Reading the Tea Leaves for
Medicare Part D
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M uch has been printed about the unfortunate difficulties that many
patients have been having with enrollment and accessing their
medications under the new Medicare Part D benefit. Although every
local paper has been full of reported problems with Medicare Part D,
very little has been written about how to correct them. To best
understand the direction that Medicare Part D is likely to take, one
needs to evaluate the legislative landscape to determine its likely

course.

The early difficulties occurred mainly as the result of the large volume
of Medicare beneficiaries being introduced into an entirely new,
untested system. Overall, these problems fell into a few categories,
including inaccurate enrollment data, excessive charges for deductibles
and copayments, drug plans failing to provide temporary transition
medication supplies to beneficiaries already stabilized on certain drugs,
and ineffective use of the falloack drug plan (WellPoint).

In addition to these difficulties,
there are several gray areas that
have caused considerable confu-
sion and will likely require legisla-
tive action for clarification. For
example, despite there being sig-
nificant clinical data to support
the use and coverage of specific
medications, the Medicare Mod-
ernization Act (MMA) excludes
certain medications from coverage
under Medicare Part D, based on
their class and use. Specific ex-
cluded classes of medications
include over-the-counter medica-
tions, barbiturates, benzodi-
azepines and vitamins (with the
exception of prenatal vitamins).
Specifically excluded medications
that are not covered under
Medicare Part D because of how
they are utilized include those used
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Table 1.

for weight-related purposes (ex-
cept when used to treat obesity),
fertility problems, cosmetic rea-
sons, and the symptomatic relief
cough or colds. This has made ac-
cess to such medications as Nias-
pan® (nicotinic acid) and Megace®
ES (megestrol acetate), which are
frequently used by senior patients,
particularly difficult. Table 1 de-
fines some of these gray areas of
coverage versus exclusion under
Medicare Part D.

Another area of clinical incon-
sistency is related to the Centers
for Medicare and Medicaid
(CMS) mandate indicating that
“all or substantially all” of the
drugs in the antidepressant, an-

Gray Areas of Coverage Under Medicare Part D

Covered

Agents for anorexia/
weight gain

Used for weight gain due to
a long-term disease such as

Excluded

All other uses

such as cancer, AIDS, heart
failure, lung, kidney, or
liver disease

Agents to promote

Morbid obesity

Cosmetic purposes

weight loss (BMI >40) (BMI <39)
Electrolytes K, Na, Ca, Mg Potassium iodide
products
Heparin Therapy Flushes
Vitamin D analogs Calcitriol, doxercalciferol, Ergocalciferol,

paricalcitol, dihydrotachysterol

Niacin products
(Niaspan®, Niacor®)

Optional plan coverage
until May 31, 2006

cholecalciferol

No coverage after
June 1, 2006



tipsychotic, anticonvulsant, anti-
retroviral, immunosuppressant,
and antineoplastic categories
must be included on Medicare
prescription drug formularies.
“All or substantially all” means
all drugs in these categories are
expected to be included with a
number of specific exceptions.
However, the exceptions to the
“all or substantially all” policy
undercut the very purpose of
CMS guidance designed to ac-
commodate the varying respons-
es to medications for people with
any of these 6 chronic health
conditions. In particular, CMS
has informed plans that Lex-
apro® (escitalopram) did not
need to be included in their for-
mularies because another drug,
Celexa® (citalopram), could be
used as an alternative.! However,
several studies have demonstrat-
ed that patients who did not
achieve a good response to
citalopram have had a good re-
sponse to escitalopram.** Al-
though this fulfills a medically
accepted criterion by which anti-
depressants are demonstrated not
to be interchangeable, CMS guid-
ance allows prescription drug
plans (PDPs) to cover only the
less expensive citalopram at the
exclusion of escitalopram. This
has resulted in many patients be-
ing switched from escitalopram
to citalopram, resulting in ad-
verse consequences and disrup-
tions in health care.

While such needed clinical
changes could occur with CMS
regulatory guidance, given the
agency’s reluctance to change, it is
more likely that legislative actions
will be required to make needed
changes.

urrently there
are over 50 pieces
of legislation written
to correct the
difficulties within
Medicare Part D.

Legislative Actions

Currently there are over 50 pieces
of legislation written to correct the
difficulties within Medicare Part
D. These legislative actions fall

Table 2.

within the following categories:
enrollment issues, cost-sharing is-
sues, access issues, and process is-
sues (Table 2).

With regards to enrollment, re-
cently introduced legislation in-
cludes provisions to extend the ini-
tial enrollment period from May
15, 2006 until December 31,
2006. This is meant to provide
seniors with time to educate them-
selves about Medicare Part D and
make the best decisions for en-
rolling in plans. Legislation has
been proposed that would elimi-
nate the late enrollment penalty
fee during the first year of the pro-
gram and allow for every person

Federal Legislation to Correct Medicare Part D Issues

Enrollment

» Extension of the initial enrollment period from May 15, 2006 to

December 31, 2006

* One-time change of plan enroliment during 2006
* One-time go-back to employer-sponsored plan

Cost-sharing
* Beneficiary

— Elimination of cost-sharing for nursing-eligible seniors living outside
of long-term care (LTC) facilities
— Ensure that dual eligibles are not overcharged

* Pharmacy

— Cover medications given to dual eligibles

e State

— Reimbursement for 2006 transition costs
— State coverage of nonformulary prescription drugs for dual eligibles

Access
* Formulary transition

» Coverage for benzodiazepines

» Coverage for barbiturates, which are sedative agents that are clinically
effective in treating seizures associated with epilepsy and head injuries;
in addition, they are utilized to treat insomnia

Process
e Customer service

» Standardize authorization process
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with Medicare to make a one-time
change in plan enrollment at any
point during 2006. Another provi-
sion would protect beneficiaries
from being dropped by their em-
ployer-sponsored plans during the
first year of implementation so
that they have time to correct en-
rollment mistakes.

Legislation also has been pro-
posed that would assist beneficiar-
ies, pharmacies, and states in issues
related to cost sharing. Currently,
benefits are based on the site of
care, rather than specific patients
needs. For beneficiaries, legislation
would clarify cost sharing for co-
payments for dually eligible benefi-
ciaries (those with Medicare and
Medicaid) or eliminate copay-
ments for these patients, regardless
of where they live. Another prob-
lem with regard to copayments has
been the overcharging of benefici-
aries as a result of their not being
recognized by the system as being
dually eligible. Legislation would
work to correct this problem to en-
sure that the dually eligible are not
overcharged.

Legislation would also require
CMS to ensure that pharmacies re-
ceive payment for providing med-
ications for dually eligible benefici-
aries. States have found themselves
in a similar situation where they
needed to provide coverage for
their dually eligible citizens through
the transition period as they move
from Medicaid to Medicare. In ad-
dition, legislation would make sure
that states would receive matching
federal funds for providing cover-
age of nonformulary prescription
drugs for dual eligibles.

Although many of the initial
problems were the result of the
large volume of patients being in-
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Figure 1.
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troduced to the new system, access
issues have surfaced that involve
medications specifically excluded
from coverage under Medicare
Part D, as well as the off-label use
of medications. To ensure access
to medications that a patient has
already been taking, legislation
would mandate that plans cover
medications for a prolonged tran-
sition period. In addition, cover-
age would be made available for
some of the excluded medications,
in particular, benzodiazepines and
barbiturates.

Legislation would also help to
improve process issues. Providers
have received numerous reports
that plans’ customer service repre-
sentatives are not aware of their
plan’s transition policies and that
plans are inappropriately denying
some prescriptions. Since each plan
has its own authorization process,
legislation would call upon plans to
adhere to a standardized authoriza-
tion process. CMS has already tak-
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en a step in this direction by devel-
oping an appeals and exemptions
template (Figure 1).

State Actions

Early in January 2006, over 2
dozen states continued to provide
coverage for their dually eligible
beneficiaries. CMS initially an-
nounced that they would not pro-
vide reimbursement to states for
these lapses in coverage. However,
CMS has since stated that they
would, in fact, provide reimburse-
ment to states for this coverage.
Beyond this, each state is develop-
ing their own strategy to cover
their dually eligible beneficiaries
as best as possible. In New York,
the State Legislature unanimously
voted to override Governor
George Pataki’s veto of a bill that
would indefinitely provide a safety
net or “wrap-around” benefit for
New York residents covered by
Medicaid who were unable to get
their medications through their



Medicare Part D plan. Because
this program is not eligible for
matching federal funds, New York
State estimates it will cost an addi-
tional $68 million per month.

Pennsylvania has already ap-
proved legislation to require LTC
pharmacies to re-package drugs re-
ceived from other pharmacies. The
bill was motivated by a retiree in
an LTC facility who received drugs
from the Veteran’s Administration.
Due to this legislation, the resident
was instead able to use the LTC fa-
cility’s preferred pharmacy.

Most of the pending Pennsylva-
nia legislation deals with the state’s
pharmacy assistance programs,
known as PACE and PACENET.
Older Pennsylvanians can now
apply for new federal Medicare
prescription drug benefits without
adversely impacting their Pennsyl-
vania PACE and PACENET pre-
scription drug benefits. It is felt
that many of the states that offer
State Pharmacy Assistance Plans
(SPAP) will move in this same di-
rection (Table 3).

Other states such as New Jersey
are taking steps to correct inconsis-
tencies ahead of legislative action.
Realizing the disincentive for frail
elderly patients who utilize home-
and community-based waivers in-
stead of living in a nursing facility,
New Jersey has made arrange-
ments to pay for similar benefits
for these residents regardless of the
site of care.

Pharmaceutical Marketing

Besides actions directly related to
Medicare Part D, now that the fed-
eral government has become the
principle payor of medications, it
is taking aim at direct-to-consumer
marketing efforts by pharmaceuti-

Table 3.

Pennsylvania State Pharmacy Assistance Plans

Coverage

* Payment of Part D premiums for PACE enrollees
» Coverage of drugs specifically excluded from Part D coverage and for
prescriptions during the deductible phases and “donut hole”
» Coverage for copayments up to current PACE and PACENET amounts
* Elimination of the PACENET deductible
— PACENET enrollees would pay Part D premiums that are at or below
the regional benchmark premium (currently $32.54)

Process

* PACE and PACENET would act as the representative for their

enrollees:

— Assessing eligibility and applying for limited income subsidies
— Selecting and enrolling beneficiaries in the most appropriate

Part D plan

— Undertaking appeals from Part D plans
¢ Real-time on-line coordination of benefits between PACE and

appropriate Part D plans

— Pharmacists continue to fill prescriptions at their pharmacies
— Eliminate additional costs, delays, and paperwork

Table 4.

Features of the Bridge Rx Patient Assistance Program

* Eligibility:
* Period:

» Coverage:
* Copayments: 15%
* Companies:

<$18,620 annual income
Coverage gap
>50% discount on specific medications

Johnson & Johnson, AstraZeneca, Novartis,

Bristol-Myers Squibb

* Budget:
¢ OIG issues:

$30 million (500,000 participants)
Must include generics and a significant range of

branded medications to avoid being viewed as a
kickback to promote use of specific medications

cal companies. The concern is that
current marketing practices en-
courage greater use of expensive
branded products. Other areas of
concern involve rebates to LTC
pharmacy providers, pharmaceuti-
cal patient assistance programs,
and professional sampling.

While there has been no legisla-
tive action restricting current phar-
maceutical marketing practices,
both the Office of the Inspector

General (OIG) and CMS have re-
leased statements in different for-
mats to restrict these activities.
This position is based on the belief
that where a manufacturer offers
subsidies tied to the use of their
own products, the subsidies are as-
sociated with the risk of fraud,
abuse, and kickbacks, including
steering beneficiaries to particular
drugs; increasing costs  to
Medicare; providing a financial
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Take-Away Message

* Early issues that involved enroliment and access to medications were
related to the difficulty in handling a large volume in a short time
frame and will resolve; however, those involving access will remain.

* A move to give physicians the ability to write, “Specific medication
medically necessary,’ rather than going through a prior authorization
or appeals and exceptions process, would improve access.

ROI

* Understanding the gray areas of coverage will reduce denied

prescriptions.

» Utilizing the CMS appeals and exceptions template will improve

efficiency.

* Keeping abreast of the legislative changes will be important to help
answer questions for patients and staff about enrollment and access
issues, as these will be changing in the near future.

advantage over competing drugs;
and reducing beneficiaries’ incen-
tives to locate and use less expen-
sive, equally effective drugs. It is
likely that if these actions do not
achieve the results that OIG and
CMS believe are needed to de-
crease the encouragement of
branded products, legislative ac-
tion is probable.

In a move to decrease some of
the OIG’s concerns over pharma-
ceutical patient assistance pro-
grams, some drug companies are
developing a plan to evolve their
current patient assistance programs
to a program called “Bridge Rx”
(Table 4). Currently, only 4 phar-
maceutical companies have com-
mitted to participation in this pro-
gram, but many more are
evaluating their participation op-
tions. Eligibility in the program is
such that it is accessible to many
more individuals than those who
receive the low-income subsidy,
which has income requirements
and asset restrictions for single in-
dividuals and married couples. For
example, those eligible for the low-
income subsidy cannot have assets
in excess of $11,500 for a single in-
dividual and $23,000 for a married
couple, whereas the Bridge Rx pro-
gram has no asset restrictions and

48 Medicare Patient Management

provides higher income allowances.
By structuring the Bridge Rx pro-
gram in this manner, beneficiaries
could be enrolled in a Part D plan
and still receive benefits from a pa-
tient assistance program. However,
under the current structure, the
OIG is concerned that access will
be limited to specific branded prod-
ucts, while discouraging less expen-
sive generic drug use.

Again, now that the federal
government is the major payor of
medications under Medicare Part
D, Veteran’s Administration and
other military benefit programs, as
well as federal employee and re-
tiree pharmaceutical benefit pro-
grams, it is likely that if the OIG
and CMS are not satisfied that
pharmaceutical products are pro-
moted and utilized in an efficient
and effective manner, legislative
action is likely.

The Ultimate Solution

Perhaps the most sweeping legisla-
tive change is that which would al-
low providers to simply write “spe-
cific ~ medication  medically
necessary.” The push for this
change has been building momen-
tum because of the significant diffi-
culties for providers in utilizing the
appeals and exceptions process and

the prior authorization process to
gain access to needed medications
Currently, PDPs are obligated to
provide all medications that are
medically necessary, a situation
that has not been defined by CMS.
As such, in allowing providers to
make this determination through
the prescribing process rather than
a separate plan-driven process, pa-
tients could receive their medically
necessary medication in a much
more timely manner.

Clearly, changes are needed to
allow patients to receive medically
necessary medications in a timely
fashion. These changes will occur
through both CMS regulations
and federal legislation. MPM
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