcald Medicare be the reciplent of the rebate.

The Secretary has the authority to conduct veriﬁcatuon surveys of the AMP,

A rnanufacturer is considered the entity holding’ legal tme to or posasession of the

July 23, 1983 5:03pm 5
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new drug code (N@C) for the covered outpatient drug

The new program provides incentives to encourage tha use of generic drugs.
Only generic versions of brand-name drugs are covered unless the physician
indicates that a brand name medication is neoessary The, Secretary also. has the
authorlty to subjeot.a brand-name product to a prior. approval requirement if a gsnenc
substitute Is a:vallable .

REIMIUHCEMEN‘F |

For brand name drugs, reimbursement wiil be tha Iowet of the 90th percentile of
usual and customary charges in & previous pericd or the astlmatad acqulsition cost
(EAC) plus a dlspens!ng fes. _ i

For generic drugs. payment is the lower of the pharmamst’s usual and customary
charge or the median of all generic prices (times the number of units dispensed) plus
a dispensing fee, g ;v

For partlolpating pharmacies, the dispensing fae is $5, Indexed to the Consumer
Price Indax (CPI). Participating pharmacies are raqulred to|accapt assignment on all
preecriptions. Non-partlcspaﬂng pharmacists receive $2 less per praseription.

CHANGES IN PFIIVATE INSURANCE REQUIREMENTS

Privete lnsuranea plans provided by former employers are required to either
* reduce the amount: of the premium charged to Medlcare beneﬂo!aries to account for
the covarage of prescnptzon drugs, or Increase coverage of other health services by
the actuarial value of the prescription drug benefit under the prwate plan.

m’f:- : ?

ESIN
£ 3:,

Low-income Medlcara beneficiaries receive the sama ﬂn anclal assistance for out-
of-pooket costs aesoenated with the drug beneflt as provnded for other cost-sharing
smounts !

REVIEWS .

The Madlcara DUR program paraliels the program establcshed in OBRA 1880 for
Medicaid. Partnc;pgtmg pharmacists are required to\offer to counsel Medicare
reciplents on the use of medications. g i

The Secretary eatabllshea a national system of Electron ¢ Cleims Management as
the primary method for determining eligibllity, processing and adjudioating olaims,
and providing information to the pharmacist about the patient's drug use under the
Medicars drug pragram A

8

July 23, 1983 5:03pm 3
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MEDIC.ARE OUTPATIENT PRESCRIPTION DRUG BENEFIT
|

. Emggggd_gnmda Strike "subscribes to" and msert “elects to enroll in". Strlke

"coverage” and msert "orogram."

Retionale: Terrglnclogy clarification.

: Strike entire third paragraph and insert "As wlth other Part B
benefits, the Medlcare prascription drug benefit is 1'unded by both general
revenues and beneficiary premiums. The Part B premium would be increased to
cover the new benefit. Beneficlary premiums currently fnance 26% of Pert B
costs. Thus, bgneficiarles would pay 25% of the;cost of the new drug benefit.
Other rules related to enrollment in Medicare Part B a!so apply to the presoription
drug benefit.” gi M
Aatignale: Bengﬂclanes will not pay the same gmg; for new coverage as they
do for current eoverage They will pay the same gg::ggnm_ - 25%.

|

’é
Ej:gmﬂgbmg Changé "the same NUMBER of baneﬂclaﬂes" to the same
PERCENTAGE @f beneﬁclaries h .,, 1

Ratlonale: Usazof “number" would lead to beneﬂt raachmg a smaller percentage
of bsnoﬁc!anas sover time. |

Emﬂ_gnm Strike "co-payment’ and nnsert "cm;nsuranca "

Ratignale: Copayment usuaily refers to a ﬁxed amount while coinsurance refers
to a fixed percamage ;

; .i
Er_qmgg_gbgugg Index the $1000 out—of-pccket cap In the sama manner as the
£260 annual dgduotlble

Ratienalg: Aseuraa tha same percantage of bensﬂclarl 88 over time.

Emggg_mg Ingert "Once the deduchbla Is mert‘" before "beneficlaries also
pay 20 parcant...".

Ratlonale: Banaﬂclanes only pay the 20 percent colnsuranoe after the deductible
has been reached

f 5
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MEDICARE OUTPATIENT PRESCRIPTION DRUG BENEPIT

L
COVERAGE  © F
EW Reference to compandia shouid read ‘as found in at least ona
of the thres naticnal compendia, which are..." |

Batignala: Gurrant language requires that the medically accepted Indlication for a
drug or blolomeal be listed In all three compendia.
|

2. Emﬂ_qnmg_g: Insulin should be covered under the new benefit.

: lnsuhn needs to be explicitly listed slnoe it |s neuthar a drug or
blological. lnoludmg ingulin is consistent w!th the Modncare Catastrophic
Coverage Act of 1988 (MCCA). : |

3. W A home IV therapy benefit shculd be covered undsr the new
drug benefit. Drugs provided through the home:{V banaﬂt would be subjsct to the
nesw benefit's deductible and co-payment. - Current limitad coverage of home IV
therapy under the DME bensfit would be el!mlnatsd

Ratlonale: Inc udlng home |V therapy s conslstent wml the MCCA and sliminates
quality assuram;e concerns under the DME program. Accordmg to HCFA
actuaries, the cost of the home iV benefit will total $263 million for CY 1895.

4, W Current coverage of 4mmunosuppresslve drugs, blood clotting
factors and osteoporosls drugs should be covered under this new benefit.
Ratienale: Modlcare currently covers nmmunosupprasslve drugs for the first year
after a covered: §transplant After ths first year of: Immunosuppresslve therapy, the
benaficiary woqld then be covered under the new drug bensfit. Covering the
beneficiary under the new banafit from the outset would be administratively-
simpler. Medlcara also currently covers blood clotting Hrugs for hemophiliacs
and outeoporosns drugs. 3

5. Emagm_gngm The Secretary would have the discretion to exclude from
coverage drugs listed In Section 1927(d) of the. Soc;al Security Act, except for
bcnzedlazeplnes and barbiturates.

Ratlonale: Under Medlcald, the statutory exclus;ons ara permissive; states may
or may not cover the drugs listed in the categoms Applylng the statutory
axciusion to Msdicare Impnes mandatory excl usnon of the listed drugs.

| July 23, 1893 5:03pm ' 2 |
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MEDlCARE OUTPATIENT PRESCRIPTION DRUG BENEFIT

S
Fl

é. Emmag_enm Add a provision that gives the Secretary the authority 10
eatablish maxlmum quantities per prescription and hmlts on the number of refils.
|
Batipnsle: ThiS provnsion will discourage wasteful dlspens;ng of pharmaceuticals.

7. Emmmnm Elther physiclans and PHARMAGISP‘S may be required to
obtain approval before preecribing and/or dlspanslng 2 particular medication.

-Batlengle: In the Medicaid program, phannacxsts rather than physicians generally
raquest prior approvaj before dnspenslng a pharmaceutncal product,

8. W in the case of new drugs that the Secretary determines are
excassivaly or: 1nappropnately priced, the Secretary has the authority to establish
a price for Med[cara 8 purposes based on negotnatlons with the manufacturers. it
a manufacturer refuses to negotiate or the Secretary 1sf unable to negatiate a
price that the éecrotary dstermines to be reasonable, the Secretary would have
the authority to exclude the drug from coveraga under, Msdicare.

; Bnﬂmglg Mandahng that ALL of a manufacturers drug products not be
reimbursed by any federal program is 100 punitive and as such will never be
enforced. In 4ddition, a manufacturer may agree to negort!ate but not negotiate In
good falth . 4 i

E;gmngng_e As a condition of panicipaﬂon in hjded:caro AND MEDICAID,
drug menufacturers must sign rebate agresments wnh the Sacretary to bs
raimbursed IOt covered druge under Medlcare ]

Retionale: Thls provision Increases likellhood that manufacturers will sign rebate
egreements when both Medicare and Med:cald pamcipatlcn Included.

2. W Includs rebates for gansrlc as we!l es brand name drugs
The rebates for generic drugs would be at a lower lsva than is currently
mandated ungar the Medicald program (currently 10% of AMP, 11% of AMP in
1904). The reducnons In savings would be offset by stricter enforoement of state
laws mandatmg generic substitution. Medicare's gen'erlc rebate percentage
would squal ghe revised Mediceld percentage.

Bﬂlﬁnﬂlﬂ Mandatlng generic drug rebates is: consustent with the current
: |
July 28, 1699 s:‘qapm \ a
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MEDICARE OUTPATIENT PRESCRIPTION DRUG BENEFIT

Medicaid drugq'abata program. Not mandating. generkl drug rebates would
reduce the total rebates that could be coliected by the Federal government. Not
including generic rebates could also make the manufacturlng of generic drugs

o0 attractive relatrve to the manufacturing of innovator | drugs
: Delete reference to carriers or intar%edlaries

Hawng drug claims procassors also. -administer the rebate program
ralm conﬂ;ot of interest and confidentiality Issues :

: The rehate formula snould use a y_g,gnmg_a_vgmg_ e of the
prices offered’ by the manufacturer of a given drug Inthe non-retall market rather
than the mgqmn_m of the drug in the non-retall market

Ratlonale: Uslng the median rather than the welghted[ average may result in
significantly reduced rebatss. For example, if a few HMOs and hospitals recelve

~ substantial discounts from drug manufacturers-but the majority of ather providers

recelve mlnor,dlscounts the median will be skewed to;wards the lower discounts.

Eggpggg_d_ghgng_g. Change "average price charged" tp "average manufacturers
price.” ﬂ J

1
Bationale: Consistency of terminclogy. .

. The baselina Index price will be thie average manufacturers
price (AMP) fcr the preseription from Aprll through June 1993,

i

Rationale: A’ span of several morths is deslrabla to oaloulate the AMP to get the
moast accuratq estimate of price. :

Emmnmg_g A provision for dual eli glbles must be Included with Medicare
serving as rocip:ent of the rebate when Medicara Is tha primary payor.

Batienale: Avolds situations In which drug manufacturars would pay double

repates. |
N 3 i

Emggmngngg Add a provision which allows the Secretary to conduct
verification survays of the AMP.

HAﬂgnﬂa Drug manufacturers provide the Seoretary with the AMP. Oversight is

July 28, 1983503pm 4 "l‘
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MEDICARE OUTPATIENT PRESCRIPTION DRUG BENEFIT
& ,
1

‘required to datermme that the information supplied i8 a’ccurate This proﬂsnon Is
conaimnt wlth tho Medicaid rebate program. : :1

gnge: A manufacturer Is consi dered the entrty holding lagal title to
or poasess:on of the new drug number (NDC) number for the covered outpatient
drug {fa :’ ! ;

Bnlgnmﬁ: Thié provision clarifles the responeit;lo manbfacturer. This definition Is
conalstent with the Medicaid rebate agresment. ;I

: Strike "hugh quality” before "genersc substitutes.”

Rationale: Not olear what hlgh quality means ln relatlon to generic drugs or
whether this reference ls meaningful given current FDA practice.

?a 1

1, W Insert "in & previous penod}‘ after "charges "
4 !
Baicnale: More precise,

2 Emm_cngngg Change "actual acqulsmcn coct“ to "gstimated acquisition
cost.” y _

Rationgle: Actual acqmalticn cost is very diffieult 10 admimster. requliring a survey
of ucqunsltlon ‘costs of phermacists. Estimated: acqulsmon cost could be simply
calculated asfa percentage of average wholesale pnce (AWP).

3. Emmgq_gngmg Separate discusslon of dlspensing fees from costs of druge.

. Batignate: ClamY
1. Emp_gggd_gnm Omit this section. [

Rationale: s(nos outpatient drugs are added to the benefit package, HMOs
wauld be required to provide such benefits. :| :

[

. f
: {
|

!
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MEDI(%ARE OUTPATIENT PRESCRIPTION DRUG BENEFIT

1 mq__ghmgg This provision should be fimited to ;polioies paid for by former
~ employers. ! ' ‘

' The new benefit's iImpact on Medugap pollcsvlas would be dealt with
through loss ratlo requirements. NAIC would have to r?VIse the standard benefit

paokage to account for the new benefit.

: ¥ il
1. Pr | Replace this provision with 'Law !ncome beneficlaries receive

Proposed change:
the same financlal protection for out-of-pocket costs associated with the drug
benefit as provldad for other Medicare cost-sharing amounts.”

Thls provigion clarifias the provlslon 's Intent, Also, financial assistance
impligs & cash payment . :

BE!IEW!
Emmm_gnangg Strike "and medlcal hrstory" and lnsert yge.*

2. Ratlenale: The pharmacist will not have access to the patient's entire medical
history. 3 B

e

July 23, 1893 5:03pm 6
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financial information [(a)(4) of the PRA] : b({4) Release would dxsclose trade secrets or confidential or financial
P$ Release would disclose confidential advise between the President information [(b)(4) of the FOIA]
and his advisors, or between such advisors [a)(5) of the PRA] b(6) Release would constitute a clearly unwarranted invasion of
P6 Reléase would constitute a clearly unwarranted invasion of personal privacy ][(b)(6) of the FOIA]
personal privacy [(a)(6) of the PRA} - b(7) Release would disclose information compiled for law enforcement
: purposes [{(b)(7) of the FOIA])
C. Closed in accordance with restrictions contained in donor's deed b(8) Release would dusclose information concerning the regulation of
of gift. financial mstntutu)ns [(b)(B) of the FOIA]
PRM. Personal record misfile defined in accordance with 44 U.S.C. b(9) Release would disclose geological or geophysical information
2201(3). concerning wells [(b)(9) of the FOIA|

RR. Document will be reviewed upon request

|




