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| am responding as a parent of an adult with developmental disabilities who is supported by The Arc of Howard County.
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Peg Fikes

27651 Water Street

Chaumont, NY 13622

Dear Ms. Reuther

Areyou aware that Medicaid does not charge a copay on psychiatric medications? Thereis agood reason for this. | am bi-polar, and will only
isolate myself when | am not doing well. | do, however, know several people that will bein serious trouble if they go unmedicated. Do the courts
and incarceration facilities have funding to take the potential problems that this lack of prescription coverage will cause?

Our family courts will be overflowing with abuse and child custody cases because supportive spouses will be dealing with unmedicated family
members. Children with mental illness are already lacking in vital services. The money thislegislation could cost is astronomical. .

| do have rights, and there are agenciesin place to protect my rights.| have seen nothing on the news, and read nothing in the papers about this
change. Thetiming on this makes it obvious that my rights are being circumvented.l worked 12-18 for several years, and would still be doing so,

if | was able. | have spent years learning to accept that the career that | loved was over. The most pathetic aspect to thisis that | worked with people
with disabilities. | made sure that | protected their rights to the very best of my ability. Then | became disabled myself, and no longer have the
strength or energy to defend my own rights.

| am now 51 years old. | take medications to control my cholesterol and my blood sugar. | have allergies. Fortunately, exercise and physical
therapy usually make it possible to control my arthritis pain without the use of anti-inflammitory medication .The cost of my prescriptions will
take alarge portion of my income from SSI and SSD.

Thank you. | now have a choice between keeping my home, or dying here decades before | expected to.

| would like to receive aresponse to this question, otherwise, | will assume that you are not reading responses to this email.

Peg Fikes
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Attached are our comments on the proposed revisions to Section 403.205.
Thank you for this opportunity
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October 5, 2004

Mark McClellan, M.D., Ph.D

Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Attn: CMS-4068-P

PO Box 8014

Baltimore, MD 21244-8014

Electonic submission via: http://www.cms.hhs.gov/regulations/ecomments

Dear Dr. McClellan:

We are writing you today to offer our expertise on the Medicare Supplemental Insurance market as
discussed in CMS-4068-P, “Medicare Program; Medicare Prescription Drug Benefit; Proposed Rule.”

Established in 1992, the Council for Affordable Health Insurance (CAHI) is a research and advocacy
association of insurance carriers active in the individual, small group, Health Savings Account and
senior markets such as Medigap and long-term care products. CAHI’s membership includes health
insurance companies, small businesses, physicians, actuaries and insurance brokers.

Since our inception, CAHI has been an advocate for market-oriented solutions to the problems in
America’s health care system. We have an active Medicare Working Group which consists of experts
who sell Medigap and/or long-term care insurance products, and actuaries actively involved in studying
these markets. CAHI’s Medicare Working Group has reviewed the proposed rule and would like to
submit comments on the proposed revision to Section 403.205, the definition of a Medicare
Supplemental Insurance (Medigap) policy.

In the opinion of our Medicare Working Group, the definition of Medigap could, through regulatory
discretion, extend far beyond the current definition of Medigap. Members have advised us that there are
several types of non-Medigap policies that, under the proposed regulation, would be redefined as
Medigap plans. Examples include cancer, long-term care, stand alone prescription drug plans, property
and casualty plans, major medical plans (those not HIPAA-related) as well as typical hospital indemnity
plans. Our Medicare Working Group experts believe that the spirit of the law did not intend to redefine
these types of policies, however, such a redefinition presents signficant operational challenges to
companies due to what Medigap regulation entails.

Several of our Medicare Working Group members are also members of the American Academy of
Actuaries (AAA) Working Group that submitted comments on this very issue. CAHI’s concerns with

112 S. West Street, Suite 400, Alexandria, VA 22314 & Phone: (703) 836-6200 & Fax: (703) 836-6550
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the redefinition of Medigap plans mirror those outlined in the AAA letter, and they are reiterated below

e Plans annual filing and state-by-state review of rates—some of the non-Medigap policies
mentioned above are not filed in every state in which they are sold;

e Many of these plans have underwriting limitations and guaranteed issue requirements imposed
on them whereas the proposed Medigap rules will likely not be consistent with these products;

e Many of these plans have annual loss ratio calculations to be filed with the state departments of
insurance to show that their company is in compliance with minimum loss ratio standards for
existing and new blocks of business. The Medigap loss ratio standards and refund requirements
could not be considered in the pricing of the such other products as listed above; and

e Medigap policies have standardized benefit designs—the aforementioned policies do not
comply.

As a solution to these concerns, the CAHI Medicare Working Group suggests that CMS delete Section
403.205(c)(4). We believe this would resolve the issue of inadvertantly expanding the definition of
Medigap and eliminate the resulting complications.

Thank you for the opportunity to work with you on this important issue.

Sincerely,

%”‘77’4“/; K”ﬁ*/@ Calgad

i, U B

Merrill Matthews Victoria Craig Bunce Kelly O. Cates
Director Research and Policy Director Operations Director
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| have attached our comments. Thank-you.
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Greater Upstate Law Project, Inc.

80 St. Paul Street, Suite 660, Rochester, New York 14604-1350; (585) 454-6500 Fax (585) 454-2518
VISIT OUR WEBSITE: WWW.GULPNY.ORG

October 4, 2004

Centers for Medicare & Medicaid Services
Attention: CMS-4068-P

P.O. Box 8014

Baltimore, Maryland 21244-1850

VIA EMAIL TO http://www.cms.hhs.gov/regulations/ecomments
Re: File Code # CMS-4068-P.

Comments Regarding CMS Proposed Regulation for the Medicare
Prescription Drug Benefit under the Medicare Prescription Drug,
Improvement , and Modernization Act (MMA)

Dear Madam or Sir:

The Greater Upstate Law Project, Inc. submits these comments regarding the
proposed regulation for the Medicare’s new, Part D, Prescription Drug Benefit.

The Greater Upstate Law Project has operated as a resource center for legal
services across upstate New York and Long Island since 1974. Access to health
care is a critical component of our mission to protect the legal rights of the poor
and disenfranchised. As such, we are well-versed in the issues confronting low-
income individuals in need of prescription drug services.

While we welcome the introduction of a new drug benefit to be financed with
federal funds, we are gravely concerned about how implementation of this benefit
will impact those low-income New Yorkers dually eligible for both Medicare and
Medicaid. We are grateful for the opportunity to comment on the plan put
forward in the Proposed Rule. Before moving to our specific comments related
to individual sections of the Proposed Regulation, we have some general
comments that relate to the entirety of the Regulation.

Many Pro-Consumer Comments in the Preamble Do Not Appear in the
Proposed Rule. We are concerned that many statements in the Preamble that
we support do not appear to be reflected in the Proposed Rule. We urge that
more be done to reflect the Preamble’s good intentions in the actual body of the
regulation. For example:



o The Preamble discusses providing affected enrollees, prescribers,
pharmacists, and pharmacies with written notice when a drug will be
removed from the formulary or moved to a different tier for cost-sharing.
The regulatory language just says that notice should be provided, without
specifying that the notice should be in writing. Requirement for written
notice is critical and should be specified.

o The Preamble gives examples of situations when a plan will be required to
allow an enrollee to use a non-network pharmacy. These include
situations when an enrollee’s plan does not contract with the long-term
care pharmacy which an enrollee in a nursing home must use. The
regulatory language does not include the examples CMS discusses in the
preamble.

While specifying beneficiary protections in the Preamble is well and good, they
bear no weight unless captured in the Regulation.

Need for Second Round of Comments Given Large Number of Issues Not
Addressed. We are also surprised at the large number of issues that are not
addressed and for which only the vaguest suggestion of the final regulation is
offered. We fear that the final regulation will include a number of errors and
provisions that result in unintended consequences because so much of the final
regulation will not have been seen by the public. We urge that CMS issue the
next version of these regulations in a format that will allow one more round of
comment, even if a shortened comment period. This is a very complex program
with significant ramifications for a large number of citizens. We are concerned
that failure to provide for additional public input when the regulation is more fully
drafted will create some serious problems in the fall of 2005 when the program is
launched.

Need for Technical and Corrective Amendments. There are clearly a number
of areas where the law is unclear or contradictory and these areas are creating
serious problems for the regulation-writers. We urge the Department to take
advantage of the law’s provision calling for the submission of technical and
corrective amendments. While this was supposed to have been done by June 8,
2004, it should still be done, and Congress should address these issues as soon
as possible.

Cost Reductions in the Future. In its Preamble/Regulatory Impact Statement,
CMS notes:

“We are very interested in developing further evidence on the best ways to
encourage outcome improvements and overall health care cost reductions
through drug coverage....”



In response, we urge that the Department fund the MMA Section 1013 “Research
on Outcomes of Health Care Items and Services.” The law authorized $50 million
for this in FY 2004, but no funds were requested and Congress provided none.
But the law says “such sums as may be necessary for each fiscal year
thereafter.” Adequate funding of this research could achieve enormous savings,
in lives and money, in the years to come, and we urge the Department to make
this a funding priority.

We also urge the Department to seek the legislative repeal of the MMA section
622 ban on Medicare considering functional equivalence in its payment for drugs
under Part B. This ban is anti-consumer and anti-taxpayer and will prevent the
Department from saving hundreds of millions of dollars in the years to come.

Simplify as Possible. The sheer size and complexity of these regulations is
also a testament to the fact that this new law is terribly confusing to most
Medicare beneficiaries—and confusion will make enrollment and use of the new
program very difficult, particularly for the lower income, the sicker, and those with
English literacy problems. In general, whenever it is possible and whenever it is
not anti-consumer, CMS should seek to simplify the new program. In most cases,
simplification will be the pro-consumer position.

Subpart B—ELIGIBILITY AND ENROLLMENT

Overarching Concerns Regarding the Enrollment Process.

We are very concerned that the provisions in the notice of proposed rulemaking
(NPRM) addressing enrollment of beneficiaries into private drug plans (PDPSs) or
Medicare Advantage prescription drug plans (MA-PDPs) do not adequately
address the need for targeted and hands-on outreach, particularly outreach to
low-income beneficiaries, beneficiaries with mental illness, and other populations
with special needs.

Community-based groups with historical expertise working with the unique needs
and issues for beneficiaries with disabilities, including mental illness and
cognitive impairments, and those with other special needs, will also need to be
integral to education and enrollment strategy development and implementation.
These groups also must be engaged and provided funding if all beneficiaries are
to identify and enroll in the best plan available. The potential for new partnerships
between these groups and SHIPs should be explored and supported.

More attention must be given to developing materials and education and
enrollment campaigns focused on informing beneficiaries with disabilities,
including mental illness and cognitive impairments, and those with other special
needs about the new drug benefit and helping them to enroll in the best plan
available. For example, in the conference report for the Medicare Modernization



Act, Congress directed that “the Administrator of the Center for Medicare
Choices [sic] shall take the appropriate steps before the first open enroliment
period to ensure that Medicare beneficiaries have clinically appropriated [sic]
access to pharmaceutical treatments for mental iliness, including but not limited
to schizophrenia, bipolar disorder, depression, anxiety disorder, dementia, and
attention deficit/attention deficit hyperactivity disorder and neurological illnesses
resulting in epileptic episodes.” [Report No. 108-391, pp. 769-770.] Experience
implementing Medicaid managed care programs over past 10 years shows that
to successfully enroll individuals with mental iliness, cognitive impairments (like
Alzheimer’s) and disabilities, outreach, education, and enrollment opportunities
must be incorporated at multiple points within the health communities.

To respond to Congress’s concern with ensuring enroliment and comprehensive
coverage for beneficiaries with special needs, CMS must partner with
community-based organizations focused on addressing the needs of people with
special disease and disability conditions, (such as mental illness) and state and
local agencies that coordinate benefits for these individuals. It is to these
organizations, that beneficiaries with disabilities know and trust, that they will
likely turn with questions and concerns regarding the new Part D drug benefit.
Making information and educational materials available at these sites will help
inform beneficiaries with disabilities about the new benefit. CMS has indicated it
plans to disseminate information through community organizations in the
discussion regarding Part D information that CMS provides to beneficiaries
(8423.48). But providing community-based organizations with pamphlets and
brochures alone is not adequate.

To answer the many difficult, detailed, time-consuming questions that
beneficiaries will have about the new program, extensive face-to-face counseling
services will be needed. Community-based organizations can provide the kind of
detailed help needed, but they will need additional resources.

CMS must develop a specific plan for facilitating enrollment of beneficiaries with
disabilities in each region that incorporates collaborative partnerships with state
and local agencies and consumer advocacy organizations focused on the full
range of physical, mental, and disability conditions. In addition, in their bids,
PDPs and MA-DPs should be required to include specific plans for encouraging
enrollment of hard-to-reach populations, including individuals with mental illness.

Overarching Concerns Regarding Enrollment of Dual Eligibles in
Medicare Part D.

Enrollment of Dual Eligibles: Coordinating and Timing Transfer from
Medicaid.

Our specific comments on enrollment of dual eligibles and our recommendations
appear in our comments on Sections 423.34, 423.36, 423.48 and in Subparts P
and S. Much that is outlined below is repeated in those sections. However, this is



such a critical and overriding concern with the enrollment process that it merits
special attention.

The NPRM fails to adequately address how drug coverage for the 6.4 million
Medicare beneficiaries with full Medicaid coverage (i.e., the dual eligibles) will be
transferred to Medicare on January 1, 2006. There are issues both of timing and
of the mechanics of operationalizing the enrollment process. The NPRM does not
address either in any way that will ensure that these 6.4 million beneficiaries do
not confront a loss of benefits or a gap in drug coverage, either of which could
have disastrous health consequences for these individuals,

Timing. Automatic enroliment of dual eligibles will not begin until the end of the
initial enroliment period on May 15, 2006. However, states’ Medicaid drug benefit
for dual eligibles will end on January 1, 2006. Given the difficulty of reaching this
population coupled with inadequate provisions for outreach and education
(outlined above), it is a near certainty that a substantial number of dual eligibles
will face a several month gap in coverage between the end of Medicaid’s drug
benefit and automatic enrollment. This completely foreseeable situation is
untenable, and directly in conflict with Congress’ and the Administration’s
promise that dual eligibles will be better off under Medicare Part D (see below).
The transfer of drug coverage from Medicaid to Medicare Part D must be
delayed.

Operationalizing automatic enrollment. CMS requests comments on whether
CMS or the states should perform automatic enrollment of dual eligibles. State
officials have more readily available data identifying the dual eligibles in their
state and they also will be involved in the enrollment process because they are
already required to perform low-income subsidy enrollment; therefore, we
recommend that states have the option of performing automatic enrollment.
However, this added responsibility must include sufficient administrative
payments (see our discussion in Section 423.34).

Continuity of Care for Dual Eligibles.

We are extremely concerned with ensuring continuity of care for dual eligibles
and access to needed prescriptions. (For a more detailed discussion of formulary
requirements, the need for different formulary treatment of specific populations,
and recommendations regarding defining those populations, see our comments
on Subpart C, Section 423.120.)

In our following discussion of concerns regarding continuity of care for dual
eligibles, and for others with special health care needs, we frequently illustrate
the problem with foreseeable situations that could arise related to treatment of
mental illness—a disproportionate number of dual eligibles struggle with mental
illness and need access to a wide variety of medications: According to MedPAC,
38% of all duals have cognitive or mental impairments. These issues and
concerns, however, apply equally to all dual eligibles, and particularly to those



with special health care needs, as well as to other populations with specific
needs (again, see our comments in Subpart C, Section 423.120 for a discussion
of populations with special needs).

As proposed in the NPRM, duals would be forced to enroll (or be automatically
enrolled) in the “benchmark” or average cost plans in their areas because the
low-income subsidy they will receive will only cover the premium for these plans.
The formularies for these plans will not be as comprehensive as the drug
coverage these individuals currently have through Medicaid. Even in states that
have restricted access to drugs in Medicaid programs with preferred drug lists
and prior authorization requirements, most of these states have exempted
selected conditions, such as mental iliness, from these restrictions.

Without access to the coverage they need, dual eligibles will be forced to switch
medications. In the treatment of HIV/AIDS, such switches can be deadly. As
another example, in a letter to Dr. Mark McClellan, Michael Hogan, former Chair
of President Bush’s New Freedom Commission on Mental Health and Director of
the Ohio Department of Mental Health, advises that “[a]ppropriate continuity of
care provisions for psychiatric medications for dual eligibles are critical and need
to be considered in the development of this program. It has been shown that
once a patient has evidence of successful response to a particular medication or
treatment regimen, switching the treatment without clear clinical indication is
deleterious.”

We believe the same is true for a number of other illnesses and categories. To
use just one disease group as an example of the problem in many sectors, we
cite the danger of changing psychiatric medications. It can take up to 6-12 weeks
to determine if a medication works and almost as long to wash a medication out
of a consumer’s system. Abrupt changes in psychiatric medications bring the
risk of serious adverse drug interactions. Moreover, each failed trial results in
suffering and possible worsening of a person’s condition. People who switch from
one SSRI to another, for example, tend to remain in treatment 50 percent longer
than those who don’t and their treatment typically costs about 50 percent more
than it would have if they’d been allowed to continue taking a medication that has
already been deemed appropriate.*

Not ensuring continuity of care for dual eligibles will greatly increase costs. In his
letter to Dr. McClellan, Dr. Hogan states that “[p]atients who are not adequately
treated, or treated with the wrong therapeutic agent, tend to utilize more costly
crisis intervention, inpatient hospital, and intensive case management services.
They also will tend to be less adherent to prescribed medications from that point
forward, even when a more clinically appropriate treatment regimen has been
prescribed.” A study of the overall medical costs and use of services among

! Hensely, PL and Nurnberg, H.G. (2001). Formulary Restriction of Selective Serotonin
Reuptake Inhibitors for Depression: Potential Pitfalls. Pharmacoeconomics, Vol. 19, No. 10, pp.
973-982.



people who had mental illnesses and were uninsured revealed that continuity of
medication therapy resulted in a 65 percent reduction in inpatient costs, a 55
percent reduction in emergency costs, a 23 percent increase in outpatient care
and an overall mean cost savings of $166 per patient per month.” Fewer
prescriptions are needed when access to medications is not limited, but
increased restrictions are associated with more physician and emergency room
visits, hospitalizations and prescriptions which become increasingly costly each
year.?

Moreover, it is clear that Congress was concerned with ensuring access to
psychiatric medications under the new Part D benefit. The conference report
states that: “[i]f a plan chooses not to offer or restrict access to a particular
medication to treat the mentally ill, the disabled will have the freedom to choose a
plan that has appropriate access to the medicine needed. The Conferees believe
this is critical as the severely mentally ill are a unique population with unique
prescription drug needs as individual responses to mental health medications are
different.” [Report No. 108-391, pp. 769-770]

This type of cost to the system can be cited in disease after disease category. It
is clear that CMS needs to find a way to ensure continuity of care for all of those
with pharmacologically complex conditions.

The regulations do provide a special enrollment period for dual eligibles to use
“at any time” (8 423.36). However, as noted in more detail below in the
discussion of that section, this provision as written is inadequate to meet the
special needs of dual eligibles.

In the preamble to the proposed regulations, CMS points to exceptions process
as a means of securing coverage of off-formulary medications (Section M,
Appeals and Grievances; our concerns with specific language in that Section are
addressed in our comments on that Subpart). But the process proposed is
extremely complex and impossible to navigate for people having a psychiatric
crisis, facing cognitive impairments, or in the midst of aggressive
chemotherapy—to list just a few examples. Moreover, the timelines established
are extremely drawn out; for example, an expedited determination could take as
long as two weeks. Drug plans are not required to provide an emergency supply
of medications until at least two weeks following a request. Again, using
comments citing treatment for mental illness as just one example, Michael
Hogan, former chair of the President’'s New Freedom Commission on Mental

2 Del Paggio, D., Finley, P., and Cavano, J. (2002). Clinical and economic outcomes associated with
Olanzapine for the treatment of psychotic symptoms in a county mental health population. Clinical
Therapeutics, 24.5, 803-817.

¥ Horn, W. Unintended Costs and outcomes: The Fiscal Case for Open Access. Drug Benefit Trends, Vol.
15, Supplement 1.



Health and Director of the Ohio Mental Health Department, stated in a letter to
Dr. McClellan, “patients with significant psychiatric illness, especially those that
are disabled as a result of their iliness, have an extremely limited capacity to
navigate [grievance and appeals] procedures.” Dr. Hogan also urges CMS not to
rely on the existence of grievance and appeal processes as a substitute for open
formulary access to medications.

Honoring Congress and the Administration’s Promise to Dual Eligibles.
Congress and the Administration have promised that dual eligible beneficiaries
would be better off with this new Part D drug benefit than they were receiving
drug coverage through Medicaid. To honor this promise, coverage of medications
for dual eligibles and other special populations must be grandfathered into the
new Part D benefit just as a number of states (e.g., WI, OR, KY, TX, CA) have
done in implementing preferred drug lists for their Medicaid programs. For the
very vulnerable dual eligible population, for those with life-threatening diseases,
such as HIV/AIDS, mental iliness, cancers, and other extreme conditions (groups
which could be classified as having pharmacologically complex conditions), drug
plans must be required to cover their existing medications. At a minimum this
protection should be given to dual eligibles because they have so few financial
resources. Higher reimbursement for this coverage could be based on “allowable
and allocable costs” as CMS has proposed to pay fallback plans. Increased
federal payments are warranted as coverage of the full array of medications by
these drug plans will prevent increased utilization of more costly inpatient and
outpatient services and resulting increases in Medicare Part A and B costs.

In addition, CMS must require plans to establish an alternative flexible formulary
for dual eligibles as suggested in the preamble to the proposed regulations. This
flexible formulary would incorporate utilization management techniques that
focus on improving inefficient and ineffective provider prescribing practices but
do not restrict access to medications through prior authorization, fail first, step
therapy, or therapeutic substitution requirements. Again, increased payments for
drug plans based on “allowable and allocable costs” as proposed for fallback
plans is warranted to account for the savings to Medicare Parts A and B that will
result from ensuring access to needed medications. A more detailed discussion
of this alternative flexible formulary proposal can be found in our comments on
section 423.120, Access to Covered Part D Drugs.

Section 423.34, Enrollment Process.

423.34 (b), Enrollment.
The final rule should provide that an authorized representative may complete the
enrollment form on behalf of a Part D eligible individual.

423.34(c), Notice Requirement.



The notice should be in writing and inform an individual who is denied enrollment
of his or her appeal rights, including the right to appeal the imposition of a penalty
for late enroliment.

423.34 (d), Operationalizing enrollment of full benefit dual eligibles.

In the Preamble, CMS requested comments on whether CMS or the states
should perform automatic enrollment of dual eligibles. State officials have more
readily available data identifying the dual eligibles in their state and they also will
be involved in the enrolliment process because they are already required to
perform low-income subsidy enroliment. In addition, there is an incentive for them
to enroll these individuals in Medicare drug plans because without drug coverage
they will increase utilization of other Medicaid services. Thus, states should be
afforded the ability to conduct auto-enrollment. States opting to conduct auto
assignment should receive full federal financing for this function given the MMA'’s
explicit directive for the Secretary to accomplish this function. See 1860D-
1(b)(1)(A) and (C). CMS should not require all states to perform the auto-
assignment task, however, because some states may lack the capacity to
complete it in an acceptable manner. CMS will therefore have to develop its own
systems to automatically enroll dual eligibles in states that do not elect to perform
the autoenrollment.

However, this is an additional and considerable burden on the states that perform
autoenrollment, and the structure of the program with its “clawback” provision
builds in a financial disincentive for states to maximize enrollment in Part D.
Under the law, the “clawback payment” will be based on the number of dual
eligibles enrolled in the new Part D benefit: the fewer enrolled, the smaller the
giveback to the Federal government. To blunt that disincentive and to maximize
enrollment, administrative payments to the states for autoenrollment must be
adequate and must be sufficient to counter the built in financial disincentives
inherent in the “clawback” provision. We urge CMS to reimburse the states for
100% of their administrative costs relating to the enroliment of dual eligibles in
Part D plans.

In addition, regardless of which entity performs the auto-enrollment, strong
accountability measures and oversight from CMS will be essential. The
regulations should specify that after beneficiaries are automatically enrolled in
plans, they must be clearly informed via telephone, mail, and other means about
the plans in which they have been enrolled, as well as their right to choose a
different plan and where they can get assistance to do so.

Finally, because the proposed rule left unanswered key questions about who will
conduct automatic enroliment of dual eligibles and how it will occur, we reiterate
that, as we have stated in the introduction to these comments, CMS must give
the public the opportunity to provide input on any proposal it develops on this
issue before publishing a final regulation.



423.34(d)(1), Enrollment requirements for full benefit dual eligibles, timing
between end of Medicaid’s benefit and automatic enrollment.

The NPRM states that dual eligibles will be automatically enrolled in a PDP or
MA-PDP, if they do not enroll themselves, by the end of the initial enroliment
period, which, under Section 423.36, is November 15, 2005 to May 15, 2006.
However, Medicaid’s drug benefit for dual eligibles will end on January 1, 2006.
CMS’s proposed timeline for automatic enrollment must be changed because it
could expose millions of dual eligibles to a four and half month coverage gap that
would be a considerable hardship and could have serious health consequences
for this vulnerable population. (see our discussion of Overarching Concerns at
the beginning of our discussion of Subpart B, above).

To prevent catastrophic consequences for dual eligibles, we believe the transition
of drug coverage for dual eligibles must be delayed for a year, by no less than six
months but preferably a year. MEDPAC indicates that six months is needed for a
successful transition in private sector drug plans. MEDPAC, June 2004 Report
to Congress. Dual eligibles will need a longer transition period given their higher
drug use, increased incidence of cognitive impairment, and need for personalized
counseling and assistance to select the most appropriate Part D coverage. This
extension may require a statutory change. If so, the Secretary should request
the appropriate legislative action.

In the absence of a delayed transition for drug coverage, we believe the least
harmful approach would be for dual eligibles to be randomly assigned and
enrolled in a plan that best suits their needs as early as November 15, 2005 but
no later than December 1, 2005 (see our proposed definition of “random” in
section 423.34(d)(2), below). While we would prefer to provide individuals an
extended period to make informed choices, it is critical to complete auto-
enrollment as early as possible to leave as much time as possible to distribute
plan information and cards to beneficiaries, allow them to switch plans, and
educate them about their new drug coverage before January 1, 2006.

To make this process work more smoothly, even before plan information is
released on October 15, 2005, states can begin profiling individuals’ drug history
to prepare for random auto-assignment among plans that are appropriate for the
individual. Additionally, it is critical that CMS must fund a massive campaign of
individualized counseling and assistance both before and after auto-enroliment to
a) explain to individuals their choices and how to enroll in a plan, b) if applicable,
explain how to get benefits under the plan to which they have been auto-
assigned and c) if applicable, explain that they can choose a different plan from
the one to which they have been auto-assigned and assist in choosing and
enrolling in such a plan (see also our suggestions on information and outreach
for dual eligibles under section 423.48).

423.34(d)(1)(ii), Enrollment requirement for full benefit dual eligibles in MA
plans.

10



It is essential that CMS develop an adequate solution to the issue of automatic
enrollment and dual eligibles who are enrolled in MA plans that have a
prescription drug benefit with a premium that is above the low-income
benchmark. The solution should be the one least disruptive to medical care.
Forcing a dual eligible to choose between continued MA enroliment, paying
added premiums, or foregoing drug coverage is inherently disruptive.

Although absent a statutory change we do not have a comprehensive solution to
the problem, we have suggestions to assist some beneficiaries. For
institutionalized duals enrolled in an MAPD plan whose premium is higher than
the fully-subsidized premium amount, the difference between the premium and
the premium subsidy should be considered an incurred medical expense and
deducted from their monthly share of cost to the facility. For non-institutionalized
duals in such situation, in states where SPAPs will wrap around Part D coverage
and will cover duals, SPAPs should be authorized to pay the difference. Or, for
medically needy individuals, the cost differential would be an incurred medical
expense contributing toward their spenddown, if appropriate. Otherwise,
individuals should be counseled about the premium discrepancy and about their
right to withdraw from the MAPD back into original Medicare.

423.34(d)(2), When there is more than one PDP in a PDP region.

Because not every PDP plan may be appropriate for each dual eligible (for
example, due to formulary restrictions), CMS should define “on a random basis”
in this section as “among all such plans in the region that meet the beneficiary’s
particular drug needs.”

Section 423.36, Enrollment Periods.

423.36(c), Special Enrollment Periods.

This section should be expanded to provide “special enrollment exceptions” for
individuals disenrolled by a PDP (such as for disruptive behavior) so that the
individual will have an opportunity to join another PDP and continue with
necessary medications. These “special enroliment exceptions” are necessary
given the high risk of discrimination presented by the provisions for involuntary
disenrollment (see comments under section 423.44). CMS should provide a
special enrollment period for these beneficiaries. It should include a reasonable
time period for plan selection and be exempt from late enrollment penalties.

423.36(c)(4), Special Enrollment Periods and Dual Eligibles.

We support granting dual eligibles special enroliment periods. However, this
provision does not adequately address the needs of dual eligibles. It is unlikely
that there will be much choice of low-cost drug plans in each region, particularly
in rural areas which have not had much luck attracting Medicare+Choice plans in
the past. In addition, these individuals will not have the resources to pay more in
premiums for more comprehensive coverage. Moreover, the special enrollment
provisions do not specify that dual eligibles would not be subject to a late
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enrollment fee if this complex process of disenrollment and reenroliment resulted
in a gap in coverage of over 63 days.

In addition, full benefit dual eligibles should receive notice explaining their right to
a special enrollment period when they enroll in a plan, and every time their PDP
changes its plan in a way that directly affects them, such as removing a drug
from its formulary, changing the co-payment tier for a drug, or denying their
appeal concerning a non-formulary drug or an effort to change the co-payment
tier.

423.36(c)(8), Other special enrollment periods

The regulations should include a special enrollment period similar to the one for
dual eligibles for all beneficiaries eligible for a full or partial-low income subsidy.
This is necessary because if coverage for a drug is denied, these low-income
beneficiaries will be unable to afford to pay for drugs during a period of appeal, or
if their appeal is denied and they are locked into a plan that does not cover a
drug they need.

Special enrollment periods should also be provided for all institutionalized
individuals, not just institutionalized dual eligibles, since their access to needed
drugs may be compromised by the design of the plans and by pharmacy access
requirements, (i.e., if their long-term care pharmacy is not required to be included
in the network of all PDPs). Individuals with life-threatening situations and
individuals whose situations are pharmacologically complex should have the
same rights as well.

Section 423.44, Disenrollment by the PDP.

423.44(d)(2), Disenrollment for disruptive or threatening behavior.

General concerns with/comments on this section.

We have a number of very serious concerns regarding provisions in the
proposed regulations to allow Medicare drug plans to involuntarily disenroll
beneficiaries for behavior that is "disruptive, unruly, abusive, uncooperative, or
threatening” (8 423.44). These provisions create enormous opportunities for
discrimination against individuals with mental ilinesses, Alzheimer’s, and other
cognitive conditions. Those who are disenrolled will suffer severe hardship as
they would not be allowed to enroll in another drug plan until the next annual
enrollment period and as a result they could also be subject to a late enrollment
penalty increasing their premiums for the rest of their lives. Plans must be
required to develop mechanisms for accommodating the special needs of these
individuals, and CMS must provide safeguards to ensure that they do not lose
access to drug coverage.

Moreover, CMS lacks statutory authority to authorize PDPs to involuntarily

disenroll beneficiaries. Under the MMA, section 1860D-1(b) directs the Secretary
to establish a disenrollment process for PDPs using rules similar to a specific list
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of rules for the Medicare Advantage program. This list does not include reference
to section 1851(g)(3)(B) of the Social Security Act which authorizes MA plans to
disenroll beneficiaries for disruptive behavior. Thus, these proposed regulations
must not be included in the final rule.

Concerns with specific provisions in this section and recommendations for
minimal beneficiary protections are as follows:

Lower involuntary disenrollment standard. CMS has proposed to lower the
standard for involuntary disenrollment in these Part D regulations (as well as the
proposed regulations for the new Medicare Advantage (MA) program) from that
provided in similar provisions in the Medicare+Choice (M+C) program regulations
(after which these regulations were clearly modeled). The preexisting M+C
regulation allowing for disenrollment for disruptive behavior states that M+C
plans may not disenroll an individual if the behavior at issue is "related to the use
of medical services or diminished mental capacity.” The NPRM for Part D plans
(and the new requirements for MA plans) would lessen the degree of protection
for beneficiaries against involuntary disenrollment for disruptive behavior. The
proposed regulations state that "disruptive behavior may not be based on
noncompliance with medical advice." This standard would unfairly deny
protection for beneficiaries who complied with medical advice, for example, by
trying an on-formulary drug instead of the drug needed, and as a result
experienced a bad reaction causing their disruptive behavior.

Although the proposed regulations would also require that the behavior be
committed by someone with "decision making capacity”, this standard is not as
broad as protections for people with diminished mental capacity as previously
provided under the M+C program. It is patently unfair and discriminatory to deny
protections for those whose allegedly disruptive behavior is a result of diminished
mental capacity. Moreover, this lower standard would impose unacceptable risks
to the health and well-being of these beneficiaries many of whom are likely have
very low incomes with no way to access needed medications during the
extended period when they would have no drug coverage as a result of being
involuntarily disenrolled.

Addition of “threatening” to list of behaviors. The proposed regulations also
add "threatening" to the list of behaviors that could merit disenrollment under the
M+C program, in addition to disruptive, abusive, unruly, and uncooperative.
Under the preexisting regulations, a beneficiary had to have at least taken some
action to merit disenroliment. Moreover, the highly subjective term of
"threatening" is not defined.

We strongly urge that CMS not include in the final regulation this lower standard
for involuntary disenroliment for disruptive behavior that it has proposed in the
NPRM.
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Expedited disenrollment. We are alarmed by CMS's proposal to establish an
expedited disenrollment process in cases where an individual’s disruptive or
threatening behavior has caused harm to others or prevented the plan from
providing services. The proposed expedited disenroliment process is itself
undefined, and provides no standards, requirements or safeguards. Moreover,
the NPRM allows plans to employ this mechanism on the basis of behaviors
described in the broadest of terms - terms which could easily be mis-applied or
applied capriciously or punitively. Thus, it would undermine all the minimal
protections that would otherwise apply. We strongly oppose the inclusion of this
expedited disenrollment process in the final rule.

Reenrollment. In the preamble, CMS appears to be asking for comments on
whether a PDP should be allowed to refuse reenrollment of an individual who has
been involuntarily disenrolled if there is no other drug plan in the area. These
plans must be required to allow reenrollment. Those individuals most likely to be
subject to involuntary disenrollment will not have the resources to pay for their
medications out-of-pocket. Moreover, these individuals are entitled to this
benefit. Disruptive behavior does not disqualify you and may in fact be an
indication that one is in need of medical assistance. Congress clearly intended
for all Medicare beneficiaries to have access to this benefit as evidenced by the
fact that the Medicare Modernization Act requires that there be fallback plans
available in areas where there are not at least two private drug plans.

The stigma that continues to surround mental iliness and other cognative
impairments that could manifest in disruptive behavior all but assures that where
these regulations open the door, such discrimination will occur. Congress' clear
concern in the conference report for assuring access to needed medications for
individuals with mental iliness argues for exercise of the greatest care in the
development of these regulations to ensure that avenues for potential
discrimination are barred. Absent such steps here, the disenrollment processes
proposed in the NPRM will have a disproportionate impact on individuals with
disabilities particularly those with mental illness and Alzheimer’s, either because
they will be used purposefully to discriminate against these individual or as an
indirect consequence of plans not making adequate accommodations for
individuals with disabilities, e.g., by training plan personnel on the special needs
of these individuals and providing simplified processes for them to use to access
the medications they need.

In the preamble, CMS states that PDPs must apply policies for involuntary
disenrollment consistently among beneficiaries enrolled in their plans, "unless we
permit otherwise" and must comply with laws against discrimination based on
disability. We question under what circumstances would CMS permit plans not
to apply these policies in a consistent manner. There is already a significant and
highly troubling risk that these provisions will be used to discriminate against
certain individuals, and we urge CMS to review plans' requests for approval with
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the utmost scrutiny and to strictly require consistency in the applications of these
provisions.

Individuals that are involuntarily disenrolled would not have the opportunity to
reenroll in a plan until the next annual enrollment period and may therefore be
subject to a late penalty and increased premium as a result. This result is unfair
in light of the fact that the disruptive behavior may have resulted from denial of
access to needed medications in the first place and given the high risk of
discrimination presented by these provisions.

Protections to include. At the very least, CMS must provide a special
enrollment period for beneficiaries who are involuntarily disenrolled for disruptive
behavior and must waive the late enrollment penalty for these individuals as well.
In addition, we strongly recommend the following protections be included in the
regulations implementing the Part D benefit and the Medicare Advantage
program to lessen the grave risks inherent in authorizing sanctions on "disruptive
behavior":

= PDPs and MA-PDPs must be prohibited from disenrolling an enrollee
because he/she exercises the option to make treatment decisions with which
the plan disagrees, including the option of no treatment and/or no diagnostic
testing;

= PDPs and MA-PDPs may not disenroll an enrollee because he/she chooses
not to comply with any treatment regimen developed by the plan or any health
care professionals associated with the plan;

= Documentation provided to CMS arguing for approval of a plan's proposal to
involuntarily disenroll an enrollee must include documentation of the plan's
effort to provide reasonable accommodations for individuals with disabilities, if
applicable, in accordance with the Americans with Disabilities Act; and

= Documentation that the plan provided the enrollee with appropriate written
notice of the consequences of continued disruptive behavior or written notice
of its intent to request involuntary disenrollment;

= PDPs and MA-PDPs must provide beneficiaries subject to involuntary
disenrollment with the following notices:

o0 Advance notice to inform the individual that the consequences of
continued disruptive behavior will be disenrollment;

0 Notice of intent to request CMS' permission to disenroll the individual; and

0 A planned action notice advising that CMS has approved the plan's
request for approval of involuntary disenroliment.
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Section 423.46, Late enrollment penalty.

General concern/comment on this section,

We urge CMS to delay implementation of this section for all enrollees for two
years. The drug benefit is a new program and particularly complex program.
Many beneficiaries will be confused about their enrollment opportunities and
obligations, or not understand that they must choose a plan and enroll. We see
from the Medicare-endorsed prescription drug discount card that, even with
significant outreach, the majority of individuals eligible for the low-income subsidy
have not yet taken advantage of the $600 subsidy available to them.

We disagree with CMS' observation that healthy beneficiaries will not apply; we
believe that the people most at risk of not applying are the most vulnerable
beneficiaries, including people with mental iliness and cognitive disabilities. The
Medicare Part D program is new and confusing. We know from the experience
with the Medicare endorsed discount card that people delay enroliment in a drug
card because they do not understand the program and find the choices
overwhelming. Many Medicare beneficiaries will need more than 6 months to
understand the program, understand how Part D coordinates with other drug
coverage they may have, and then to choose the drug plan that is right for them.
During the initial implementation process, people should not be penalized
because of the complexity of the program.

Alternatively, implementation of the late enroliment penalty should be delayed for
individuals eligible for the low-income subsidy. Again, individuals may not
understand that they have to apply separately for the subsidy and a drug plan,
and may think application for the subsidy is sufficient.

Until such time as beneficiaries become familiar with the program, they should
not be penalized because of its complications.

Omissions in this section.
Beyond that general comment, we have several more specific concerns
regarding omissions in this section.

» Add appeals opportunity. There should be an opportunity for enrollees to
appeal late enrollment penalties. This should be noted in this section and
should be incorporated as part of the general system for appeals outlined in
Subpart M.

= Coordinate with “special enrollment periods.” Late enrollment penalties
should be coordinated with “special enrollment periods” to ensure that
individuals who take advantage of the special enroliment periods do not face
late penalties. The exemption of time during special enroliment periods from
late penalties should be stated in this section.
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= Exemption for individuals involuntarily disenrolled. Unless CMS adds
special enrollment opportunities for individuals who are involuntarily
disenrolled—as strongly recommended under our comments on section
423.36(c)—those who are involuntarily disenrolled would not have the
opportunity to reenroll in a plan until the next annual enroliment period. At that
point, they may be subject to a late penalty and increased premiums. This is
patently unfair, especially since it may be based on an arbitrary and
unjustified decision by the plan to ‘get rid of’ high cost patients. The disruptive
behavior may have resulted from denial of access to needed medications.
The late enroliment penalty should be waived for these individuals as well.

= Late enrollment penalties and people with disabilities. CMS should
incorporate an enroliment “grace period” for individuals with disabilities. The
rationale for requiring “creditable coverage” with a gap of no more than 63
days is to encourage healthier individuals to maintain coverage and thus to
minimize adverse selection for Part D. This rationale does not apply to
beneficiaries with disabilities, and these beneficiaries might well require
additional time to make a selection and complete the enrollment process.
Therefore, CMS should incorporate a late enrollment “grace period” for this
population.

= Special enrollment opportunities/no penalties for incorrect notice of
change in coverage status (see also Section 423.56). If an employer or
other entity providing drug coverage to Medicare beneficiaries fails to provide
adequate or correct notice of the creditable status of that coverage or a
change in status of that coverage, and that coverage is not creditable,
beneficiaries should not face late enroliment penalties.

Section 423.48, Information about Part D.

General concern/comment on this section. The preamble references
concerns with outreach and enrollment. An extensive network of local, face-to-
face counseling services will be needed. Dual eligibles in particular will need
personal help in picking the plan that is best for them, rather than just being
arbitrarily assigned to a plan. The 1-800 number and literature alone will not be
adequate.

Information and outreach for dual eligibles.

In the Preamble, CMS states that “prior to [this] automatic enrollment process, a
widespread education and information campaign (described later in this subpart
at Section 423.48) will equip full benefit dual eligible individuals with information
designed to explain options and encourage these individuals to take an active
role in their enrollment rather than wait to be automatically enrolled” (Federal
Register, Vol. 69, No. 148, Tuesday, August 3, 2004, Proposed Rules, page
46638). Such an education and information campaign targeted to dual eligible
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individuals and that does equip them to select among plans and enroll prior to
automatic enrollment is critical. However, the proposed regulations fall far short.

In the Preamble, CMS discusses education and information materials that it will
provide to beneficiaries. This discussion focuses on support through the Internet
sources and the 1-800-Medicare number. Both are necessary but, as noted
above, insufficient to meet the needs of the Medicare population and particularly
insufficient to meet the education and information needs of dual eligibles. This is
a difficult to reach population with limited Internet access and, in many cases,
limited telephone access. Further, the NPRM does not outline any requirements
for meeting the needs of this population in the proposed Section 423.48.

The regulations should include specific requirements for plans and states, as well
outline activities CMS will undertake, to ensure that every effort will be made to
reach dual eligibles. By summer 2005 CMS and the states should launch a
concerted outreach and assistance campaign for dual eligibles to alert them
about the need to enroll in a Part D plan and to help them make appropriate
choices. The outreach campaign would be intended to prevent default
enrollment. Extensive outreach and assistance has helped limit the need for
default enroliment in Medicaid managed care programs. The states or CMS must
also involve community-based organizations and providers that serve and work
with dual eligibles in this enroliment process. CMS should offer grants and other
resources to help these organizations and providers inform dual eligibles of their
choices and what they need to do to sign up. These organizations can provide
culturally appropriate outreach and assistance to help duals find the best plan
available to them and let them know that they can switch plans through the
special enrollment provision in § 423.36 if they have been automatically enrolled
in a plan that is not the best for them.

In addition, as early as possible, and no later than October15, 2005 (assuming
information is available as recommended in 423.34(d), above), CMS or the states
should mail standardized, easy-to-understand notices to dual eligibles that,
among other things: (i) inform them of their eligibility to receive the low income
drug benefit if they enroll in a PDP or MA; (ii) list choices of health plans (clearly
denoting those that meet the benefit premium assistance limit) and contact
information for each plan; (iii) explain that individuals will be randomly enrolled in
a prescription drug plan beginning November 15 (or, if different, the appropriate
date) if they fail to opt out or enroll in a plan themselves; (iv) explain how they
may change their drug plans if they wish at any time; and (v) inform them of
where in their community they can go to get help with enroliment. These notices
should be tested for readability by focus groups and experts. If the states are
required to provide this information, CMS should reimburse 100 percent of the
states’ costs.

Information plans must provide. This section states that “each PDP and MA-
PDP plan must provide...information necessary” to enable CMS to assist eligible
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individuals to make informed decisions among Part D plans available to them. It
notes CMS may provide guidance regarding format and standard terminology to
be used by plans. This is insufficient.

Medicare beneficiaries can only exercise an informed choice about their drug
plan if they have adequate information about drug plan options available to them.
The information should be provided annually, in writing, and include details about
the plan benefit structure, cost-sharing and tiers, formulary, pharmacy network,
and appeals and exception process. In order to assure that beneficiaries have
the required information, the standards should be included in regulations that are
binding and enforceable, and not in guidance.

In addition, CMS needs to require plans to make information available in
alternative formats for people with disabilities and in languages other than
English to reflect the languages spoken in a plan's service area.

CMS's proposal to extend the price comparison website only helps the limited
number of beneficiaries who have access to the Internet. CMS should continue
to make the information available upon written request and through 1-800-
Medicare. We urge CMS to continue to work to improve these information
sources, as they sometimes are difficult to use by consumers.

Minimal information plans should be required to provide. While the
information that CMS may need from plans may change from time to time as
CMS gains experience with Part D, there is a minimal amount of information on
the benefit itself that potential enrollees will need in order to make a choice
among plans and plan offerings. That should be specified in this section.
Specifically, beneficiaries will need to understand:

= Premium information, including whether individuals who receive the low-
income subsidy will have to pay a part of the premium and, if so, the amount
they will have to pay;

= The benefits structure and comparative value of the plans available to them;

= The coinsurance or copay they will need to pay for each covered Part D drug
on the formulary;

= The specific negotiated drug prices upon which coinsurance calculations will
be based and that will be available to beneficiaries if they confront the gap in
coverage;

= Formulary structure, the actual drugs on the formulary, and how the formulary
can change during the plan year.
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= Participating pharmacies, mail order options, out-of-service options.
= Appeals and grievance processes.

= General information on plan performance. (As experience is gained with
plans, information should be available on formulary change rate, number of
grievances filed and outcomes, number and type of appeals and outcomes.)

It is essential that plans provide information to CMS that will allow CMS to
present the items outlined above to potential enrollees in a clear manner that will
allow them to easily compare plans.

Beyond providing this information to CMS, plans should also be required to
provide this information to potential enrollees in a clear manner using a standard
format that will allow beneficiaries to easily compare plans (see comments on
section 423.50, below). Therefore, we urge that CMS specify the minimal
information that plans will need to provide. As noted, guidance is insufficient.

Specifically, we urge CMS to require plans to provide information on negotiated
prices in an easily accessible format. This is critical for potential enrollees, who
will have high coinsurance and may confront a gap in coverage where the only
benefit available to them is the negotiated price. We urge CMS to require plans
to publish, as part of their marketing materials, price information in addition to
posting negotiated price information on their website.

Printed price information for marketing materials could be provided in a
manageable format. For example, CMS could determine the 25 to 50 drugs most
frequently prescribed to Medicare beneficiaries and require all plans to publish, in
a standardized format, their negotiated price for each of those drugs, with clear
information on how to get price information on additional drugs through a toll-free
number or the Internet (referencing both the Plan’s site and the Medicare
website). Such a list would be easy to prepare and take only about one page in
marketing materials (again, see comments on 423.50, below).

Section 423.50, Approval of marketing material and enroliment
forms

General Comments/Concerns

The marketing rules for the PDPs and MA-PDPs should be developed in the
historical context of other Medicare programs. From selective marketing to
outright fraud, Medicare programs historically have been afflicted with marketing
abuses and scams. We urge that CMS be vigilant to identify and prohibit these
problematic areas and practices as it develops final regulations.

423.50(c) Guidelines for CMS review.
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This section vaguely specifies benefit information that plans must provide in their
marketing materials in subparts (i), (ii), and (iii). We urge CMS to include more
specific requirements. It will be important that beneficiaries have comprehensive
information on plan benefits and drug prices, since the drug co-pays,
coinsurance and donut hole costs they might have to pay could be substantial.
We recommend that CMS add to the following critical points for information to the
requirement that plans make available—through the Internet, toll-free customer
service lines, and in print—on benefits and benefits structure:

Information on the formulary: What the formulary is; information on the fact
that the formulary might change; what notice that will be provided if there is a
formulary change; and, a complete formulary list, with cost-share tier
information for each formulary drug. The complete formulary list with
corresponding cost-share tier information should be required on each plan’s
website and in print material available to beneficiaries. Plans should be
required to provide some specific formulary information in their standard print
marketing materials. For print marketing materials the formulary list might be
shortened, for example, to cover the 25 to 50 drugs most frequently
prescribed to Medicare beneficiaries as outlined in section 423.48, above.
However, CMS should require that all plans provide information on the same
drugs so that beneficiaries can more easily make plan-to-plan comparisons.
With this list, plans should be required to provide instructions on how to
access information on additional drugs through the Internet, the plan’s toll-
free number, and 1-800-MEDICARE.

Information on drug prices. A description of the “negotiated price,” what it
is, when it applies, how it might change, and (on the Internet and available in
print through request) the negotiated price for each drug. For standard print
marketing materials, plans should be required to provide some price
information. For this material, the list might be shortened, for example, to
price information for the 25 to 50 drugs most frequently prescribed to
Medicare beneficiaries, comparable to the suggestions for formulary
information, above. In standard print marketing materials, plans should be
required to provide instructions on how to access price information for
additional drugs through the Internet, a toll-free number, and 1-800-
MEDICARE.

Premium information. Information on plan benefits and the premium (for the
basic benefit and any other benefit structures offered). If a PDP offers multiple
plans in a single area, marketing material should include a side-by-side
comparison of the benefits for each offering. For each offering, PDPs should
be required to note, clearly and conspicuously, whether individuals qualifying
for the low-income subsidy will have to pay a premium and, if so, the amount
that will have to be paid.
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All of the information outlined above information will be critical if beneficiaries are
to make informed choices among plans. It should be part of standard marketing
materials; potential enrollees should not have to request this basic information.

423.50 (e), Standards for PDP marketing.

Prohibit telemarketing. Telemarketing should expressly be prohibited. Door-to-
door solicitation is prohibited under this section and telemarketing presents many
of the same dangers. There have been numerous reports of telemarketing fraud
under the Medicare Drug Discount Program.* The Part D benefit is susceptible to
even more fraudulent business practices. The regulations should specifically
prohibit prescription drug plans from initiating telephone or e-mail contact with
potential enrollees, unless the potential enrollee requests contact through such
means in response to a direct mail or other advertisement.

Prohibit marketing of other services. In the Preamble, CMS asked for
comments on whether it would be advisable to permit prescription drug plan
sponsors to market and provide additional products (such as financial services,
long term care insurance, credit cards) in conjunction with Medicare prescription
drug plan services. CMS seems to believe that this would encourage entities
such as financial services firms to participate as prescription drug plans. CMS
should not allow plans to market other services, nor should it seek to encourage
other entities, such as financial institutions, to participate as PDPs. This would be
unadvisable for several reasons:

= Having plans offer added services would create a great deal of confusion
among beneficiaries. Beneficiaries might believe that CMS had approved the
additional services being offered in conjunction with the “Medicare approved
plan”; the difficult task of comparing plans would become even more complex
for potential enrollees; beneficiaries might mistakenly believe that they need
to take an entire package of offered services when they sign up for the drug
plan. This section prohibits marketing activities that could “mislead or
confuse.” Allowing plan sponsors to market added services is so apt to create
situations that confuse and mislead beneficiaries that it is in direct conflict with
the provisions of this section.

» Financial institutions claim they are exempt from the HIPAA Privacy Rule;
CMS should not encourage entities that take this position to participate as
PDPs. The potential for abuse—both cherry picking of healthier beneficiaries
into plans and avoidance of financial services to less healthy individuals—is
enormous.

Prohibit provider marketing.

* See Lori Racki, Medicare Scams Prey on Seniors, Chicago Sun-Times,
News Special Edition at 8 (May 24,2004).
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CMS asked for comment on the applicability of MA marketing
requirements for PDP marketing.

We recommend that marketing be at least as restrictive as MA marketing
because of the high potential both for confusion and for individuals to be
directed to—and locked-into—plans that do not best meet their needs.
Beneficiaries look to providers for balanced, unbiased information, and
they should be able to rely on the information that these sources provide.
However, if providers or pharmacies are allowed to market plans, there is
the potential for aggressive marketing of certain PDPs, regardless of
whether or not that PDP is the best for the beneficiary. The adverse
consequences of making a bad selection based on promotion from a
trusted source are high.

We can easily foresee such skewed marketing occurring if a pharmacy
has a contract with only one PDP or has more favorable contract terms
with a specific PDP. Providers with relationships with a PDP plan might
market that plan more heavily. We urge CMS to consider the potential for
provider and pharmacy-based marketing to steer beneficiaries into
inappropriate PDPs and, in response, to make marketing requirements
extremely protective of consumers. Given the high potential for abuse, we
recommend that providers, including pharmacies, not be allowed to
market specific PDPs or MA-PDPs. Health care providers should be a
source of balanced information on the program, plan choices, and how to
select a plan. They should not be allowed to verbally, or otherwise,
promote a specific PDP or MA-PDP.

While we recommend against allowing providers, including pharmacies, to
market individual PDPs, if providers are allowed to engage in marketing,
we recommend the following minimal requirements:

= Pharmacies and any other providers displaying plan materials should
be required to provide equal space and prominence to materials from
all PDPs/MA-PDPs available in the area, not just those with which they
have relationships;

= Marketing be limited to the display of information as outlined above.
Active promotion of any specific plan by provider should be prohibited.

Do not allow plans to use Medicare discount card enrollee and
applicant information. The regulations should prohibit prescription drug
plans from obtaining and using Medicare Drug Discount Card enrollee and
applicant information, and information collected from any other card
programs the company might sponsor.
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It is foreseeable that many Discount Card sponsors will apply to be
prescription drug plans. As Discount Card plans, these entities will have
beneficiary-level information on drug use, creating the potential for
prescription drug plans to use Discount Card information to target
marketing to low-cost beneficiaries, either directly or through marketing
firms.

Section 423.50(e)(2) prohibits drug plans from “engag[ing] in any
discriminatory activity such as, . . .targeted marketing to Medicare
beneficiaries from higher income areas without making comparable efforts
to enroll Medicare beneficiaries from lower income areas.” The regulations
should:

= Specifically prohibit prescription drug plans from obtaining or using
individually identifiable health information collected or maintained by a
Medicare Discount Card Sponsor.

= Prohibit others from using individually identifiable health information
collected or maintained by a Medicare Discount Card Sponsor to
market on behalf of a prescription drug plan sponsor.

Specify whether and how the Secretary can provide information to
prescription drug plans. The MMA added section 1860D-1(b)(4)(A) to the
Social Security Act. This permits the Secretary to share identifiable information
on Medicare part D eligible individuals with prescription drug plans to facilitate
marketing to, and enrollment of, eligible individuals in prescription drug plans.
Section 1860D-1(b)(4)(B) provides that prescription drug plans that receive this
identifiable information from the Secretary may only use it for these specified
marketing and enrollment purposes. Congress intends “this provision to facilitate
outreach to beneficiaries to ensure participation in the program.”

The proposed rule does not contain any provision governing whether and how
this information will be provided and in the Preamble, CMS seeks comments on a
number of operational issues as well as on the provision in general.

The Secretary’s authority to disclose identifiable information to prescription drug
plans for marketing under 81861D-1(b)(4) raises numerous privacy concerns.
Disclosing the information without individual authorization for these purposes is
contrary to established fair information practice principles. Additionally, providing
identifiable information poses the risk that the information may be used
inappropriately, such as to selectively market to desirable individuals. There may
be some marginal benefit in the Secretary’s providing information to prescription
drug plans if the plans send information to eligible individuals information that

5 H.R. CoNF. REP. No. 108-391, at 432 (2003).
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would actually be useful in determining which plan to select. We recommend the
following in the disclosure of identifiable information:

= |f the Secretary provides information to prescription drug plans, the
information provided should be limited to the minimal amount necessary: the
potential enrollee’s name and address. No health or financial information
should be disclosed.

= The Secretary should disclose identifiable information to prescription drug
plans to facilitate marketing or enroliment only if the plan’s marketing
materials contain formulary and drug pricing information or are accompanied
by an application form. This approach could help balance privacy concerns
with the need for beneficiaries to obtain important plan information.

= The Secretary should not disclose telephone numbers. Telemarketing should
be prohibited; there is no need for plans to have beneficiary phone numbers
unless provided by the beneficiary.

= Beneficiaries should be given the choice of whether they want this information
disclosed. We suggest that an opt-in approach be used to ensure that
beneficiaries do, in fact, want their information disclosed. The op-in notice
should be clear; written with the Medicare population in mind; state what will
be shared; and clearly state that even if a beneficiary elects to opt-out, they
can still enroll in the benefit, they will still receive information about the benefit
from CMS, and they can still request information directly from plans.

Section 423.56, Procedures to determine and document
creditable status of prescription drug coverage.

Section 423.56 (e), Notification. It is absolutely essential that beneficiaries
understand whether or not they have creditable coverage. Failure to understand
the issue of creditable coverage can lead to a lifetime of higher Part D premiums.
CMS must set forth specific requirements that plans provide information to
Medicare beneficiaries enrolled in those plans clearly stating whether or not the
coverage they have is creditable. We recommend the following as minimal notice
to beneficiaries.

= Notice in 2005. In 2005, information on whether coverage is creditable or not
should be provided in more than one mailing, and included in such valuable
documents as quarterly retiree income statements, medical billing
correspondence, etc.

= Notice after 2005. In future years, we urge CMS to develop standard
notices, through its Beneficiary Notice Initiative, to be used in this regard.
The standard notices CMS has developed through this initiative have helped
ease confusion about Medicare coverage in other situations.
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= Changes in status of coverage. The most important point is that in years
after 2006, when creditable status changes, special notification is needed.
Individuals need to know as soon as the decision is made to reduce
coverage, so that they can begin shopping for a PDP and avoid a lifetime of
premium penalties. As MedPAC has reported, six months lead time in
switching plans is ideal, and shorter transitions are fraught with confusion and
chaos. An individual should be notified as soon as the entity’s management
decides to reduce coverage below the “creditable” requirement. Such a notice
is too easy to miss in the wave of mail and solicitations that many households
receive. Because it is a very important notification, we urge that it be sent by
registered mail, or e-mail with proof of receipt.

= |nformation on value of the creditable coverage benefit. We support the
CMS idea that “given the importance of knowing whether coverage
constitutes ‘creditable coverage™ health plan sponsors should provide
information to their enrollees about the value of the benefit, the annual
premium, and the amount that the beneficiary will be required to pay. More
information to consumers will help them understand how their coverage
compares and whether they may want to seek Medicare coverage.

In cases where individuals are not ‘adequately informed’ by an employer or other
entity that their coverage is not creditable, CMS should take action on behalf of
all the individuals of that employer or other entity to provide a special enrollment
period (SEP). In other words, each individual adversely impacted by the failure of
the employer or other entity to adequately inform should not have to apply or
appeal for a SEP. (See also comments on Section 423.46.)

In addition, in the appeals section (subpart M), it should be made clear that
guestions relating to creditable coverage and notice of when such coverage
changes should be eligible for the full range of appeals rights.

Finally, we urge CMS to make clear to those attesting to actuarial equivalence (or
non-equivalence) and creditable coverage what the penalty is for false
attestation. We assume that this would be a violation of the False Claims Act or
other laws.

Subpart C- BENEFITS AND BENEFICIARY
PROTECTIONS

Section 423.100, Definitions.

Definition of “dispensing fee” to permit coverage of home infusion-related
services.
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We recommend that the final rule include a definition of “dispensing fee” that is
broadly framed, in order to permit the payment of costs associated with home
infusion therapy (option 3 of the options provided in the preamble to the
proposed rule). Since the antibiotics, chemotherapy, pain management,
parenteral nutrition and immune globulin and other drugs that are administered
through home infusion are indisputably covered Part D drugs, and equipment,
supplies and services are integral to the administration of home infusion
therapies, costs associated with such administration should be included in the
definition of dispensing fee, in order to arrive at the most accurate determination
of the negotiated price.

Definition of “long-term care facility” to explicitly include ICF/MRs and
assisted living facilities.

We recommend that the final rule include a definition of “long-term care facility”
that explicitly includes intermediate care facilities for persons with mental
retardation and related conditions (ICF/MRs) and assisted living facilities. We
believe that many mid to large size ICF/MRs and some assisted living facilities
operate exclusive contracts with long-term care pharmacies.

423.104 Requirements related to qualified prescription drug
coverage

Definition of “person” so that family members can pay for covered Part D
drug cost-sharing.

We recommend that the final rule define “person” so that family members can
pay for covered Part D cost-sharing.

Cost-sharing subsidies from AIDS Drug Assistance Programs (ADAPSs) do
not count as incurred costs.

The proposed regulations state that contributions made by an AIDS Drug
Assistance Program (ADAP) on behalf of a beneficiary will not count towards the
beneficiary’s true out-of-pocket costs, which is necessary to reach the
catastrophic limit. We strongly recommend that the final rule count cost-sharing
subsidies from AIDS Drug Assistance Programs (ADAPS) as incurred costs. If a
state ADAP program decides to provide cost-sharing subsidies, these subsidies
must be counted as incurred costs. ADAPs are an integral component of the
safety net for people living with HIV/AIDS in this country and have a long history
of filling in gaps left by other federal programs, including Medicaid and Medicare.

Federal funds for ADAP programs are appropriated by Congress on a
discretionary basis. Notwithstanding the decision by a state to use ADAP funds
to subsidize Part D cost-sharing, federal costs do not increase. Further, ADAP
funding has not kept pace with growing need over the past decade, and this has
led to increases in the number of individuals on waiting lists for ADAP services,
as well as restrictions and limitations in ADAP formularies. In this environment,
should a state prioritize providing Part D cost-sharing subsidies, federal policy
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should not create a disincentive for states to make the most prudent resource
allocation decisions. Furthermore, the populations served by ADAPs are
predominately low-income and often take multiple prescription drugs. Therefore,
even Medicare subsidized cost-sharing for low-income Medicare Part D enrollees
could provide a significant barrier to accessing prescription drugs. This has grave
implications both for the medical management of HIV/AIDS in the affected
individual, but also public health implications resulting from increased risk of the
development of resistance to currently available HIV-related antiretroviral
medications and therefore an increased risk of transmission. Discouraging
ADAPs from subsidizing beneficiary cost sharing by not counting as incurred
expenses ADAP expenses spent on premiums, deductibles, cost-sharing or the
amount spent filling in the donut hole, could leave people living with HIV/AIDS
who receive Medicare benefits vulnerable to fall through the cracks.

The regulations also specifically state that state-appropriated dollars spent by
ADAPSs cannot be counted as incurred costs. It is discriminatory and
unacceptable to single out state dollars used to provide medications to people
living with HIV/AIDS and not allow them to count as incurred costs, while at the
same time allowing state dollars to be used for State Pharmaceutical Assistance
Programs’ (SPAPSs) expenditures on behalf of a beneficiary. Under the proposed
regulations, SPAPs are allowed to wrap-around in a way that all costs spent on
behalf of a beneficiary count as incurred costs. States should have the flexibility
to provide prescription drugs to a variety of populations, including people living
with HIV/AIDS, with appropriated state dollars. It is inexcusable to exempt people
living with HIV/AIDS from receiving this type of help from their state, while
allowing people with other medical conditions to benefit from their state dollars.

Maximizing savings for people needing HIV/AIDS medications under the
340B program.

The regulations encourage state ADAPs to move toward the model of purchasing
their drugs directly, under the 340B program, instead of using a rebate model.
We feel it is completely inappropriate for CMS to use these proposed regulations
to comment on the mechanics of a program that is not under its purview.
Participation in the 340B Program is not mandatory, but rather is strongly
encouraged by the Health Resources and Services Administration (HRSA), the
federal agency that oversees the Ryan White CARE Act and the 340B Program.

As mentioned, there are several states that use a rebate option model available
to ADAPs under 340B to purchase drugs instead of the direct purchase model.
These states, including California and New York, the two largest ADAPs, have
carefully analyzed the cost benefits and risks of each drug purchasing and
distribution system. California recently conducted an extensive study which
demonstrated that after calculating rebats, they receive prices for HIV
pharmaceuticals comparable to those paid by states using direct purchase
mechanisms. Direct purchase ADAPs often have additional dispensing and
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distribution costs that also must be considered in the total cost when comparing
these two purchasing mechanisms.

Additionally, there are many factors that states must consider to minimize access
barriers when choosing a model for drug purchasing, including the size and
geography and demographics of the populations they are trying to serve. The
state's existing health care and pharmacy infrastructure are also key
considerations in the model chosen. ADAPs have and will continue to use every
mechanism available to receive the best prices for their HIV-related drugs,
including negotiating for supplemental rebates and discounts.

Coordinating between ADAPs and Medicare Part D benefits.

Any coordination between ADAPs and the Medicare Part D PDPs is, under the
proposed rules, completely voluntary on the part of the PDPs. There are several
issues that would inhibit the coordination of benefits between ADAPs and PDPs.
Most importantly, since ADAPs' expenditures for beneficiaries would not count as
incurred costs and thereby not allowing many of the HIV-positive beneficiaries’
living with HIV/AIDS to reach the catastrophic limit, ADAPs would have no strong
incentive to collaborate with private drug plans. Furthermore, PDPs could charge
ADAPs for any coordination between the two entities. The proposed coordination
would not result in any significant amount of cost savings and would not be cost-
effective for the ADAPs. Finally, it could potentially be very difficult for ADAPSs to
coordinate with multiple PDPs participating in the Medicare program in a given
area. Under these proposed rules, it is not feasible for ADAPs to coordinate with
PDPs. However, if CMS would allow payments made by ADAPs to count as
incurred costs, coordination between ADAPs and PDPs could result in
substantial costs savings and therefore provide incentive for ADAPS to
collaborate with PDPs.

423.104(h), Access to negotiated prices when the beneficiary is responsible
for 100 percent cost-sharing.

We strongly oppose allowing any plan to impose 100% cost-sharing for any drug.
Such cost-sharing should be considered as per se discrimination against the
group or groups of individuals who require that prescription.

Further, the purpose of the drug benefit is to provide assistance with the high
cost of prescription drugs. Therefore, the final rule should require plans to pass
along all of their negotiated savings to beneficiaries.

Counting purchases of on-formulary covered Part D drugs as incurred
costs.

We strongly recommend that the final rule ensure that all beneficiary costs used
for the purchase of covered Part D drugs count as incurred costs, including any
costs incurred by individuals to purchase a covered Part D drug that is on the
plan’s formulary, which has been prescribed by a physician, but which has been
denied coverage by the Part D plan.
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Section 423.120, Access to covered Part D drugs.

423.120(a), Access standards must be met in each local service area.

We support the inclusion in the final rule of the provision in the proposed rule that
requires pharmacy access standards must be met in each local service area,
rather than by permitting plans to apply them across a multi-region or national
service area. A key principle of the MMA is that Medicare beneficiaries will have
convenient access to a local pharmacy. By permitting plans to meet the access
standards across more than one local service area could only lead to individuals
in some local service areas to not have convenient access to a local pharmacy.

Counting only retail pharmacies as part of their networks for the purpose of
meeting access standards.

We support the inclusion in the final rule of the provision in the proposed rule that
only counts retail pharmacies for the purpose of meeting pharmacy access
standards. Because of the principle that Medicare beneficiaries will have
convenient access to a local pharmacy, it would undermine this principle if the
access standards could be met by counting pharmacies that serve only specific
populations and which are not available to all parts of the general public.

Counting Indian and Tribal pharmacies as network pharmacies for the
purpose of meeting access standards.

We recommend that the final rule require prescription drug plans to offer to
contract with Indian Health Service, Indian tribes and tribal organizations, and
urban Indian organizations (I/T/U) pharmacies and make available a standard
contract. Should the final rule not contain this requirement and in situations
where an I/T/U pharmacy is not part of a plan’s network, then plan enrollees
should be exempted from differential cost-sharing requirements for accessing an
out-of-network pharmacy.

If the final rule requires plans to offer a standard contract to I/T/U pharmacies,
then we are supportive of counting these pharmacies for purposes of meeting
network access standards. We believe it is an important national policy goal and
an important treaty obligation to preserve and protect access to programs
providing health services to American Indian/Alaska Native populations through
I/T/U programs. Further, I/T/U programs should be fully reimbursed for all costs
associated with providing prescription drugs through the Medicare Part D
program.

Requiring prescription drug plans and MA-PD plans to offer their standard
pharmacy contracts to some or all long-term care pharmacies in their
service areas.

We recommend that the final rule require prescription drug plans to offer to
contract with all LTC pharmacies and make available a standard contract. Over
80% of nursing home beds are in facilities that require the resident to use a long-
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term care pharmacy. Should the final rule not contain this requirement and in
situations where a LTC pharmacy is not part of a plan’s network, then plan
enrollees should be exempted from differential cost-sharing requirements for
accessing an out-of-network pharmacy.

Balancing convenient access with appropriate payment for long-term care
pharmacies.

We believe plan enrollees residing in long-term care facilities must have access
to the LTC pharmacy in the facility where they reside. We could support one of
two approaches for achieving an appropriate balance of convenient access with
appropriate payment:

= The first option is for the final rule to require prescription drug plans to
contract with all LTC pharmacies;

= Alternatively, the final rule could require prescription drug plans to make
available a standard contract to all LTC pharmacies, and plan enrollees
residing in facilities where the LTC pharmacy has elected not to contract with
a prescription drug plan must be exempted from differential cost-sharing
requirements for accessing an out-of-network pharmacy.

Further, we believe that there are overlapping responsibilities for the delivery of
services between LTC facilities and prescription drug plans. To the extent that
prescription drug plans are responsible for coordination and medication
management, the final rule should encourage plans to contract with LTC
pharmacies to provide these services to the plan’s enrollees in long-term care
facilities.

Permissible ways to assure Part D enrollees’ access to FQHC and rural
pharmacies, among others.

Federally qualified health centers (FQHCs) and rural health centers play a critical
role in bringing doctors, basic health services and facilities into the nation’s
neediest and most isolated communities. These programs operate in over 3,600
communities - spanning urban and rural communities in all 50 states, the District
of Columbia, and all territories. We recommend that the final rule require
prescription drug plans to offer to contract with all FQHC and rural pharmacies
and make available a standard contract. Should the final rule not contain this
requirement and in situations where an FQHC or rural pharmacy is not part of a
plan’s network, then plan enrollees should be exempted from differential cost-
sharing requirements for accessing an out-of-network pharmacy.

423.120 (a)(4), Requiring PDP sponsors and MA organizations to make
available a standard contract for participation in their plan’s network.

We recommend that the final rule require plans to make available to all
pharmacies a standard contract for participation in their plan’s network. Section
1860D-4(b) of the MMA requires plans to permit the participation of any willing

31



pharmacy, and also requires prescription drug plans to provide for convenient
access for network pharmacies. We believe that these requirements are best
achieved by requiring plans to make available a standard contract for
participation in their plan’s network. We also believe that this also has other
important advantages in terms of ease of administration and expanded
beneficiary access.

423.120 (a)(5), Permitting lower cost-sharing for preferred pharmacies
through higher cost-sharing for non-preferred pharmacies or as alternative
prescription drug coverage.

We recommend that the final rule permit lower cost sharing for preferred
pharmacies only when the plan’s network of pharmacies exceeds the minimum
regulatory requirements for network adequacy. In addition, as recommended
previously, enrollees who are required or who have specialized needs that make
it desirable to use specialized pharmacies, including I/T/U pharmacies and LTC
pharmacies, should not be penalized by having to pay higher cost-sharing.

1860D-11(e)(2)(D) authority to review plan designs to ensure that they do
not substantially discourage enrollment by certain Part D eligible
individuals.

We urge CMS to use the authority provided under section 1860D-11(e)(2)(D) to
review plan designs, as part of the bid negotiation process, to ensure that they
are not likely to substantially discourage enrollment by certain Part D eligible
individuals.

Previous experience with Medicare+Choice plans shows that private insurers use
a variety of techniques to discourage both initial and continued enrollment in a
plan by enrollees with more costly health care needs. For example,
Medicare+Choice plans have offset reduced cost-sharing for doctors visits with
increased cost sharing for services such as skilled nursing facility care, home
health care, hospital coinsurance, cost sharing for covered chemotherapy drugs
that are utilized by people with chronic and acute care needs.

CMS needs to analyze formularies, cost-sharing tiers and cost-sharing levels,
and how cost-sharing (including both tiers and levels) is applied to assure that
people with the most costly prescriptions are not required to pay a greater
percentage of the cost of those drugs. CMS also needs to assure that a variety of
drugs are included in a formulary at the preferred cost-sharing tier to treat chronic
conditions and conditions that require more costly treatments. Furthermore, as
recommended previously, CMS must ensure that persons who utilize specialized
pharmacies, such as LTC, I/T/U, FQHC, rural, or clinic-based pharmacies are not
penalized through higher cost-sharing for non-preferred pharmacies or through
high cost-sharing for out-of-network access.
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423.120(a)(6), Counting the cost differential for receiving an extended
supply of a covered Part D drug through a network retail pharmacy (vs. a
network mail-order pharmacy) as an incurred cost.

We recommend that the final rule ensure that beneficiary costs paid out-of-
pocket used for the purchase of covered Part D drugs count as incurred costs. A
key principle of the MMA is that Medicare beneficiaries will have convenient
access to a local pharmacy. We believe that this principle is undermined by
permitting plans to charge beneficiaries the cost differential for receiving an
extended supply of a covered Part D drug through a network retail pharmacy
versus a network mail order pharmacy. Notwithstanding this objection, the final
rule should permit the cost differential charged to beneficiaries to count as an
incurred cost.

423.120(b), Requiring P&T committee decisions regarding the plan’s
formulary to be binding on the plan.

We strongly recommend that the final rule ensures that P&T committee decisions
are binding on plans. Many Medicare beneficiaries and consumer advocates are
gravely concerned by the financial incentives in the MMA for for-profit plans to
design formularies and utilize cost management strategies in a way that
maximizes profits at the expense of enrollees’ interests and in contravention of
current standards of clinical practice. The existence of P&T committees, whose
purpose is to consider existing scientific knowledge and clinical experience in
designing formularies, would be dramatically undermined and would run counter
to the statute, unless P&T committee decisions are binding on plans.

We also believe that Congress intended for P&T committee decisions to be
binding on plans. If P&T committee decisions were intended to be merely
advisory, then the provisions requiring independent physician and pharmacist
participation would be unnecessary. In other comments, we will make clear that
we have serious concerns about the independence and integrity of P&T
committee decision making. The final rule must take greater steps to shield P&T
committee decisions from plan financial considerations and it must reinforce the
independence and broad-based clinical expertise of P&T committees.

423.120 (b)(1), Requiring certain P&T committee members to be
“independent and free of conflict with respect to the sponsor and plan” to
also apply to pharmaceutical manufacturers.

We support the proposal in the proposed rule to ensure that the final rule
interprets the requirement that certain P&T members be “independent and free
of conflict with respect to the sponsor and plan” to also apply to pharmaceutical
manufacturers. The essential function of the P&T committee is to ensure that
formulary and benefit design decisions are based on existing scientific
knowledge and clinical experience. This function cannot be adequately
performed when P&T committees consist of a majority of members who are not
independent. As with plan employees, employees of pharmaceutical
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manufacturers have a conflict and cannot be relied upon to give an impartial and
fair view of existing scientific knowledge and clinical evidence.

Recommendations for ensuring the independence of P&T committees.
We strongly recommend that the final rule include far stronger provisions than
are found in the proposed rule for ensuring the independence and integrity of
P&T committees. Critical improvements needed for P&T committees to
function effectively are:

o P&T Committee Charge: The final rule should include a charge for
P&T committees to, “ensure that the interests of enrollees, taking into
account the unigue needs and co-morbidities commonly associated
with aging populations and people with disabilities served by Medicare,
are protected by all formulary and benefit design decisions made by
the Part D plan.” The final rule should also make clear that P&T
committees have responsibility for the implementation of the formulary,
including the application of a plan’s cost-sharing structure (including
assigning drugs to specific cost-sharing tiers). In all cases, the P&T
committee should be responsible for ensuring that adequate access is
provided for the most clinically efficacious drugs in the preferred tier for
all classes of covered drugs.

The final rule should also include provisions for sanctions against P&T
committee members when P&T committee decisions are in gross
violation of this charge.

o P&T Committee Required: The final rule must clearly state that all
prescription drug plans are required to operate a P&T committee,
without regard to whether or not they operate a formulary. In cases
where plans do not operate formularies, the P&T committee would
have responsibility for implementing the cost-sharing structure and
assigning specific drugs to each cost-sharing tier.

o Expertise: The final rule should expand on the MMA'’s requirements
for independent expertise in the care and treatment of the elderly and
people with disabilities. Because of their unique experience at serving
institutionalized populations, a significant subset of the Part D eligible
population, the final rule should expand the P&T committee
requirement to also include members who are independent LTC
pharmacists.

At a minimum, the final rule should require a numerical majority of P&T
committee members to be independent and free of conflict with respect
to the sponsor, the plan, and pharmaceutical manufacturers.

Notwithstanding the size of the committee, it will not be possible for
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any committee to have adequate expertise in all areas. Therefore, the
final rule must require P&T committees to have formalized contractual
relationships to advise the P&T committee in decision making with
respect to areas where the P&T committee does not have adequate
clinical expertise. At a minimum, this must include current clinical
expertise and current experience in the following areas of medicine:
geriatric medicine, oncology, cardiology, neurology, infectious disease,
mental illness, and rare disorders.

o0 Transparency and Consumer Involvement: The final rule must
require P&T committees to develop formularies and make benefit
design decisions in a way that is transparent to plan enrollees and the
public. The final rule should require P&T committees to hold public
hearings and receive input from the public prior to the adoption of or
revision to plan formularies. The final rule should specify that meetings
of the P&T committee should be open to the public. Further, plans
should be required to seek input in the P&T committee process from
affected enrollee populations, including elderly populations, and a
diverse range of disabled populations.

o Timely Review: The final rule must require P&T committees to meet
at least quarterly, and have processes for making formulary revisions
between regularly scheduled meetings when new clinical information
or FDA approval of medications occurs that could be used for the
treatment of life threatening conditions.

423.120(b), Formulary requirements. We have many concerns related to
formulary requirements.

Ensuring that no category or class is approved in the USP model
guidelines for which there is no FDA approved drug and which would have
to include a drug based on an “off label” indication.

We do not support the CMS position that the USP model guidelines should not
be required to include classes of drugs if there is no FDA approved drug with an
on-label indication for each class, even though there are FDA-approved drugs
with commonly accepted off-label uses that would fall within a class. Further, we
do not believe it is appropriate for prescribers to be given the new burden to
“document and justify off-label use in their Part D enrollees’ clinical records.”

While we understand concerns by CMS that certain pharmaceutical
manufacturers may violate federal law by marketing drugs for off-label uses, we
do not believe it is appropriate for the final rule to constrain prescribers’ capacity
to prescribe drugs for off-label uses. By not permitting a class to exist in the USP
model guidelines solely because all commonly used medications are being used
for off-label indications could lead plans to deny coverage for off-label uses.
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Off-label prescribing has become a common—and accepted—practice across
the field of medicine. For example no drugs that are currently used in the
treatment of lupus (a serious, life-threatening auto-immune disorder) have the
treatment of lupus as an on-label indication. For the treatment of mania, certain
anti-convulsants and calcium channel blockers have proven effective and certain
anti-convulsants have proven effective for treatment of bipolar disorder, although
these uses are not FDA-approved on-label indications. We strongly oppose any
provisions in the final rule that place new limits on the ability of prescribers to
prescribe drugs for off-label uses—or that legitimize the denial of coverage for
covered Part D drugs simply because they are used for an off-label indication.

= Recommendations for preventing access barriers to for covered Part D
drugs for off label uses. We strongly recommend that the final rule include a
clear prohibition that prevents plans from denying coverage for a covered part
D drug solely because it is prescribed for an off-label indication. We are
deeply concerned that while the MMA clearly permits plans to cover covered
Part D drugs for off-label indications, financial incentives could lead plans to
inappropriately restrict coverage for off-label uses. As stated previously, off-
label prescribing has become a common practice across a broad spectrum of
clinical conditions. In enacting the MMA, Congress did not carefully consider
issues related to off-label prescribing and it would be improper to implement
the MMA in a way that removes the ability of treating physicians to prescribe
the full pharmacopoeia of FDA-approved medications when medically
necessary.

Standards and criteria for determining that a PDP sponsor or MA
organization’s formulary does not discriminate against certain classes of
Part D eligible beneficiaries when using a classification system not based
on the USP model guidelines.

In a CMS Discussion Paper, The Role of USP Draft Model Guidelines for
Formulary Classification in Determining Formulary Adequacy for the Medicare
Drug Benefit, CMS states the following:

Our formulary review standards and processes are under development
and will be released in draft form in the Fall for public comment. We are
seeking preliminary comments at this time on the factors to include in this
guidance and on how our formulary assessments should interact with
formulary classification systems...CMS will evaluate formularies at a more
granular level than described by the Model Guidelines to make sure they
include sufficient choices of clinically significant drugs...CMS also will not
allow plans to discourage enroliment by requiring higher levels of cost
sharing on drugs that disproportionately affect specific groups of
beneficiaries. For example, plans will not be allowed to price all
antiretroviral drugs in the highest tier. However, this does not mean that
these beneficiary groups cannot be subject to tiered cost sharing, just that
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such tiering cannot be designed to discourage enroliment of that specific
beneficiary group...Finally, CMS will review drug plan prior authorization
requirements, exceptions criteria and appeal policies. We understand that
prior authorization techniques include clinically appropriate step therapies
or diagnosis-related restrictions. Nevertheless, our focus will be to
determine if specific beneficiary groups are disproportionately affected by
such requirements. CMS will examine the drugs that are subject to prior
authorization and the associated criteria for obtaining approval.

We are supportive of many of the intentions stated in this discussion paper.
Nonetheless, we strongly believe that any review standards developed by CMS
must be published as legally-enforceable regulations, and not as guidelines.
Moreover, the standards for public comment on these critical standards must
meet the requirements of the Administrative Procedures Act.

However, we object to some of CMS’ stated intentions. In particular, the example
provided in the text highlighted above illustrates a major concern with CMS’
planned review process. CMS stated that, “plans will not be allowed to price all
antiretroviral drugs in the highest tier. However, this does not mean that these
beneficiary groups cannot be subject to tiered cost sharing, just that such tiering
cannot be designed to discourage enrollment of that specific beneficiary group.”
We assert that the treatment of antiretrovirals is a clear example when tiered
cost-sharing should be prohibited, and is per se discrimination. This is because
directing utilization to particular antiretroviral drugs on the basis of cost (or other
plan criteria) are in every instance clinically inappropriate and irresponsible, given
the serious public health implications of shifting prescriber behavior in this
context away from providing the most efficacious treatment regimen based on
highly individualized criteria and the experience of an HIV treating physician
consistent with Federal clinical practice guidelines.

CMS has stated that it will not allow plans to discourage enrollment by requiring
higher levels of cost sharing on drugs that disproportionately affect specific
groups of beneficiaries. We urge CMS to interpret groups to extend beyond
health status. In particular, there is a growing body of evidence that highlights
racial and ethnic differences in responses to specific drugs. We urge CMS to
ensure that evaluate plan formularies for their impact on racial and ethnic groups,
in addition to other “groups” for whom group status may be unrelated to health
statyus.

As stated above, CMS has acknowledged that, “prior authorization techniques
include clinically appropriate step therapies or diagnosis-related restrictions.” We
also strongly recommend that CMS publish in the final rule a list of conditions for
which it is clinically inappropriate to require step therapies. For guidance on
developing such a list, we recommend that CMS consider the experience of
many state Medicaid programs. In most states employing fail-first or step therapy
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requirements, clinical experience has led many states to exempt certain
conditions, including mental iliness and HIV/AIDS.

Special treatment for specific populations and defining which specific
populations to include. We strongly support the suggestion in the proposed
rule that certain populations require special treatment due to their unique medical
needs. We believe that to ensure that these special populations have adequate,
timely, and appropriate access to medically necessary medications, they must be
exempt from all formulary restrictions and they must be protected from tiered
cost-sharing that could create insurmountable access barriers. We recommend
that the final must provide for alternative, flexible formularies for special
populations that would include coverage for all FDA-approved covered Part D
drugs with a valid prescription. Further, because of the clinical importance of
providing access to the specific drugs prescribed, drugs prescribed to these
defined populations must be made available at the preferred level of cost-sharing
for each drug. We recommend that this treatment apply to the following
overlapping special populations:

= Dual Eligibles: In enacting the MMA, Congress and the Administration both
promised that dual eligibles (persons eligible both for Medicare and Medicaid)
would be better off when coverage for prescription drugs is transitioned from
Medicaid to Medicare Part D coverage. Historically, the Medicaid prescription
drug benefit has been closely tailored to the poor and generally sicker
population it serves, providing beneficiaries with a range of drugs that they
need with little or no co-payment. Under federal law, states that elect to
provide prescription drugs in their Medicaid programs must cover all FDA-
approved drugs from every manufacturer that has entered into an agreement
with the Secretary of Health and Human Services to pay rebates to states for
the products they purchase.

Dual eligibles include people with disabilities and other serious conditions
who need a wide variety of prescription drugs. Medicare prescription drug
plans, as programs serving dual eligibles, must be able to respond to a range
of disabilities and conditions, including physical impairments and limitations
like blindness and spinal cord injury, debilitating psychiatric conditions, and
other serious and disabling conditions such as cancer, cerebral palsy, cystic
fibrosis, Down syndrome, mental retardation, Parkinson’s disease, multiple
sclerosis, autism, and HIV/AIDS. If dual eligibles are not to be worse off when
Part D prescription drug coverage begins, then they must have continued
access to an alternative and flexible formulary that permits treating physicians
to prescribe the full range of FDA-approved medications.

= Institutionalized Populations: Many, but not all, Medicare beneficiaries
residing in nursing facilities and other residential facilities are dual eligibles.
The same rationale provided for dual eligibles applies to providing
institutionalized individuals access to flexible formularies on the basis of their
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complex and multiple prescription drug needs. Moreover, although we
recommend that any alternative formulary include access to all FDA-approved
medications, should the final rule permit a more restrictive alternative
formulary, it must ensure that all drugs included on the formulary of
participating LTC pharmacies are included on the plan’s formulary, and drugs
that are preferred by the LTC pharmacies’ formularies must be treated by the
plan as a preferred drug.

Institutionalized individuals have limited capacity to pay cost-sharing for non-
preferred drugs or to purchase drugs for which coverage has been denied. It
is imperative that any alternative formulary provides strong protections that
prevent individuals from being charged cost-sharing. For dual eligibles
residing in institutions, a condition of eligibility requires them to pledge all, but
a nominal personal needs allowance, to the cost of their care. For non dual
eligibles, the high cost of nursing home coverage leaves few remaining
resources to pay non-preferred cost-sharing or to purchase drugs for which
coverage has been denied. According to a Metlife survey, in 2002, the
average monthly cost of a private room in a nursing home was $5,110 and
the average monthly cost of a semi-private room was $4,350.

Persons with Life-Threatening Conditions: Persons with a diverse range,
but limited number of conditions in which the absence of effective treatment
would be life-threatening need to have unrestricted and affordable access to
the full range of available treatments. Protections in the MMA intended to
ensure that beneficiaries will have access to all needed medications are
inadequate for persons with life-threatening conditions. For example, the
MMA requires P&T committee to consider scientific evidence when
developing formulary policies. This is an inadequate protection for persons
with life-threatening conditions because scientific or clinical evidence often
does not exist to support or undermine a new indication for an approved drug
or when breakthrough drugs receive FDA approval. This is especially
problematic for rare conditions. Further, a major criticism of the MMA is that
plans appear to be permitted to wait up to one year before even considering
whether to include new drugs on their formulary. Therefore, these individuals
must have immediate access to all FDA-approved medications.

Persons with Pharmacologically Complex Conditions: Medications to
treat many complex conditions are not generally interchangeable, including
those with the same mechanism of action, and have fundamental differences
that render them pharmacologically unique. In these circumstances, it is
inappropriate to permit private plan formulary and cost-sharing policies to
drive utilization to specific preferred drugs within a class. For example,
research shows that different antipsychotic medications affect different
portions of the brain. The Report of President Bush’s New Freedom
Commission on Mental Health states that “any effort to strengthen or improve
Medicare and Medicaid programs should offer beneficiaries options to
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effectively use the most up-to-date treatments and services” (New Freedom
Commission on Mental Health, Achieving the Promise: Transforming Mental
Health Care in American; Final Report, p. 26).

We recommend that the final rule require the Secretary to seek input from
affected groups and the general public and publish annually a list of
conditions for which pharmaceutical management is complex and which have
access to an affordable and flexible alternative formulary. This category
should encompass:

o Persons with conditions that are recognized for their pharmacological
complexity and must include, at a minimum, conditions such as epilepsy,
Alzheimer’s disease, multiple sclerosis, mental iliness, HIV/AIDS,;

o People who require multiple medications to treat many conditions—where
drug-to-drug interactions are a critical challenge and where certain
formulations might be needed to support adherence to treatment; and,

o0 Persons taking critical dose drugs and drugs with a narrow therapeutic
index. These drugs are clinically effective and safe only at a narrow
dosage range, and generally require blood level monitoring and highly
individualized dosing requirements.

Minimum timeframes for periodic evaluation and analysis of protocols and
procedures related to plan formularies.

We recommend that the final rule require plans to evaluate and analyze their
protocols and procedures related to plan formularies at least quarterly. For many
conditions, every month brings significant advances in the clinical management
of disease making it essential that the final rule require regular ongoing and
timely review of their formulary protocols and procedures.

Notification requirements for enrollees directly affected by a formulary
change.

The proposed rule provides notification provisions regarding formulary changes
that are inadequate for effectively notifying and protecting beneficiaries. We
recommend that if the final rule limits the notice requirements to persons directly
affected by the change, then plans must be required to provide notice in writing,
mailed directly to beneficiary, 90 days prior to the change, and the notice must
inform the beneficiary of their right to request an exception and appeal a plan’s
decision to drop a specific covered Part D drug from their formulary.

Recommendations for limitations on mid-year formulary changes.

We recommend that the final rule place strict limits on mid-year formulary
changes, requiring plans to justify a decision to remove drugs from a formulary.
Permitted reasons for discontinuing coverage would include the availability of
new clinical evidence indicating that a particular covered Part D drug is unsafe or

40



contraindicated for a specific use or when all manufacturers discontinue
supplying a particular covered Part D drug in the United States.

Should the final rule fail to effect such a restriction, we strongly recommend that
plans be required to continue dispensing all discontinued drugs until the end of
the plan year for all persons currently taking a discontinued drug as part of an
ongoing treatment regimen.

423.124 Special rules for access to covered Part D drugs at out
of network pharmacies

Broader out-of-network standards as an alternative to emergency access
standards.

We support inclusion in the final rule provisions in the proposed rule that
establish out-of-network access standards. Nonetheless, this requirement is
insufficient to provide for emergency access to covered Part D drugs. The final
rule must establish requirements on plans to dispense a temporary supply of a
drug (wherever a prescription is presented, irrespective of whether or not it is at a
network pharmacy) in cases of emergency. If the emergency situation involves a
coverage dispute, the plan must dispense refills until such time that the
prescription expires or the coverage dispute is resolved, through either a plan
decision to provide coverage for the drug or through completion of the appeal
process. This requirement must also specify that a temporary supply must be
dispensed even in cases where beneficiaries are unable to pay applicable cost-
sharing.

Out-of-network access requirements.

We recommend that the final rule limit out-of-network cost-sharing to no more
than the difference between the maximum price charged to any in-network Part D
plan in which the pharmacy participates and the in-network price. While we
recommend that this limitation apply in all circumstances, at a minimum, it must
be applied to the scenarios described in the preamble to the proposed rule:

» In cases in which a Part D enrollee meets all of the following: is traveling
outside his or her plan’s service area; runs out of or loses his or her covered
Part D drug(s) or becomes ill and needs a covered Part D drug; and cannot
access a network pharmacy;

= In cases in which a Part D enrollee cannot obtain a covered Part D drug in a
timely manner within his or her service area because, for example, there is no
network pharmacy within a reasonable driving distance that provides 24-hour-
a-day/7-day-per-week service;

= In cases in which a Part D enrollee resides in a long-term care facility and the
contracted long-term care pharmacy does not participate in his or her plan’s
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pharmacy network; and

= In cases in which a Part D enrollee must fill a prescription for a covered Part
D drug, and that particular covered Part D drug (for example, an orphan drug
or other specialty pharmaceutical typically shipped directly from
manufacturers or special vendors) is not regularly stocked at accessible
network retail or mail order pharmacies.

Definition of usual and customary price.

We recommend that the final rule define “usual and customary price” to be, “the
maximum price that a pharmacy would charge a customer who is a Medicare
beneficiary participating in an in-network Part D plan.”

Counting the cost differential for receiving a covered Part D drug at an out-
of-network pharmacy at the usual and customary price (vs. a network
pharmacy) as an incurred cost. We recommend that the final rule ensure that
all beneficiary costs used for the purchase of covered Part D drugs count as
incurred costs. Therefore, if the final rule permits Part D participants to be
charged the cost differential for receiving a covered Part D drug at an out-of-
network pharmacy versus at a network pharmacy, then the rule must require that
this differential is counted as an incurred cost.

Proposed payment rules at out-of-network pharmacies when enrollees
cannot reasonably obtain those drugs at a network pharmacy.

We recommend that out-of-network pharmacies that are outside of an individual
Medicare beneficiary’s local service area be required to charge beneficiaries no
more than the maximum charged to any in-network plan that they participate in.
Further, we recommend that pharmacies be permitted to charge out-of-network
customers who are out of their local service area prices as low as the deepest
discounted price for in-network participants in any Part D plan accepted by the
pharmacy.

Section 423.128, Dissemination of plan information.

423.128 (d), Requiring PDP sponsors and MA organizations to provide 24-
hours-a-day/7-days-a-week access to their toll-free customer call centers.
We believe that it is essential that the final rule require all plans to provide 24-
hours-a-day/7-days-a-week access to their toll-free customer call center. The
management of the Part D prescription drug benefit is a serious issue that
necessitates timely assistance and resolution of coverage issues. The
implications of delayed access are potentially very serious. For this reason,
notwithstanding concerns about the cost of making round-the-clock access
available to their enrollees, this must be considered part of the cost of
participating in the Part D program. This is a critical requirement that must be
included in the final rule.
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423.128(e), Required information in the explanation of benefits.

We support the inclusion in the final rule of provisions in the proposed rule
regarding elements of the explanation of benefits. These elements, however,
must be supplemented by:

= Appeals rights and processes: Information about relevant requirements for
accessing the exceptions process, the grievance process, and the appeals
process.

= Access to formulary information: Plans should be required to provide
information to all Part D eligible individuals, and not just plan enrollees, about
the plan formulary. (See our comments in Subpart B, Section 423.48,
Information about Part D.) Morever, while we are supportive of the provision
in the proposed rule that requires plans to make available access to the plan’s
formulary. In isolation, however, this is insufficient. Beneficiaries need
precise and detailed information about the formulary both to make an
informed choice about enrollment and then to minimize their out-of-pocket
costs once enrolled in a plan. Simply giving beneficiaries a description of how
they can obtain information about the formulary is insufficient to further the
goals of the statute. Plan descriptions should include a detailed formulary,
listing not only all the drugs but the tier and amount of co-payment upon
which each drug is placed, especially if plans will be allowed to require
beneficiaries to pay 100% of the cost of certain formulary drugs.

= Plan terminations: 423.128(c)(iii) requires plans to tell all Part D eligible
individuals that the part D plan has the right to terminate or not renew its
contract, but only if the individuals request this information. Information about
the potential for contract termination needs to be included in all plan
descriptions and in all marketing materials, and not just if requested by an
enrollee or Part D eligible individual. Based upon experience with the
Medicare+Choice market, the drug plan market will experience volatility that
results in adverse consequences to many beneficiaries. The
Medicare+Choice model summary of benefits requires this information to be
in the summary of benefits and in the evidence of coverage; the same rule
should apply for Part D.

Requiring that an explanation of benefits be provided at least monthly for
individuals utilizing their prescription drug benefits in a given month.

We recommend that the final rule retain the provision that requires an
explanation of benefits be provided at least monthly for individuals utilizing their
prescription drug benefits in a given month. The explanation of benefits should
include the drugs the plan paid for, the beneficiary cost sharing, whether the
deductible has been met, and how much remains to b e met in out-of-pocket
costs before stop-loss coverage begins. The notice should also tell people how to
appeal or to request an exception.
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Section 423.132, Public disclosure of pharmaceutical prices for
equivalent drugs.

Costs to nursing home patients. The law requires that in general a person be
told about the lowest cost generic available under a plan at the time they pick it
up at a network pharmacy (or receive it in the mail). The Secretary is given
discretion to waive that disclosure requirement, and the Preamble discusses (p.
46665) whether such information should be given to long term care residents,
given the special ways in which medicines are delivered in nursing homes. We
believe that many nursing home residents, their families, or their representatives
would like to know if savings are possible, and we urge that such information be
made available.

SUBPART D — Cost Control and Quality Improvements
Requirements for Prescription Drug Benefit Plans

Section 423.150, Scope.

The need to limit and prohibit unacceptable cost containment strategies.
We have serious concerns that the proposed rule contains no restrictions on the
ability of plans to use cost-containment tools such as dispensing limits, or prior
authorization. Indeed, the preamble to the proposed rule appears to specifically
encourage plans to use such cost management tools, without constraint, to limit
the scope of the prescription drug benefit. We believe that this is completely
inappropriate, and inconsistent with commitments made by CMS to the Congress
and the public.

In response to a question for the record at the confirmation hearing in the Senate
Finance Committee for CMS Administrator Mark McClellan, Dr. McClellan stated
in response to Senator Baucus’ question number 27, that, “beneficiaries who
elect to enroll in this new open-ended drug benefit will have no limits on the
number of prescriptions filled, no limits on the maximum daily dosage, and no
limits on the frequency of dispensing of a drug.” We strongly recommend that
the final rule prohibit plans from placing limits on the amount, duration, and scope
of coverage for covered Part D drugs. Specifically, the final rule must prohibit
plans from limiting access to covered Part D drugs through limits on the number
of drugs that can be dispensed within a month, limiting the number of refills an
individual can obtain for a specific drug, or by placing dollar limits on the amount
of the prescription drug benefit.

We also strongly recommend that the final rule prohibit plans from requiring

therapeutic substitution. While the MMA authorizes the use of formularies which
could lead prescribers’ practices to alter their practice in order to comply with
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standard Part D plan preferences for covered drugs within a class, we believe
that the ultimate authority to decide which specific drug a Medicare beneficiary
will receive must reside with the treating physician. Therefore, to protect patient
safety and health, the final rule must prohibit plans from requiring or encouraging
pharmacists to engage in therapeutic substitution without the advance knowledge
and written concurrence of the treating physician. We are encouraged that the
preamble to the proposed rule indicates that therapeutic substitution will be
prohibited without the prescriber’s approval, this prohibition must appear in the
text of the final rule.

Further, the use of prior authorization has become a common practice in the
private sector and Medicaid. For many Medicare beneficiary populations, the
manner in which prior authorization and fail first (or step therapy) systems have
been implemented in these other contexts has been clearly unworkable both
from the perspective of beneficiaries and treating physicians. While prior
authorization/fail first policies may be used appropriately in some contexts to
manage the pharmaceutical benefit, the final rule must establish clear standards
and requirements for Part D plans that elect to adopt prior authorization and fail
first policies. In particular, the final rule must require plans to ensure that any
system of prior authorization is easily accessible to beneficiaries and physicians,
and must impose negligible burdens with respect to time needed to complete the
prior authorization process, expense, and information documentation.

Most state Medicaid programs exempt certain types of prescription drugs from
prior authorization/fail first policies because of the complexity of the underlying
condition, the recognized need for physicians to have broad prescribing flexibility,
and the grave clinical consequences that could result if necessary access to
prescription drugs is denied. Medicaid experience also shows that when certain
populations are not exempted from prior authorization, significant problems arise.

For example, after the state of Michigan implemented a restrictive preferred drug
list for its Medicaid program, a hotline was established for consumers and
providers to report their experiences: sixty-six percent reported medication
delays or said they had suffered negative consequences after being forced to
switch medications (Report on Prescription Access Hotline, April 22 — June 14,
2002, Mental Health Association in Michigan and Michigan Association for
Children and Families, February 2003). We propose that the final rule require
the Secretary to consult with the public and publish annually a list of conditions
which will be exempted from prior authorization/fail first policies, and should
include conditions such as mental iliness, epilepsy, HIV/AIDS, and cancer, that
are widely acknowledged for the difficulty and complexity of pharmaceutical
management.

Further, when prior authorization is imposed, whenever the prior authorization

process has not been completed within 24 hours of the time that a prescription
was first presented at a pharmacy, plans must be required to dispense a
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temporary supply of the prescribed drug pending the completion of the prior
authorization process, including any time needed to receive an exception
process and appeal decision. The final rule must also provide for exigent
circumstances when an emergency temporary supply of a prescription drug must
be dispensed immediately, without allowing for a 24 hour prior authorization
period.

Requiring consumers who have been stabilized on a particular psychiatric
medication to switch to another medication can be very dangerous for the
consumer and is not fiscally prudent. It is very difficult to determine which
medication will work best for an individual and most have to try many different
kinds of medications. Moreover some of these medications stay in the system for
a long time (e.g., up to six weeks) and modifications of drug therapy must be
done very carefully to avoid dangerous drug interactions. Each failed trial results
in suffering and possible worsening of a person’s condition. We recommend that
the final rule require plans when enrolling new enrollees to continue for at least
six month any prescription drug regimen for all individuals who have been
stabilized on a course of treatment. Moreover, the plan must provide an
organization determination within the first month of enrollment for all covered Part
D drugs that are part of the treatment regimen and notify, in writing, the
beneficiary whether each drug in the regimen is covered and the beneficiary’s
cost-sharing requirement. Should the plan determine that any drugs in the
regimen are not covered, all individuals stabilized on a treatment regimen should
be automatically eligible for an exception request, and plans should be prohibited
from discontinuing access to all drugs in the regimen pending final resolution of
the appeals process.

In a very recent report entitled “Psychiatric Medications: Addressing Costs
without Restricting Access” (August 20, 2004), CMS encourages State Medicaid
Directors to implement innovative approaches to controlling costs without
restricting access. CMS must encourage Part D prescription drug plans
implementing the Medicare drug benefit to implement these same cost
management techniques as alternatives to the more common approaches that
restrict beneficiary access to medications. A number of states have developed
pharmacy case management programs that focus more on the volume of
prescriptions than the disease (as in disease management programs). They use
claims data to identify consumers with a large number of prescribers and/or
prescriptions or physicians who provide a large number of prescriptions to many
consumers. Other alternative cost containment approaches include:

= Case management of chronic illness to improve coordination of all medical
and mental health care, including medications;

» Disease-specific case management programs;
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= Closer data review to identify fraud, deviation from clinical best practice,
outlier prescribers, and clinicians that are “under’dosing; and,

» Requiring plans to analyze plan-level claims data — to identify prescribing
patterns, potential areas for fraud and abuse and consumers who are taking
multiple medications for the same condition.

Section 423.153, Cost and utilization management, quality
assurance, medication therapy management programs, and
programs to control fraud, abuse, and waste.

Cost management tools subject to P&T Committees.

In response to a question in the preamble of the proposed rule, we strongly
recommend that P&T committees should approve and oversee implementation of
utilization management activities of health plans offering the Medicare drug
benefit. These committees should be empowered to make policy decisions and
be charged with a mission to promote and protect the health of beneficiaries. In
overseeing utilization management activities, P&T committees must be
empowered to ensure that beneficiaries have access to a variety of drugs that
reflect current utilization patterns and current research and that take into account
the efficacy and side effects of medications in each therapeutic class and the
complex needs of an ethnically diverse, elderly, co-morbid, and medically
complex population.

More needed in quality assurance.

In the preamble, CMS lists the elements that are “desirable” for quality assurance
programs (electronic prescribing, clinical decision support systems, educational
interventions, bar codes, adverse event reporting systems, and provider and
patient education.) but then says “We do not expect PDPs and MA-PD plans to
adopt all of these elements.” This is insufficient. We recommend that the final
rule require all plans to operate quality assurance programs with all of the listed
elements.

In addition to the listed elements described above, the final rule must require
plans to include clinical decision support systems and educational interventions
including —

= Programs that use claims data and physician referral triggers to identify
physicians and consumers who have specific diseases such as asthma,
diabetes, schizophrenia, depression, and substance abuse/addiction
disorders and provide educational tools and materials to these providers to
encourage more coordinated care for these consumers;

= Programs that use claims data to identify consumers with a large number of

prescribers and/or prescriptions or physicians who provide a large number of
prescriptions to many consumers and provide educational interventions
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designed to align these physicians prescribing practices with best practice
guidelines;

= Closer scrutiny of utilization data to manage cases of polypharmacy; and,

= Algorithms and other practice standards that promote appropriate prescribing
based on clinical data and evidence-based practice.

These interventions not only serve to contain drug costs as discussed above, but
also improve the quality of patient care.

The public needs to know about a plan’s error rates.

The preamble notes that “In the future, we may require quality reporting that
includes error rates.” This is a key quality indicator that should shape consumer
selection of plans. We urge that data on plan error rates, even if just a sampling
in 2006, be made public in the first year of the program and all in future years.

Medication Therapy Management Programs: The need to stress quality
improvement and let the public know the outcomes.

We urge that the financial incentives in MTMP (423.153(d)(5)) encourage quality
outcomes and not reduced costs. Payment for reducing costs without regard to
guality will lead to creative and devious forms of rationing. The preamble says
that CMS “may provide a mechanism for plans to demonstrate” the value of their
MTMPs to the public. We urge CMS to make it clear that such a mechanism shall
be developed.

The preamble to the proposed rule states that “MTMPs can lead to improved
overall health for individuals while at the same time decreasing overall healthcare
costs resulting from improper medication use and adverse drug events”. States
are using many of these components in their Medicaid programs for individuals
with mental illness and other chronic illnesses and are observing improvements
in treatment outcomes, reductions in polypharmacy, and successful efforts to
contain costs. CMS should look to provider education interventions programs in
Pennsylvania and Missouri and the Texas Medication Algorithm Project for best
practices that should be implemented by drug plans in their MTMPs.

In the preamble, CMS states that plans should have discretion to design or
“customize” their MTMPs because the best approach is to let market shape these
programs. We disagree with this reliance on the market to set required
parameters for the required MTMPs. We do not believe that stand alone
prescription drug plans have sufficient incentives devote significant resources
and attention to developing MTMPs that would improve overall health.

The proposed rule proposes to delegate to private prescription drug plans

authority to set annual cost threshold and invites comments on how to set this
level and what persons with multiple chronic diseases to include. Although the
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types of activities described by CMS as components of MTMPs would save drug
costs in the long run, in the short term there will be added costs in implementing
these activities and thus PDPs and MA-PDs will have a disincentive to identify
enrollees as qualifying for this additional benefit. Therefore, it would be highly
inappropriate for CMS to delegate to these plans authority to determine the
annual cost threshold to qualify for this benefit. Furthermore, plans will not be
interested in attracting enrollees who would qualify for these benefits and thus
they would naturally want to set the threshold drug cost amount very high. We
recommend that you look to Medicaid claims data for dual eligibles to develop
estimates of annual drug costs of beneficiaries with multiple medications and
multiple chronic diseases.

In the preamble to the proposed rule, CMS suggests that it may be appropriate to
go beyond the statutes requirement that pharmacists provide MTMP services.
We agree. MTMP services cannot all be appropriately delivered by a pharmacist.
Many of these activities will require complex interactions with a trusted provider
and will require face-to-face consultations that cannot be adequately performed
over the telephone — e.g., health status assessments, monitoring patient
response to drug therapy, and coordination with other case management. As
discussed in the preamble, to ensure the effectiveness of their MTMPs, plans
must develop and maintain on-going beneficiary-provider relationships and
enable beneficiaries to choose providers of these services. Having services
delivered by a trusted provider is critical to successful medication therapy.

CMS proposes to leave it up to plans to determine whether to pay other providers
to perform MTMP services. Given the importance of the beneficiary-provider
relationship that CMS acknowledges and the fact that they state that all MTMP
services should not be performed by pharmacists (e.g., developing drug
treatment plans for complex and comorbid conditions), CMS must specify in the
final rule that MTMPs are to incorporate the services of physicians, as well as
pharmacists, and that beneficiaries shall be able to choose the providers from
whom they would receive MTMP services. The final rule should also require that,
to the greatest extent possible, beneficiaries may receive MTMP services from
their current providers. To ensure that MTMP services are readily available to
those beneficiaries who qualify for them, adequate fees must be provided to the
pharmacists and physicians offering these services. Adequate fees are also
critical to ensuring that beneficiaries have a meaningful choice among
pharmacist and physician providers of the MTMP benefit.

Section 423.156, Consumer Satisfaction Surveys.

Consumer satisfaction surveys: start in 2006.

We urge that the first surveys be conducted starting in 2006 with the results
available before the fall 2006 open season. The preamble and the proposed rule
do not describe an effective date.
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Section 423.159, Electronic Prescription Program.

Electronic Prescription program: Initiate as soon as possible.

We support and commend CMS’s efforts to expedite, in every way possible, the
development and widespread use of e-prescribing. The life-saving safety and
guality improvements from such a system will be enormous.

Subpart F -- SUBMISSION OF BIDS AND MONTHL
BENEFICIARY PREMIUM; PLAN APPROVAL

Section 423.265, Submission of bids and related information.

423.265 (a), Eligibility for bidding.

There is nothing in paragraph (a) that precludes a prescription drug plan (PDP)
from being owned by or affiliated with a drug manufacturer. The recent history of
drug manufacturer and drug delivery firm cooperation shows that this type of
relationship invariably leads to the products of the manufacturer being promoted,
regardless of whether they are the best product, or the lowest cost. It will be
nearly impossible for CMS to prevent such abuses of beneficiaries, and therefore
we urge that the regulations prevent groups affiliated with manufacturers from
providing the Part D benefit. As the Preamble states in the discussion of fallback
plan negotiations, CMS “would also ensure that there is no conflict of interest
leading to higher bids.” Banning financial relationships between manufacturers
and PDPs is the best way to prevent such a conflict.

Section 423.272, Review and neqotiation of bid and approval of
plans

423.272 (b)(2), Approval of proposed plans, plan design.

The NPRM in (b)(2) states that “CMS does not approve a bid if it finds that the
design of the plan and its benefits....are likely to substantially discourage
enrollment by certain Part D eligible individuals under [in?] the plan.” We urge
that the regulation drop the word ‘substantially.” Any cherry picking is an abuse of
beneficiaries, the Medicare program, and taxpayers in general.

Elsewhere, we and others comment on the many deficiencies in the formulary
proposal and the weaknesses in the proposed model formulary developed by the
USP. We hope that the USP model becomes more detailed and offers more
classes and subclasses. But assuming that the USP model does not become
less granular (less detailed) and stays approximately as it is, then CMS should
make it known that it will not approve any plan application which develops its own
formulary that has fewer classes and categories than the USP model. Any plan
which spends money and P&T effort to develop its own formulary that is likely to
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cover fewer essential, high technology medicines should be presumed to be
trying to avoid HIV/AIDS, mental health, complex cancer, and other cases. The
potential for abuse of the program by cherry-picking is so enormous that CMS
needs to be much stronger in its advice in this subsection.

Subpart J— COORDINATION UNDER PART D WITH
OTHER PRESCRIPTION DRUG COVERAGE

Section 423.464 Coordination of Benefits with other providers of
Prescription Drug Coverage.

Recognize AIDS Drug Assistance Programs as State Pharmaceutical
Assistance Programs (SPAPSs).

We urge that AIDS Drug Assistance Programs (ADAPS) be recognized as State
Pharmacy Assistance Programs and be allowed to wrap around the Medicare
Part D drug benefit and that ADAP expenditures be counted as true out-of-pocket
costs. We see nothing in the law that prohibits ADAPs as being designated as
SPAPs and they certainly serve the same function and purpose as traditional
SPAPs, for the low income HIV/AIDS population.

Let State PAPs help their residents pick the best plan.

The NPRM Preamble prohibits SPAPs from encouraging enrollees to join a
particular PDP, and the law and regulatory language prohibits SPAPs from
discriminating based on the PDP in which the beneficiary is enrolled. But despite
the Preamble language, the law does not prohibit a State from providing
consumer advice to its citizens as to which plan might work best with a SPAP,
which plan offers the best value, etc. Given the intense need for consumer
assistance, we urge that the Preamble language be dropped and that the
regulation either be silent on the issue or that the regulation actually encourage
the States to help their citizens with the many difficult choices and questions they
will be facing.

423.464 (e), Coordination with State Pharmaceutical Assistance Programs.
We are hopeful that existing SPAPs and new SPAPs will be able to help
beneficiaries ‘fill in the donut,” and we appreciate CMS'’s efforts to coordinate this
assistance.

In order to assure that beneficiaries are receiving seamless coverage and not
facing undue out of pocket expenses, an exchange of data between the PDP and
the SPAP is necessary. This should include (but not be limited to) an exchange
of eligibility files, exchange of claims payment and information about the drugs on
the PDPs formulary and any changes to it.
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Subpart M—GRIEVANCES, COVERAGE
DETERMANTIONS AND APPEALS

Overarching concern and general comments. The proposed
regulations fail to meet the requirements of the Due Process Clause of the Fifth
Amendment to the United States Constitution. The regulation also fails to satisfy
the requirements of the statute. The appeals process as described in
Subpart M does not accord dual eligible and other Part D enrollees with
adequate notice of the reasons for the denial and their appeal rights, with
an adequate opportunity to a face-to-face hearing with an impartial trier of
fact, with an adequate opportunity to have access to care pending
resolution of the appeal, or with atimely process for resolving disputes.

As interpreted by the United States Supreme Court, due process requires
adequate notice and hearing when public benefits are being terminated.
Medicaid recipients whose prescription requests are not being honored currently
receive a 72-hour supply of medications pending the initial coverage request.
They are entitled to notice, face-to-face hearings, and aid paid pending an appeal
if their request is denied and they file their appeal within a specified time frame.
State Medicaid appeals processes are completed more expeditiously than
Medicare appeals.

While we recognize that the most efficient means of protecting enrollees,
amending MMA to provide for an appeals process similar to Medicaid, is beyond
the authority of CMS, CMS can take steps in the final regulations to improve
notice and the opportunity for speedy review.

The processes described in Subpart M of the proposed regulation also fail to
comply with the MMA. Sections 1860D-4(f), (g), and (h) require that Part D plan
sponsors establish grievance, coverage determination and reconsideration, and
appeals processes in accordance with Sections 1852(f), (g) of the Social Security
Act. As will be discussed in more detail below, CMS has failed to comply with the
language of those provisions.

In addition, CMS, in implementing Section 1852(c) and in settlement of Grijalva v.
Shalala, adopted 42 C.F.R. 422.626, which establishes the right to a fast-track,
pre-termination review by an independent review entity. The proposed Subpart
M fails to incorporate the same fast-track, pre-termination review for Part D. CMS
needs to incorporate a similar process for Part D in order to establish a process
in accordance with Section 1852(c). A similar fast-track process would also be
more in keeping with due process requirements.

As a general comment, this entire subpart needs to be made much simpler.
To have two tracks, depending on (1) whether one personally pays for a drug
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and files an appeal or (2) does not obtain the drug and files an appeal, is far too
complicated. The timeframes, the paperwork, and the processes should be
simplified into one course of action that beneficiaries may hope to understand.

Section 423.560, Definitions.

This section defines “appeal” to exclude grievance and exceptions processes,
and defines authorized representative as someone authorized by enrollee to deal
with appeals. The definition of authorized representative needs to clarify that a
doctor or representative, including a State Prescription Drug Plan (since the
SPAP may be at risk in the event of PDP actions) can also act on behalf of an
enrollee in exceptions and grievances.

Section 423.562, General provisions.

Section 423.562 (c)(1).

This subsection precludes an enrollee who has no further liability to pay for
prescription drugs from appealing when she has no further liability to pay for the
prescriptions. The section should clarify that a low-income institutionalized
individual can appeal a determination, even if she has no co-payment
responsibilities.

Section 423.562 (c)(2).

This subsection may preclude an enrollee from challenging a plan’s
determination that it has no obligation to cover a drug received from a non-
network pharmacy and should be deleted. As stated elsewhere in these
comments, the actual regulatory language in 423.124 does not establish clear
criteria as to when a plan must cover drugs received from non-network
pharmacies. Thus, there is no guarantee that plans will interpret the regulation as
CMS describes in the preamble. Taken together, proposed 423.124 and
423.562(c)(2) place at risk vulnerable individuals such as those in institutions
whose purchases from long-term care pharmacies are all treated as if they are
from a non-network pharmacy.

Section 423.566, Coverage determinations.

Section 423.566(b).

This subsection needs to clarify further what constitutes a coverage
determination. The proposed definition does not include in the list of coverage
determinations from which an appeal can be taken a determination by the PDP
that a drug is not a covered drug under Part D. An enrollee should be entitled to
appeal to determine whether, in fact a drug the plan claims is not covered under
Part D is so covered.
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The definition should also clarify that denials of enrollment in a Part D plan,
involuntary disenroliment from a Part D plan, and the imposition of a late
enrollment penalty are coverage determinations subject to the appeals process.

Finally, the regulation should state that the presentation of a prescription to
the pharmacy constitutes a coverage determination. If the pharmacy does
not dispense the prescription, then the request for coverage should be deemed
denied, and the enrollee should be entitled to notice and to request a re-
determination. Without such clarification, enrollees will not be informed of their
rights, and the appeals process will become meaningless. We refer CMS to the
website of the Florida Agency for Health Care Administration,
http://www.fdhc.state.fl.us/Medicaid/Prescribed Drug/multi_source.shtml, for an
example of information Florida pharmacies must provide when they deny a
prescription under the Florida Medicaid program.

Section 423.568, Standard timeframes and notice requirements
for coverage determinations.

Timeframes.

Section 423.568(a).

The plan should be required to provide oral notice as soon as it determines that it
will extend the deadline for considering whether it will cover a drug, including
notice of the right to request an expedited grievance. The oral notice should be
followed-up in writing.

Section 423.568(b).

This section should be eliminated, per our opening comment about the need to
simplify these regulations and provide more uniform timeframes, etc. There
should be no distinction in time frames when an enrollee requests payment.

Notice.

Section 423.568(c).

Who gives notice? The proposed regulations place the responsibility for
providing notice of a coverage determination on the plan sponsor. This
presumes a situation in which the person presents a prescription, the pharmacy
contacts the plan, and then the plan takes 14 days to decide whether or not to
cover a drug.

In reality, the pharmacy in most situations tells the enrollee that the plan will not
cover the drug. Without notice provided by the pharmacy, most enrollees will not
know to tell the pharmacy to submit the prescription anyway so they can get a
notice from which to appeal. They also may not know or understand their right to
seek expedited consideration of the initial coverage determination, or an
exception if the drug is not on the formulary or on too high a tier. If the enrollee
pays out of pocket and then seeks reimbursement from the plan, she will not be
eligible for expedited consideration.
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The regulations should require the plan sponsor to develop a notice explaining
the right to seek a redetermination, and to ask for expedited review. The
pharmacy should be required to give the notice to the enrollee. Any
potential burden of such a requirement is reduced by the need to maintain
electronic communications between the pharmacies and the plans in order to
keep up-to-date with formularies, coinsurance, and calculations of an enrollee’s
out-of-pocket expenses. See our previous comment about the Florida Medicaid
program.

Content of the notice (Applies also to 423.572(d)).

The proposed regulations talk about using “approved notice language in a
readable and understandable form.” The regulations need to be more specific,
including information about what is required to use the exceptions process. We
suggest the following:

= Notice about exceptions and appeal rights should be presented immediately
upon denial (including upon determination that drug is not covered on
formulary and including by pharmacist) and should explain why coverage was
denied and options for obtaining necessary medications as well as appeal
procedures.

= Notice should include clinical or scientific basis for denial.

= Notice should be available in multiple languages and the availability of
language services noted (see below).

= Arecently settled Florida class action lawsuit filed on behalf of Medicaid
recipients determined that the state had not provided written notification to
people whose prescription coverage was denied of their right to appeal the
decision. The settlement’s provisions require the state to provide:

Written notification that explains why the coverage request was denied
Information on how to resolve the issues that triggered the rejection
Instructions that explain how consumers can request an appeal

Steps consumers can take to receive medication coverage pending the
outcome of an appeal. Hernandez et al. v. Medows, U.S. District Court
for the Southern District of Florida (May 2003).

O o0OO0oo

In addition, all notices need to be available in alternate formats to accommodate
people with disabilities, and in languages other than English where a portion of
the population is not English speaking. We support the August, 2000 HHS OCR
guidance on how programs can meet their Title VI obligations to provide written
materials in English. The requirements of plans and the rights of beneficiaries in
this area must be spelled out in much more detail. There is also an overarching
need to consider literacy problems and encourage simplicity.
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Section 423.570, Expedited consideration.

423.570(a).

CMS requests comments on who should be able to request determinations and
re-determinations. An authorized representative should be able to request
expedited consideration just as the authorized representative may request a
coverage determination. In emergency situations, enrollees with mental health
concerns and other vulnerable individuals may need someone else to act on their
behalf.

423.570(c).

All coverage determinations and appeals concerning drugs, including those in
which the enrollee has paid for the drug, should be treated as requests for
expedited review. An enrollee would suffer adverse consequences if required to
wait for the longer time periods; many people will simply go without prescribed
medications pending the outcome of the review. Doubling the time frames and
disallowing expedited review in cases when enrollees pay for their drugs out-of-
pocket could adversely affect the health of those who forego other necessities
like food and heat in order to pay for their medicine.

At a minimum, all requests for exceptions should be automatically given
expedited consideration. Where someone seeks expedited review of a request to
continue a drug that is no longer on the formulary, the plan should be required to
process the request in 24 hours under the provision that requires an expedited
review to be completed as fast as the beneficiary’s condition requires. The
enrollee should be given a 72-hour supply of the medicine, which is renewable if
the plan decides to take longer than 72 hours. The medicine should be treated as
an on-formulary drug.

If requests for an exception are not automatically treated as a request for
expedited review, the rules should state that the doctor’s certificate requesting
expedited review and requesting an exception should be one and the same.

Section 423.572, Times frames and notice requirements for
expedited coverage determinations.

(See comments above re content of notice.)

Section 423.572 (b).

Timeframe (of 72 hours) can be extended by the plan up to 14 days on showing
that extension is in the interests of enrollee. The regulations should be modified
to read best interest of the enrollee and define interests of the enrollee to
include those situations in which the drug plan seeks additional information to
substantiate the enrollee’s request, or when the enrollee requests additional time
to gather supporting information. The regulations should also require the plan to
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inform the enrollee of the extension immediately, both orally and in writing, rather
than ‘by the expiration of extension.’

There should be no extended time period for requests for payment of drugs
already received. This imposes extreme hardship on low-income beneficiaries
and those with multiple prescriptions who may choose to unnecessarily spend
money on their medications because of the uncertainty and length of the appeals
process rather than spend the money on other urgent necessities of life.

It is not clear from the NPRM what notice a beneficiary will receive when
sometime during the year a plan changes its formulary and the drug(s) it covers.
(This is also discussed in the next section.) The statute says plans must make
the change in information available on the internet, the Preamble discusses a
mailed notice, and the NPRM simply says 'notice.’ A change in formulary, or a
change in the tiering of a drug on the formulary should be clearly explained to a
beneficiary taking that drug which has been changed. That notice should be
written notice and the receipt of that notice should serve as a trigger for the
beneficiary's legal rights.

Section 423.578, Exceptions process.

Overall, the exceptions process does not comply with the statutory
requirements or meet the basic elements of due process.

Notice.

The proposed regulations do not explain how an enrollee will get notice about the
exceptions process and/or that a drug is not included on the formulary. The only
notice requirement is found in 423.120(b), which requires the plan sponsor to
provide at least 30 days notice to CMS, affected enrollees, pharmacies,
pharmacist and authorized prescribers before removing a drug or changing a
drug’s preferred or tiered status. Although the preamble talks about written,
mailed notice (pg 46661), the regulatory language just says that notice must be
given, and the statute requires posting on the Internet.

To meet basic due process requirements concerning termination of benefits, the
notice of the change must be in writing and must include an explanation of how
to use the exceptions process, including the requirements for a doctor’s
certificate, the right to a hearing, and reasons why a drug is not included
on/removed from the formulary, or why the tier is changing, and the evidence
required to establish an exception.

Proposed section 423.120(b) provides insufficient time to for the notice, given the
substantial burden placed on the enrollee to either get a new prescription or to

gather the medical evidence. Many beneficiaries will not be able to get a doctor’s
appointment within 30 days, and many will not be able to change drugs without a
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medical evaluation. The final regulations should state that notice must be
provided 90 days in advance of the change.

In addition, the exception process section should include a subsection on notice
that (1) refers to 423.120(b) and, (2) requires plan sponsors to develop a notice
that explains the exceptions process, the situations in which someone may seek
an exception, and the information that is required to support an exception
request, which the pharmacy will give to an enrollee who requests coverage for a
non-formulary drug or requests to be assessed a lower cost-sharing amount.

423.578 (a)(2), Plan criteria.

This subsection fails to meet the statutory requirement that the Secretary
establish guidelines for an exception process. The plan statutory language is
not permissive; it does not say that plans may establish additional criteria if they
wish. It says that the Secretary is to establish criteria and the plans are to abide
by them. Plans should have no discretion whatsoever. The fact that they may
establish differing tiered structures is not relevant to the statutory right to request
an exception to whatever structure they devise. In fact, the flexibility accorded
to plans is why beneficiaries need strong guidelines to protect their
interests.

Where the proposed regulations include guidance for criteria, the criteria listed
exceed the scope of the statute. The regulations propose a “limited number of
elements that must be included in any sponsor’s exception criteria,” but this list
includes criteria that do not apply based on the statutory provision that states an
exception applies if a physician determines that a preferred drug would not be as
effective or would have adverse effects or both, for example :

= Consideration of the cost of the requested drug compared to the cost of the
preferred drug has no bearing on whether a drug would not be as effective or
would have adverse effects and should not be a consideration.

= Consideration of whether the formulary includes a drug that is the therapeutic
equivalent also is not relevant to the statutory standard. The FDA requires
that 80 percent to 125 percent of the medication be the same to be
considered “therapeutically equivalent.” Treatment for certain conditions,
including mental illness, is highly individualized given the non-
interchangeability of many medications even within the same class, the high
degree of variability in how these diseases present themselves in terms of
symptoms, and the many other factors that must be taken into account,
including overdose lethality in light of heightened risk of suicide. If a doctor
determines, as the statute provides, that the preferred drug will not be as
effective or harmful, that must be the deciding factor.
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Consideration of the number of drugs in the plan’s formulary that are in the
same class as the requested drug, for the reasons stated above, also is not to
the determination of the treating physician that the requested drug is needed.

Inadequate guidance for physicians.

The proposed rules fail to provide adequate guidance concerning whether the
standard requiring the doctor to certify that a preferred drug would not be as
effective or cause adverse effects has been met.

The statement in the preamble that plans could require an enrollee to first try
the preferred drug, i.e., a falil first requirement, conflicts with the statutory
language of the standard that the doctor only has to certify the preferred drug
would not be as effective or cause adverse effects. The statute does not
support allowing ‘fail first.” In fact, for many enrollees, a fail first requirement in
and of itself would cause adverse effects. A fail first standard might apply if
the statute required the doctor to certify that the drug is not as effective or
causes adverse effects.

The regulation says that the plan sponsor “may require the written certification
to include only the following information...” Given that the statute requires a
determination by the doctor that the preferred drug would not be as effective,
would cause adverse consequences, or both, plans are going to require some
kind of written statement. However, the regulation should limit the statement
only to the statutory standard. It should read “The sponsor may only require
the written certification to include the following information.”

The preamble states that a PDPs exceptions process also would have to
describe how a determination on an exception request would affect the
enrollee’s cost-sharing under the PDP’s tiering structure. The final regulation
should require that the lowest co-pay that applies should apply to drugs for
which an enrollee has won an exception to the tiered cost-sharing structure.
That's the whole point of this process — to infuse some equity upon a showing
that none of the other medications covered are as effective or may cause
harm.

The final rule should also include the following criteria, which were omitted:

Rule permitting continued access to a drug at given price when there is a mid-
year formulary change.

Requiring sponsors to give enrollees an opportunity to request exceptions to
a plan’s tiered cost-sharing structure other than on a case-by-case basis.

Exceptions involving nonformulary drugs. 423.578(b) defining formulary use,
fails to meet the statutory requirement that the Secretary establish guidelines for
an exception process. In the preamble, CMS states that "[r]equiring sponsors to
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use an exceptions process to review requests for coverage of non-formulary
drugs will create a more efficient and transparent process and will ensure that
enrollees know what standards are to be applied" and will help ensure these
formularies "are based on scientific evidence rather than tailored to fit exceptions
and appeals rules for formulary drugs ".(p. 46720). However, the proposed
regulations give drug plans complete discretion in determining the criteria
they will use to determine exceptions requests. In addition, independent
review entities "would not have any discretion with respect to the validity
of the plan's exceptions criteria or formulary” (p. 46721). By failing to
adequately define the criteria plans may use to consider exceptions requests or
provide any meaningful oversight over these criteria, these proposed regulations
would not ensure that formularies are based on scientific evidence and would not
establish a transparent process. The regulations as written subvert CMS's stated
goals.

The criteria and process described in 423.578(b)(2) will make it impossible
to get an exception. The process is not transparent, as is stated in the preamble
(pg 46720), because it is left totally to the discretion of each plan. We urge CMS,
and not each individual plan, to establish the criteria for evaluating the request.
Without uniform criteria, enrollees in different plans will be treated differently.

The need to tailor supporting certificates to the different requirements of each
plan will place a substantial burden upon prescribers/providers who file
certificates as part of the process.

The regulations must also establish standard criteria that plans must use in
evaluating a prescribing physician's determination that any on-formulary
drug would not be as effective or would cause adverse effects. In addition,
independent review entities must be charged with reviewing plan criteria to
ensure that they comply with these federal standards and implement the
statutory standard requiring that the prescribing physician determine that all on-
formulary drugs would not be as effective or have adverse effects.

The proposed rules set an impossibly high bar for receiving an exception
by requiring prescribing physicians to produce clinical evidence and medical and
scientific evidence to demonstrate that the on-formulary drug is likely to be
ineffective or have adverse effects on the beneficiary. Clinical trials generally do
not include older people, people with disabilities and people with co-morbidities.
While some such evidence does exist, it has not been developed for all drugs
and conditions. However, a physician may have extensive experience treating
these kinds of patients with the condition or illness at issue and this experience
should be given at least equal weight in making such determinations. In fact, the
statutory standard requires deference to the doctor's determination that all on-
formulary medications would not be effective or cause adverse consequences.
This required deference is not reflected in the proposed rules.
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The NPRM proposes to authorize plans to require a long list of information in the
written certification from the prescribing physician that an off-formulary drug is
needed. This list is overly long and repetitive and may encourage drug plans to
establish burdensome paperwork requirements as a hurdle to prevent physicians
and consumers from following through on an exceptions request. Moreover, this
proposed rule also leaves the required contents entirely up to the plan's
discretion by including the catch-all phrase - "any other information reasonably
necessary". The requirements for this written certification should be
standardized to facilitate use of the exceptions process by providers and
consumers. These standards would also help achieve CMS's stated goal of
establishing a transparent process.

The regulations need to establish fixed criteria for evaluating the prescribing
doctor’s determination that using all formulary drugs would not be as effective or
would cause adverse consequences to the enrollee. Requiring this amount of
evidence would make it impossible to meet this standard. Instead the regulation
should allow the weight of clinical evidence or the physician’s experience to meet
the standard.

= To meet the statutory standard, the burden should be placed on the plan to
show why the doctor’s decision is not definitive.

= The amount and type of evidence proposed in the certificate would make it
impossible to meet the standard. “Gold standard” clinical trials generally do
not include older people, people with disabilities, and people with co-
morbidities. While some such evidence exists, there may not be this level of
evidence for all drugs and conditions. Again, the regulations should require
the certificate to meet the statutory standard (not as effective or adverse
effects or both) rather than include information why the “preferred drug” is not
acceptable for the enrollee. The criteria should recognize a physician’s
experience in evaluating whether the statutory standard is met.

= For dosing exceptions, the regulation states the standard is a showing that
the number of doses that is available under a dose restriction for the
prescription drug has been ineffective or based on both sound clinical
evidence and medical and scientific evidence the drug regimen is likely to be
ineffective or adversely affect the drug’s effectiveness or patient compliance.
The standard should include “or cause an adverse reaction or other harm to
the enrollee”.

An important provision was left out of the requirements for receiving a dosing
exception. The proposed rule states that in order to receive an exception, the
physician must demonstrate that the number of doses available is likely to be
ineffective or adversely affect the drug's effectiveness or patient compliance.
This rule must also allow exceptions if the prescribing physician demonstrates
that the number of doses available would cause an adverse reaction or harm to
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the enrollee - as provided in the proposed rules for other kinds of exceptions
requests.

The final regulation should clarify that formulary use includes not just dose
restriction, but the format of the dosage (liquid vs capsule, et.) and packaging,
such as bubble wraps for long-term care facility residents.

423.578(b)(4) again says a PDP sponsor “may” require a written certification.
The language should be that the sponsor “may only require the written
certification to include the following information. Again, the standards are very
high. The list of information is too long and is repetitive; the doctor should only
need to explain why the drug that is the subject of the exception request is
needed for the enrollee [(b)(5)(iv)(D)], and not all of the previous provisions.

423.578(c)(2) Continuation of drug pending review.

The regulation provides for a one month’s supply of a drug, but only if the plan
does not act timely on an exceptions determination. If the request for an
exception is not given expedited treatment, the sponsor can take two weeks to
issue a decision, meaning the enrollee would wait two weeks before getting the
supply of medicine. Even if the exception is treated as a request for expedited
review, the enrollee would still have to wait 72 hours (less if they could show the
decision needed to be made more quickly because of their condition.) Most
people wait to the last minute to refill a prescription, often because of drug plan
and pharmacy restrictions.

The enrollee should be entitled to a one month’s supply upon presenting the
request for a refill and upon presenting a new prescription for a non-formulary
drug. Plans should be required to make exception determinations and notify the
enrollee in 24 hours as required under Medicaid for prior authorization
determinations. 42 U.S.C. 1386r-8(d)(5)(A).

We want to stress the importance of drug coverage and ensuring no gaps in the
uptake of medication. In mental health and HIV/AIDS, for example, it is essential
that medications be available quickly and without interruption. In the HIV/AIDS
sector, for example, consistent research proves that the risk of drug resistance
and resulting treatment failure significantly increases with each missed dose of
therapy.

423.578(c)(3), When an exception request is approved.

The lowest coinsurance amount should apply anytime an enrollee wins an
exception through this process because the drug at issues has been determined
medically necessary with no on-formulary drug as a suitable alternative. The
exception for the non-formulary drug thus meets the criteria for an exception to
the tiered cost-sharing structure as well.

Notice. The regulation needs to clearly set forth the requirement that notice be
provided when a decision is made on an exception request. The notice should
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explain that the decision is a coverage determination and explain the appeal
rights that are available.

We commend CMS for specifying that, once an exception request is granted, a
plan sponsor may not require the enrollee to keep requesting exceptions in order
to continue receiving the drug. However, we are concern that the “exception” to
this protection which allows the plan to discontinue a drug if safety considerations
arise, is too broad. The final regulation should be revised to permit reversal of a
previously granted exception only if the FDA determines that the drug is no
longer safe for treating the enrollee’s disease or medical condition.

We are deeply concerned that the timeframes for exceptions
determinations are far too long. Mirroring the timeframes for plan
determinations, these proposed provisions raise the similar concerns. It is
extremely unfair to require longer time frames if a beneficiary has paid out of
pocket for a needed medication when their alternative would be to wait two
weeks to a month for a determination or an emergency one-month supply of the
needed drug. Beneficiaries’ health and safety may well be at risk if they are
forced to forego other necessities because of the added, and most likely very
significant, expense of paying out of pocket for their medicines. Although the
proposed regulations include some provisions for an emergency supply of
medications while a plan is considering an exceptions request, it is unreasonable
and bad health policy to make beneficiaries wait two to four weeks before the
drug plan must provide an emergency supply. In addition, plans should be
required to demonstrate that an extension of the standard time frame for
exceptions determinations is in the best interest of the enrollee and the final rule
must charge independent review entities with exercising oversight over these
extensions. Plans should be required to make determinations regarding
exceptions requests and notify the enrollee of these determinations in 24 hours
as required under Medicaid for determinations regarding prior authorization
requests (42 U.S.C. 1396r-8(d)(5)(A)).

Section 423.580, Right to a redetermination and Section
423.584(a), Expediting certain re-determinations.

The enrollee’s authorized representative should also be able to request a re-
determination or an expedited re-determination (See also Section 423.584).

These proposed regulations only authorize an enrollee or an enrollee's
prescribing physician (acting on behalf of an enrollee) to request a
redetermination or an expedited redetermination. The enrollee's authorized
representative must also be allowed to request a redetermination and an
expedited redetermination. Since the proposed regulations would allow an
enrollee's authorized representative to file a request for Determinations and
Exceptions, it does not make sense to then disallow an enrollee's representative
from pursuing a claim further through the redetermination, reconsideration, and
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higher levels of appeal. In fact, the proposed regulations define an authorized
representative as an individual authorized to act on behalf of an enrollee "in
dealing with any of the levels of the appeals process".

Section 423.584, Expediting certain re-determinations.

The regulations need to describe in detail the notice responsibilities for both
standard and expedited re-determinations, including what must be provided in
the notice. This is crucial, given that the next level of review to the IRE is not
automatic, as it is with Medicare Advantage plans. The notice should explain the
reason for the denial, including the medical and scientific evidence relied upon,
the right to request review or expedited review, to the IRE, including timeframes,
the right to submit evidence in person and orally.

Also, see Section 423.580 regarding allowing an individual’s authorized
representative to request an expedited re-determination.

Section 423.586, Evidence for a re-determination.

The regulations should establish clear criteria for informing the enrollee and the
doctor that they can submit evidence in person, as well as clear procedures for
in-person review.

Section 423.590, Timeframes.

The regulation should be amended so that a plan can only extend the timeframe
for a re-determination if requested to do so by the enrollee, or if the plan can
demonstrate that the extension is in the best interest of the enrollee, for
example, the plan needs to obtain additional information to support the enrollee’s
request.

We renew our earlier comments that all re-determination requests, and
particularly those involving exceptions, should be treated as expedited, and that
plans should not be given more time to resolve re-determination requests
involving payment requests.

Section 423.600, Reconsideration by the IRE.

Role of the IRE.

CMS needs to clarify in the final regulations that the role of the IRE is to provide
independent, de novo review, especially in regard to the exceptions process.
The preamble states (pg. 46721) that “...The IRE’s review would focus on
whether the PDP had properly applied its formulary exceptions criteria for the
individual in question.....the IRE will not have any discretion with respect to the
validity of the plan’s exceptions criteria or formulary.” If the IRE does not review
all of the evidence and issue a reconsideration decision based on its own
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analysis, then enrollees will be denied independent review, and the
requirements of due process will not have been met.

Further, because, as noted above, CMS is required by the statute to set
standards for the exceptions process, the IRE must have authority to determine
whether the PDP’s exceptions criteria comply with the statute. Otherwise,
enrollees will have no mechanism for review of arbitrary and improper standards.

Requesting the reconsideration.

Since the Part D process is supposed to follow the Medicare Advantage process,
the regulations should follow the Medicare Advantage regulations and require
that denials automatically be sent to the IRE for reconsideration. The
regulations as written create a barrier to the first level of independent review for
enrollees who have difficulty following the complicated process. Further, we
dispute CMS’s statement in the preamble (pg. 46722) that many of the drug
appeals will involve small monetary amounts. Rather, most will involve
medications for chronic conditions that enrollees take on an on-going basis; the
yearly sum of the cost-sharing will be quite substantial, especially considering the
income level of most people with Medicare. In addition, by requiring the enrollee
to file a request for ALJ review, the first truly independent review available, CMS
can satisfy the statutory requirement that the enrollee files the appeal.

If the final regulations continue to place the burden of requesting a
reconsideration on the enrollee, they need to clarify that an authorized
representative can act on the enrollee’s behalf. Again, without such clarification,
enrollees who lack the capacity to file a reconsideration request will be denied
their due process rights. In addition, the prescribing doctor should also be
permitted to request a reconsideration, especially since the enrollee needs the
doctor’s statement in order to request IRE review of an unfavorable exception
request.

Finally, the enrollee should be allowed to request a reconsideration orally,
especially where the request is for an expedited review.

423.600(b), Requirement to solicit view of treating physician.

We are pleased that CMS is requiring the IRE to solicit the view of the treating
physician. We believe the IRE should also be required to solicit the view of the
enrollee. However, because in our experience the Medicare Advantage
independent contractor is often reluctant and often unwilling to accept the views
of and evidence from the beneficiary, the final regulation needs to be more
specific. The regulation needs to specify how this will occur, including contact by
telephone, email, face-to-face meeting.

423.600(d), Timeframe. The regulations need to establish a set time frame by

which the IRE must issue its decision in order for this process to be transparent.
Enrollees will have no knowledge of the contract between CMS and the IRE and
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thus will not know how long they will have to wait for a reconsideration decision.
If contractual, the time frame can change with each new contract, putting
enrollees at greater risk of adverse health consequences from being denied
needed medicines. The regulation should also state that an enrollee may appeal
to an ALJ if the IRE fails to act within the regulatory time frame.

Section 423.602, Notice of reconsideration.

The language concerning what the notice must entail is ambiguous. The notice
must “inform the enrollee of his or her right to an ALJ hearing if the amount in
controversy meets the threshold requirement under 423.610.” Does this mean
that the notice tells you that you can go to an ALJ, but only if your claim is large
enough? Or does this mean the IRE only has to tell you about your right to an
ALJ hearing if your claim meets the threshold amount? The latter interpretation
is problematic for several reasons, including the fact that you can aggregate
claims. The final regulation should state that the notice must inform the enrollee
of his or her right to an ALJ hearing, and the procedure for requesting such a
hearing, including the dollar amount required to request a hearing.

Section 423.610, Right to an ALJ Hearing.

Congress recognized the special needs of the low income, and how even small
copays can cause many lower income individuals to forgo filling prescriptions.
We urge CMS to provide exceptions to the ALJ threshold requirements for those
receiving the Medicare subsidy. For example, the amount at controversy for a
lower-income individual could be deemed to be the amount that would be at
controversy if the individual were a non-subsidy eligible individual receiving the
standard benefit.

We are unclear what 423.610(c) intends when it says, “Two or more appeals
may be aggregated by the enrollee... if (i) the appeals have previously been
reconsidered by an IRE...” Does this mean that an enrollee will have to file a
new appeal each month for a prescription to treat an on-going chronic condition?
Such a requirement would be unduly burdensome for enrollees, drug plans, the
IRE, and the ALJs. The final regulation needs to clarify that an enrollee should
be able to add up the cost of the medicine for a year, if the medicine treats an on-
going chronic condition, or for the number of refills authorized if the underlying
condition is not chronic, when the plan denies coverage, in order to satisfy the
jurisdictional amount.

Subsection (ii) says the request for the hearing must list all of the appeals to be
aggregated and must be filed within 60 days after all of the IRE reconsideration
determinations being appealed have been received. If you are consolidating
appeals, and the first denial is in April and the last one you need to get to the
amount is in August, will you still be timely? Or does it have to be 60 days from
the first denial in April?
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Section 423.612, Request for an ALJ Hearing.

The regulation should specify that, if an appeal is filed with the PDP, the PDP
must submit the file to the IRE within 24 hours of receipt of the request, and the
IRE must transmit the file to the ALJs within 24 hours. Our experience is that,
without set time frames, some current reviewing entities take long periods of
time, adding to the delay in the processing and resolution of ALJ appeals.

The regulations also need to require the IRE to include all of the information in
the file, including any doctor’s statements, statements by the enrollee, and other
evidence submitted by the enrollee, including information not relied upon in
making its decision. It has been our experience that contracting entities,
including Medicare Advantage plans, often omit evidence submitted by the
enrollee when transferring a file to the ALJ or other level of review.

Section 423.634, Reopening and revisions determinations and
decisions & Section 423.638, How a PDP sponsor must
effectuate expedited re-determinations or reconsidered re-
determinations.

Subsection (c) in both of these sections allows the PDP to take up to 60 days to
implement a reversal by the IRE, an ALJ, or higher. That's totally unacceptable,
since further delays may cause increased health consequences to people who
foregone medication pending appeal. Favorable decisions should be
implemented in the same 72 hour time period as reversals at earlier levels of
review.

Subpart P — PREMIUMS AND COST-SHARING
SUBSIDIES FOR LOW-INCOME INDIVIDUALS

Section 432.772, Definitions

Family size: We support defining family members as relatives in the household
receiving at least half of their support from the applicant or applicant’s spouse. In
order to minimize burdens on beneficiaries, the regulations should specify that
applicants will be able self-attest to the status of dependents, without providing
further documentation.

Full subsidy eligible individual: The definition of full subsidy eligible individual
should refer to the language of 423.773(b) and (c), in order to avoid ambiguity.
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Income: The definition of income should make clear that income not actually
owned by the applicant, even if his or her name is on the check, should not be
counted.

Institutionalized individual: The definition should include those individuals eligible
for home and community based services under a Medicaid waiver (see, e.g.,
definition of “institutionalized spouse” at 42 U.S.C. 8§ 1396r-5(h)(1)(A)), since
those individuals must meet the eligibility standards for Medicaid coverage in a
nursing facility, and should include individuals in ICFs-MR and individuals in any
institution in which they are entitled to a personal needs allowance.

The definition should not include the language “for whom payment is
made by Medicaid throughout the month” since an individual could conceivably
be a full benefit dual eligible recently returned from a hospital stay whose nursing
facility stay would be paid for by Medicare Part A for the entire month. Even
though in that month all their drugs are likely to be paid for by Medicare Part A,
as a practical matter, for continuity and minimum disruption, they should not lose
their status as an “institutionalized individual.” The same reasoning should apply
to a full benefit dual eligible individual who might be hospitalized during an entire
month, during which their entire stay would also be paid for by Medicare Part A.

Personal representative: The portion of the definition that permits an individual
“acting responsibly” on behalf of an applicant needs further clarification as to who
would determine that the individual is acting responsibly and what circumstances
would constitute a per se conflict of interest.

Resources: We support the proposed regulation’s limitation of countable
resources to liquid assets only. However the definitions of liquid assets and what
it means to be able to be converted into cash in 20 days need to be clarified. The
final rule should include a specific list of countable resources to promote clarity
for states and beneficiaries. Resources should not include burial plots, burial
funds or life insurance of any value, nor should it include any officially designated
retirement account, such as an IRA, 401(k), 403(b) etc. Alternatively, the
respective exclusions for the value of life insurance and burial funds should be
increased to a reasonable amount, such as $10,000 per asset. Most potential
low-income beneficiaries have assets below this level.

Excluding these resources will ease the application process for consumers and
eligibility workers, as well as reduce administrative costs by reducing the time
and effort required to verify assets. This is consistent with both Congress’s and
CMS'’s intent (see Preamble at 46,726). Resource assessments should not
include any consideration of transferred assets, as would otherwise be required
under SSI rules.

We note that a current draft of the SSA application for the low-income subsidy
inquires whether an applicant has life insurance with a face value of $1,500 or
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more. As noted above, life insurance should not count towards assets, and this
guestion should be eliminated.

Section 423.773, Requirements for Eligibility

General comments: We strongly support the proposal to make dual eligibles
(both full dual eligibles and those in Medicare Savings Programs (“MSPs”))
automatically eligible for the low-income subsidy. As we explain below, however,
we believe a great deal more specificity is needed in this section. We are
particularly concerned that the proposed rule leaves room for ambiguity
regarding these beneficiaries’ status. We believe that the proposed eligibility
rules for partial dual eligibles will result in inequities and confusion. In addition,
the regulations do not adequately explain how low-income beneficiaries are to be
notified about their eligibility, nor do they explain how prescription drug plans are
to determine which beneficiaries are enrolled in the low-income subsidy. The
proposed rules also do not adequately protect low-income beneficiaries whose
enrollment is delayed or is processed erroneously.

Section 423.773(a), Subsidy eligible individual:

Although the statute defines a subsidy eligible individual as one enrolled in a Part
D plan, the requirement in Subpart S that states take applications for the low-
income subsidy beginning July 1, 2005, before Part D plans are available to be
enrolled in makes it clear that CMS believes people should be able to apply for
the low-income subsidy without being enrolled in a Part D plan. This is actually
imperative, as otherwise, an individual would be forced to pay a plan premium
that the subsidy, in fact, pays for them. The subsidy eligibility determination
would be done “conditionally” — conditioned upon the individual enrolling in a Part
D plan. The regulations should reflect this reality and clearly direct both SSA and
state Medicaid programs determining eligibility that the individual can both apply
and be determined subsidy eligible before she or he has enrolled in a plan

Section 423.773(b), Full subsidy eligible individual. The indexing of resources
should indicate that rounding is always up to the next multiple of $10.

Section 423.773(c), Individuals treated as full subsidy eligible. This section
should conform to Subpart S § 423.904(c)(3) that requires states to notify all
deemed subsidy eligible individuals of their subsidy eligibility. It should specify
that the notice must be given by July 1, 2005 for those individuals eligible at that
time. For those who subsequently become eligible, notice should be given at the
same time the individual is notified of their eligibility for the benefit that qualifies
them to be treated as a full subsidy individual. The notice should make clear to
individuals what they need to do to use their subsidy, and should direct them to a
source for information, counseling and assistance in choosing a Part D plan. For
those who will lose Medicaid coverage January 1, 2006, the notice should
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explain their appeal rights as well. Individuals should also be told of their right to
appeal the level of subsidy to which they are entitled.

Section 423.773(c), Clear meaning of automatic eligibility: Section 423.773 states
that both full benefit dual eligibles and MSP beneficiaries are eligible for the low
income subsidy, but it does not explicitly state that these beneficiaries are
automatically enrolled in the subsidy program. The regulations should be
absolutely clear that an individual treated as full subsidy does not have to take
any further action with respect to the subsidy (i.e., make application or in any
other way verify their status), but only to the extent they need to enroll in a Part D
plan. This will help smooth the transition from Medicaid drug coverage for dual
eligibles, and should improve participation for others.

Section 423.773(c)(3), Notification for automatically eligible beneficiaries:
Proposed 8423.773(c)(3) states that a state Medicaid agency must notify full
benefit duals that they are eligible for the low-income subsidy and should enroll in
a Part D plan. The regulations do not state, however, when this notice should be
issued, or what the notice should say. Consistent with our comments above and
those accompanying 423.904(c)(3), the natification should be sent to
beneficiaries on or near July 1, 2005, when states will have made the automatic
eligibility determinations.

We also suggest that CMS should develop model notices based on input from
beneficiaries, which would explain the purpose of new subsidy simply and
clearly. As mentioned above, the notice should make clear to individuals what
they need to do to use their subsidy, and should direct them to a source for
information, counseling and assistance in choosing a Part D plan. It should also
explain as simply as possible what level of subsidy the beneficiary will receive,
and the beneficiary’s appeal rights if she believes the subsidy level is in error.

Section 423.773(c), Eligibility for spenddown beneficiaries. The proposed rule
does not address eligibility issues for Medicaid beneficiaries who become eligible
after a spenddown period, either under a medically needy program or in a 209(b)
state. These beneficiaries should be informed of their likely eligibility for a low-
income Medicare subsidy and given an opportunity to enroll. When they have
met their spenddown, they should be informed of their entitlement to a lower co-
payment, if applicable, as a deemed subsidy eligible. Our recommendations for
redeterminations of these beneficiaries are discussed below, in section 423.774.

423.773(d), Other subsidy eligible individuals. The indexing of resources should
indicate that rounding is always up to the next multiple of $10.

Section 423.774 Eligibility determinations, redeterminations, and
applications
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Section 423.774(a), Notification of new applicants: Section 423.774(a) provides
that determinations of eligibility for the subsidy are to be made by state Medicaid
agencies or by SSA, depending on where an individual applies. We believe that
in order to ensure prompt enrollment in both the subsidy and ultimately in a plan,
the regulations should specify that a determination notice must be sent to the
applicant no later than 30 days after the application is filed. Because
determinations for the low-income subsidy should be a simple process, very little
time should be required to render a decision. Both SSA and states should be
required to notify CMS with 24 hours of a individual being determined eligible for
the subsidy.

Section 423.774(b), Effective date of initial eligibility determination: In order to
avoid delays in beneficiaries’ being able to use their subsidy benefits while their
application is pending, the final rule should offer beneficiaries the option of
applying through a presumptive eligibility system. Such a system would be
especially helpful to beneficiaries who have enrolled in a Part D plan but are not
yet receiving the low-income subsidy. A similar system has been used effectively
by several states in their Medicaid and State Children’s Health Insurance
Program (SCHIP) programs as a means of increasing enrollment and speeding
beneficiaries’ access to needed services. Applicants can complete a short form
at a provider’s office or other location in which they declare their family size,
income and assets. If their income and assets are below the relevant eligibility
levels, they are found presumptively eligible. Applicants may still be required to
complete a full application within a prescribed period of time (typically 30 to 60
days) if additional information is required. In the meantime, however,
beneficiaries are given temporary cards that they can present to health care
providers and receive services immediately. Experience has shown that the error
rate for these enrollment systems is very low.® In the rare cases where
beneficiaries are later found ineligible, they and their providers are held harmless
for the benefits they receive during the presumptive eligibility period.

Applicants for the low-income subsidy could be found presumptively eligible at
state Medicaid offices, SSA offices, pharmacies, or other providers. If the low-
income subsidy application form is simple enough, applicants could complete the
form itself and self-attest to their income and assets. If they appear to be eligible,
they would be enrolled in the appropriate subsidy while their application is
processed. They would receive some form of temporary certification stating that
they have been presumptively enrolled, which their pharmacy would accept while
their application is processed. Such a system would encourage beneficiaries to
apply, as they would be able to see the benefits of the system immediately.

Section 423.774(c), Redetermination and appeals of low-income subsidy
eligibility

® Rachel Klein, “Creative Solutions: Presumptive Eligibility” The Future of
Children 13, no. 1 (Spring 2003): 230-237.
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We believe there should be a provision for prompt reconsideration of a
subsidy eligibility determination, for beneficiaries who believe they have either
been erroneously denied eligibility or approved for the wrong subsidy category.
The provisions in § 423.774(c) applying the appeal rules of state Medicaid plans
or SSA do not provide for a prompt reconsideration process. Because obtaining
prescription drugs can be of vital interest for Medicare beneficiaries, and
especially because low-income beneficiaries are unable to pay the costs of their
prescription drugs out of their own pockets, a quick reconsideration process is
essential.

Section 423.774(c), Redetermination Periods. The regulation refers to
redeterminations and appeals under the state Medicaid plan. This is inadequate,
as frequent redeterminations in place in some states will lead to beneficiaries
dropping out of the program. To maximize enrollment, the rule should establish
that all determinations are for one year, per the Secretary’s authority under the
Statute.

We also urge CMS to adopt an annual, passive, and simple redetermination for
all beneficiaries, whether they have enrolled through SSA or states. Should it be
necessary, the Secretary should direct the Commissioner of SSA to create such
a system. Under a passive redetermination system, beneficiaries would be sent a
statement of the relevant information on file and asked to respond only if any of
that information had changed over the year. If they do not respond, their
coverage would continue unchanged for another year.

If states are not required to adopt passive redeterminations, we urge that
redeterminations be made as they are under the state’s MSP programs, or under
the most passive, simplified redetermination process used for any category of
coverage under the state plan.

Section 423.774(d), Application requirements. This section should make clear to
both states and SSA that no documents should be required of the individual as
long as applicant authorizes the agency to verify information from financial and
other institutions. Documentation production should be only the absolute last
resort.

Coordination with spenddown/medically needy programs: As we mention in our
comments to section 423.773 above, the proposed rule does not address
eligibility determinations and recertification periods for Medicaid beneficiaries
who become eligible after a spenddown period under a medically needy
program. Once beneficiaries become deemed subsidy eligible individuals by
completing their spenddown, they should retain that status for a full year, until
their next redetermination for the low-income subsidy, regardless of whether they
go off Medicaid. Otherwise, individuals who go in and out of medically needy
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status, depending on the length of their state’s budget period, will have extremely
confusing changes regarding their Medicare low-income drug subsidy.

Section 423.800, Administration of Subsidy

Section 423.800(a), Notification of Eligibility for low-income subsidy. We are
concerned that there is no provision in 8 423.800(a) specifying a time period by
which CMS must notify a plan that an enrollee is eligible for a subsidy. This is an
essential step in the process, because without the subsidy, prohibitive costs will
prevent low-income beneficiaries from using their Part D benefits. We propose
that CMS be required to inform Part D plans of beneficiaries’ enrollment in the
subsidy no later than 24 hours after the application for the subsidy is approved.
As this will likely be an electronic notification, it should not be burdensome. It is
vital that plans know which beneficiaries are enrolled in the subsidy, so that these
low-income beneficiaries do not have to pay the full cost of their prescriptions
while their subsidy application is process.

Section 423.800(e), Reimbursement for cost sharing paid before notification of
eligibility for low-income subsidy. The reimbursement provisions of § 423.800(e)
are also inadequate to protect low-income beneficiaries. The proposed regulation
would require plans to reimburse low-income beneficiaries for excess co-
payments and premiums made after the effective date of the subsidy application.
This is not a realistic solution to the problem facing beneficiaries who have
prescription drug needs before their Part D plans are notified that the
beneficiaries are subsidy-eligible and need to have their records adjusted
accordingly. Low-income beneficiaries will not be able to afford to pay these
costs out of their own pockets with the expectation of being reimbursed later.
Instead, these beneficiaries will forego prescription drug coverage until their plan
processes their subsidy, making the first month or more of their subsidy period
meaningless.

Adoption of a presumptive eligibility system recommended in our comments to
section 423.774(b) would alleviate this problem. As an additional alternative, the
regulations should provide that beneficiaries may present their notice of approval
for the subsidy to their pharmacy when they seek prescription drugs. Pharmacies
should accept this notice as adequate to relieve the beneficiary from making a
co-payment, and instead seek reimbursement for the beneficiary’s plan.

Subpart S — Special Rules for States — Eligibility
Determinations for Subsidies and General Payment
Provisions
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Section 423.904, Eligibility determinations for low-income subsidies

Section 423.904(a), General Rule. The provision directs states to make eligibility
determinations in accordance with the provisions of 423.774. It should cross
reference the entire Subpart P, or, at a minimum the definitions included in
423.772.

Section 423.904(b), Notification to CMS. The rule should direct states to notify
CMS of eligibility determinations within 24 hours of making them. As noted in our
comments to Subpart P, a similar provision should be included in 423.774 with
respect to SSA determinations.

Section 423.904(c), Screening for eligibility for Medicare cost-sharing and
enrollment under the State plan. The proposed regulation regarding states’
obligations to screen subsidy applicants and offer them enroliment in Medicare
Savings Programs (“MSPs”) are inadequate. In particular, proposed

§ 423.904(c)(2) should specify what “offer enrollment” means. We believe an
applicant must be offered the opportunity to enroll during the same visit or
contact (in office, by phone, or by mail), without providing any further
documentation or completing any additional forms. Only if enrollment is easy and
convenient will Congress’s intent of increasing participation in MSPs be
accomplished. Furthermore, because under the current rules, enrollment in an
MSP may be the only entry into the subsidy for some beneficiaries, a quick and
easy application for MSP programs is essential.

As written, the regulation would permit states to say they have “offered
enrollment” simply if they tell applicants that they might be eligible for an MSP
and may return another time to complete another application form if they wish to
apply. Such an outcome would defeat the purpose of the screen and enroll
provision included in the new Section 1935(a)(3) established in Section 103(a) of
the statute. Instead, as proposed in our comments to Subpart P, the low-income
subsidy application should include an “opt-out” provision, under which qualified
applicants would be enrolled in an MSP unless they affirmatively decline to do
so0. This provision would explain that enrollment in an MSP may be another way
to qualify for the low-income subsidy.

As we explain in our comments to Subpart P, because enrollment in an MSP
may affect receipt of other public benefits, there is a tremendous need for good
guality counseling of beneficiaries. In addition, in order to ensure that enrollment
requirements between MSPs and the low-income subsidy are aligned, states
should not be permitted to pursue estate recoveries against MSP beneficiaries.
Such recoveries are not cost-effective and can deter beneficiaries from enrolling.
Any information provided to beneficiaries about MSP enroliment should tell
applicants whether they will be subject to estate recovery if they enroll in an
MSP.
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In the interest of further aligning eligibility rules for MSPs and the low-income
subsidy and easing administrative burdens, we suggest that CMS should direct
states to apply the definitions of resources used in Subpart P, section 423.772, in
making their resource determinations for MSP applicants.

In addition, should CMS adopt a policy, as has been discussed publicly, under
which most subsidy applications to state Medicaid agencies would be forwarded
to SSA for the actual eligibility determination, the regulations should be clear that
the screening for MSP eligibility must take place prior to the processing of the
applications to SSA. Potential beneficiaries should not have to wait to be
screened and offered enroliment in MSPs. Furthermore, an individual cannot be
told, by either SSA or the state that she or he is ineligible for the low-income
subsidy until MSP eligibility has been determined (if the individual wishes). It
would be confusing beyond repair for an individual to receive a notice from SSA
that she is ineligible for a subsidy, have her MSP eligibility determined by the
state, then receive a notice from the state that she is eligible for both MSP and
the subsidy. Whatever the mechanics, the individual must be told that MSPs are
a route to subsidy eligibility.

Finally, as we discussed in our comments to § 423.773, SSA should also screen
subsidy applicants for eligibility in MSPs as well, and develop a system with
states to enroll eligible beneficiaries. Applicants should not miss out on the
opportunity to enroll in MSPs because they apply through SSA rather than state
Medicaid offices. The same concerns about beneficiary education and estate
recovery discussed above apply to enrollment through SSA.

Screening and enrollment for full Medicaid

We believe that the regulations should also ensure that beneficiaries are
screened for eligibility for full Medicaid and offered enroliment if they qualify,
consistent with 42 C.F.R. § 435.404. Ideally, all subsidy applicants would be
screened for Medicaid, and offered enroliment if they qualify (similar to current
screen-and-enroll procedures under the State Children’s Health Insurance
Program (SCHIP) described in 42 C.F.R. 8 457.350, and in particular for states
that use separate SCHIP applications as described in 42 C.F.R. 8 457.350(f)(3)).
Because the importance of maintaining simple application process for the
subsidy is paramount, CMS may wish to consider using a simple screening
process based on information obtained through the subsidy application. This
screening would trigger a follow-up with applicants who appear to be eligible for
full Medicaid.

Screening for other public benefits

Many Medicare beneficiaries who are eligible for a low-income subsidy under the
Part D Program will also be eligible for other important benefits. Some of these
benefits, such as food stamps, are also administered by states and have
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eligibility rules that very closely correspond with the new eligibility rules for the
Part D subsidies. Historically participation by seniors and people with disabilities
in these programs has been low, despite the fact that the benefits that low-
income Medicare beneficiaries would be able to receive could help them struggle
less to make ends meet every month. The Part D enrollment process offers an
historic opportunity to connect Medicare beneficiaries in these other programs.

Beyond saying that applications may be filed either with a State’s Medicaid
program or with SSA, the proposed rule has very little detail about how the
application process is likely to work. We urge CMS to specify that the new
eligibility process should dovetail with other programs so that low-income
Medicare beneficiaries can be enrolled as seamlessly as possible in all the state-
or SSA-administered benefits for which they qualify. In particular:

. Outreach materials that SSA and CMS/State Medicaid programs
design should contain information about other major benefits for
which applicants may be eligible;

. Applications that are filed and other information that applicants
provide should be easily shared between SSA, state agencies, and
CMS so that it is available to all agencies and duplication of effort
can be avoided;

. The federal agencies involved (USDA, CMS, and SSA) should
make it a priority to enroll all eligible applicants in all benefit
programs. In addition, these agencies should seek to simplify
federal program rules so that Medicare beneficiaries can easily
access all programs for which they qualify. A model may be the
SSA Combined Application Projects that now operate in a handful
of states where SSI applicants are asked only a couple additional
guestions and are certified automatically for food stamps based on
their SSI applications.

Section 423.904(c)(3), Notification. The section refers to 423.34(d) with reference
to notifying individuals deemed subsidy eligible, but 423.34(d) discusses
automatic enrollment of full benefit dual eligibles in Part D plans. Notification of
deemed subsidy eligible individuals of their entitlement to a subsidy is a different
matter from enrollment in a Part D plan. This reference appears inapt. As
discussed in our comments to section 423.773, those who are deemed subsidy
eligible need immediate notification of that status and of the fact that they need
do nothing more with respect to their subsidy, but that they need to enroll in a
Part D plan in order to use the subsidy.

Section 423.904(d)(3), The application process and States. As written, the rule
permits states to impose more burdensome documentation requirements on

76



beneficiaries than could SSA. This is counter to the principle of simple enrollment
underlying the statue. In addition, states should not be permitted under the cost-
effectiveness provisions of section (d)(3)(ii) to transfer the costs of verification to
beneficiaries by requiring visits to state Medicaid offices and production of
additional documentation. Section (d)(3)(i) should be changed to read: “States
may require submission of statements from financial institutions for an application
for low-income subsidies to be complete only if the applicant or personal
representative is unwilling to authorize the agency to contact the financial
institution directly to obtain necessary information” (suggested additional
language in italics).

Section 423.904(d)(3)(ii), Cost-effectiveness of information verification.

This section should be modified to permit states to use the verification process
established by the Social Security Administration to verify the income and assets
of people who apply for a Part D subsidy through a state Medicaid agency.

Thank you for the opportunity to submit comments.

Sincerely,

Anne Erickson
Executive Director
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CM S-4068-P-1105

Submitter :  [Sister Mary Coleman | Date& Time:  [10/04/2004 07:10:45
Organization:  [St. Mary's Residential Training Facility \
Category : I ntermediate Car e Facility for the Mentally Retar ded \
I ssue Areas’'Comments
Issues 1-10

ELIGIBILITY, ELECTION, AND ENROLLMENT

October 4, 2004

Centersfor Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-4068-P

P. O. Box 8014

Baltimore, MD 21244-8014

RE: Comments relating to Medicare Part D proposed regulations - 69 Fed. Reg. 46632 (Aug. 3, 2004).
| support the comments submitted by Voice of the Retarded (VOR). We feel strongly that:
The definition of !1ong term care facility!? must include Intermediate Care Facilities for Person with Mental Retardation (ICFSYMR).

* 'Ingtitutionalized' should include all individuals eligible for ICF/MR placement, including current residents, home and community-based
services (HCBS) waiver recipients, and eligible individuals on the waiting list for ICF/MR and HCBS waiver placements.

The regulations relating to Medicare Part D must, in al respects, allow for medication decisions based on individual need, not where someone
lives.

Thank you for your consideration.
Sincerely,

Sr. Mary Coleman, OLS

Administrator

St. Mary's Residential Training Facility
P. O. Drawer 7768

Alexandria, Louisiana 71306

(318) 445-6443

(318) 449-8520

srmarysmtf @hotmail.com



CM S-4068-P-1106

Submitter :  [Ms. Janet Astle | Date& Time:  [10/04/2004 07:10:06

Organization:  Ms. Janet Agtle \

Category : Phar macist |
I ssue Areas/Comments
GENERAL
GENERAL

Thank you for the opportunity to comment on the proposed regulation to implement the Medicare prescription drug benefit. Please see comments
as follows:

Subpart C Benefits and Beneficiary Protections

Requiring plans to provide patients fair access to their pharmacy was part of Congress original intent. Therefore, the pharmacy access standard
should be revised to meet the TRICARE requirements on alocal level (not the plan's overall service level). All beneficiaries should have
convenient accessto alocal pharmacy. Allowing plansto designate "preferred” and "nonpreferred” providers could give plans the ability to drive
beneficiaries to one particular pharmacy. Therefore, it isimportant to count only "preferred” pharmacies when evaluating whether a plan's network
meets the pharmacy access standard. This more closely meets the "any willing provider" language of the proposed regulations and provides
beneficiaries with more realistic access AND choice.

Subpart D Cost Control and Quality Improvement Requirements for Prescription Drug Plans

| appreciate CM S recognition that pharmacists will be the primary providers of MTM services. To that end, plans should be required to notify
pharmacists regarding who among their patients are eligible for MTMS. Also, plans should be required to notify beneficiaries when they are
eligible for MTMSin addition to providing alist of those pharmacies which offer such a benefit. Finally, patients with two or more chronic
diseases should qualify for MTMS. Pharmacists and physicians are in a prime position to identify eligible beneficiaries.

Thank you for considering my comments.



CM S-4068-P-1107

Submitter :  [Dr. STEPHEN PIERCE | Date& Time:  [10/04/2004 07:10:49
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DEAR SIR OR MADAM:

THANK YOU FOR THE OPPORTUNITY TO COMMENT ON THE PROPOSED REGULATION TO IMPLEMENT THE MEDICARE
PRESCRIPTION DRUG BENEFIT. ALTHOUGH MY PRIMARY WORK PLACE ISA HOSPITAL PHARMACY, | WOULD LIKETO
OFFER THE FOLLOWING COMMENTS FOR YOUR CONSIDERATION AS CMS DEVELOPS THE FINAL REGULATION.

I AM CONCERNED ABOUT BENEFICIARY ACCESS TO COMMUNITY RETAIL PHARMACIES. | FEEL THAT EVERY BENEFICIARY
SHOULD HAVE ACCESSTO ANY PHARMACY THEY CHOOSE AND THAT ANY PHARMACY SHOULD HAVE EQUAL
OPPORTUNITY TO PARTICIPATE. THISINCLUDES MAIL ORDER PHARMACIES. BENEFICIARIES SHOULD BE ABLE TO
CHOOSE WHERE THE OBTAIN THEIR MEDICATIONS AND COMMUNITY RETAIL PHARMACIES SHOULD BE ALLOWED THE
SAME ADVANTAGES ASMAIL ORDER PHARMACIES.

THERE SHOULD ALSO BE MULTIPLE DISPENSING FEES BASED ON THE AMOUNT OF TIME NEEDED TO PREPARE/COMPOUND
THE MEDICATIONS.

ASFOR MEDICATION THERAPY MANAGEMENT PROGRAMS, THERE SHOULD BE STANDARDS THAT MUST BE MET TO
PARTICIPATE AND THESE SHOULD BE REIMBURSED AS APPROPRIATE DEPENDING ON THE LEVEL OF MANAGEMENT
PROVIDED.

THANK YOU FOR CONSIDERING MY COMMENTS
SINCERELY,

STEPHEN S. PIERCE, DPh.

224 MAY FIELD DR.

ELIZABETHTON, TENNESSEE 37643
PIERCESS@M SHA.COM
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NeighborCare”

October 4, 2004

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

ROOM 445-g

200 Independence Avenue, S.W.
Washington, D.C. 20201

File Code: CMS-4068-P

Re: Medicare Program: Medicare Prescription Drug Benefit, Notice of Proposed
Rulemaking, 69 Fed. Reg. 46632 (August 3, 2004).

To Whom It May Concern:

NeighborCare is pleased to submit comments to the Centers for Medicare and Medicaid
Services regarding the proposed rules implementing the Medicare prescription drug
benefit under Part D. Based in Baltimore, Maryland, NeighborCare is now the nation’s
third largest provider of institutional pharmacy services to long term care facilities,
assisted living communities and assorted group settings. NeighborCare’s history goes
back almost half a century and has grown out of a series of strategic and highly
successful acquisitions and mergers.

NeighborCare presently services over 265,000 beds through its 65 pharmacies in 34
states. Additionally, NeighborCare At Home provides and delivers home medical and
respiratory equipment, home infusion, customized seating/wheelchair mobility and more
to more than 1,000,000 covered lives in home settings in fourteen states.

|. Introduction

Prescription drug therapy today is a critical tool in the treatment and management of
patients with both acute and chronic illnesses. For frail elderly seniors confined to
nursing facilities, and for many others with chronic illness, pharmaceutical treatment is
the mainstay of therapy.

Typically, nursing home residents are older, poorer and sicker than community-dwelling
seniors. On average, nursing facility residents take an average of over eight drugs, with
over 40 percent receiving nine or more medications daily. Attaining optimal
pharmaceutical therapy for this population is complicated by several factors. First, the

601 East Pratt Street, 3" Floor Baltimore, Maryland, 21202-6000
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October 4, 2004
Page 2

prevalence of multiple chronic diseases and co-morbidities is much higher in the elderly.
Second, the elderly react differently to drugs due to physiological changes associated
with aging: metabolism rates change, organ function declines and sensitivity to certain
drugs can be altered. Finally, there is a wider variation in pharmacological action among
the elderly when compared with younger adults.! In sum, nursing home residents require
the highest quality and highest intensity pharmaceutical care due to their health status,
frailty and increased risk of adverse drug interactions.

Unlike retail pharmacies, long term care pharmacies (LTCPS), such as NeighborCare,
have developed expertise in addressing the highly specialized needs of this extremely
vulnerable population. We are not only experts in the pharmacological care of the frail
elderly, as an industry, we are organized to provide nursing and other long term care
facilities with the services they need to attain and maintain compliance with federal
requirements for participation in Medicare and Medicaid and state requirements for
licensure.

Critical to compliance with federal quality standards is adherence to the principal of “one
nursing home, one long term care pharmacy.” Like hospitals, nursing facilities establish
a relationship and contract with a single pharmacy in order to control quality, ensure
delivery and promote consistency and the highest standards of practice. As the contracted
pharmacy, we provide specialized geriatric formularies and alternative dosage forms that
ensure that frail elders have access to a wide range of drugs in the dosage forms that are
most suited to their needs and tolerances. We conduct both prospective and retrospective
reviews of the resident’s pharmaceutical profile to ensure that the right medications have
been prescribed and to identify and eliminate adverse drug interactions. We operate 24
hours a day, seven days a week, to ensure that prescriptions are filled and delivered as
needed, and we provide the nursing home with specialized packaging such as unit dose
and blister packs. We also stock and organize medication carts and emergency drug Kits
to ensure availability and reduce medication administration error rates. Without these
services, very simply, we risk endangering the health and safety of tens of thousands of
frail elderly seniors. We also risk spending more on health care because nursing facilities
will be forced to send frail and chronically ill residents to hospitals obtain the drug
therapy that they need.

Accordingly, while CMS is to be commended for its yeoman’s efforts to develop the
rules to implement Part D, NeighborCare is concerned that the proposed rules do not go
far enough to ensure that frail elderly seniors have access to long term care pharmacy
when they are admitted to a long term care facility. We are also deeply concerned that
nursing facilities and other long term care facilities will not be able to preserve the one
long term care facility, one long term care pharmacy relationship that has served as the
industry’s keystone of quality control and quality assurance.

! Nash, DB, Koenig, J., Chatterton, M., “Why the Elderly Need Individualized Pharmaceutical Care,”
Thomas Jefferson University, April 2000.
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Given these concerns, we felt compelled to provide you comments that elaborate and
expand upon the comments submitted by the Long Term Care Pharmacy Alliance
(LTCPA) — an organization in which NeighborCare participates. We have concluded
that, given the structure of the Part D benefit, the only way to ensure that all Medicare
beneficiaries have access to appropriate, high quality prescription drug therapy in long
term care facilities and to preserve the one pharmacy, one facility relationship is for CMS
to amend the rule to incorporate the following 10 essential elements. Specifically, CMS
must:

(1) Establish network access standards that require plans to contract with long
term care pharmacies to ensure that plans have the capacity to meet the specialized needs
of all Medicare enrollees in long term care facilities and to ensure that long term care
facilities meet federal and state quality, licensure and certification standards.

(2) Provide for standardize long term care pharmacy contracts that recognize long
term care pharmacy’s essential role in the delivery of needed services to long term care
facility residents.

(3) Require PDP sponsors and MA-PD organizations to contract with any willing
long term care pharmacy that meets the plans’ standardized terms and conditions.

(4) Ensure that Medicare enrollees are guaranteed a special enrollment period
upon admission to a long term care facility to enable them to receive services from the
facility’s contracted long term care pharmacy and to minimize out-of-network utilization.

(5) Safeguard Medicare enrollees who are enrolling in or changing drug plans
from being subjected to inappropriate drug changes and substitutions by prohibiting plans
from initiating drug changes or substitutions without clinical review and certification and
by requiring plans to monitor and report all adverse drug events associated with such
changes.

(6) Ensure that Medicare enrollees in long term are facilities have access to
needed drugs by requiring plans to cover all medically necessary drugs and utilize
specialized geriatric formularies; strengthening Pharmacy and Therapeutics Committee
requirements; ensuring coverage of “excluded” Part D drugs, and ensuring that the appeal
and exceptions processes are meaningful.

(7) Strengthen requirements for plan quality assurance and medication therapy
management programs so that plans are held accountable for health outcomes, as well as
Costs.

(8) Close the coverage gap for dual eligibles by ensuring that all dual eligibles
are enrolled in prescription drug plans by January 1, 2006, when Medicaid coverage ends,
or by seeking Congressional approval of an extension of time for dual eligible
enrollment.
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(9) Expand the definition of long term care facility to include assisted living and
other facilities where frail, elderly Medicare beneficiaries rely upon cost-effective, long
term care pharmacy services to obtain pharmaceutical care that keeps them out of more
costly care settings.

(10). Ensure that long term care pharmacies are paid for their specialized services
by clarifying the definition of dispensing fee, ensuring prompt payment of claims and
making sure that when dual eligible beneficiaries must go out-of-network to obtain
services, that CMS pays the difference between the plan allowance and the usual and
customary charge.

Our detailed comments below elaborate on these 10 key provisions in the
rulemaking. We also provide specific recommendations and draft language, where
appropriate.

I1. Specific comments
A. Subpart B — Eligibility and Enrollment

1. Special enrollment periods (Section 423.36(c)) — The proposed rule provides
for special enrollment periods under identified circumstances for specific populations
(e.g., full benefit dual eligibles). Enrollees are also entitled to a special enrollment period
if “[t]he individual demonstrates to CMS, in accordance with guidelines issues by CMS
that . .. (ii) The individual meets other exceptional circumstances as CMS may provide.

Recommendation: CMS must explicitly recognize that admission to a long term
care facility, or a change in placement from one long term care facility to another,
constitutes an exceptional circumstance that should automatically trigger eligibility for a
special enrollment period. Specifically, we recommend that CMS renumber subsection
(8) as subsection (9) and add new subsection (8) as follows:

(8) the individual has been admitted to a long term care facility.

Rationale: To ensure that Medicare enrollees receive appropriate pharmaceutical
services and that long term care facilities are able to maintain quality in compliance with
federal and state standards, a Medicare enrollee who is admitted to a long term care
facility must be assured access to the specialized services of the long term care pharmacy
that is the contracted pharmacy for that long term care facility. Accordingly, enrollees
must be given the choice of enrolling in a PDP plan that includes the LTCP that is under
contract to provide services to residents of that facility. Further, under the Medicare
Discount Drug Card Program, we note that CMS provided for a Special Election Period
whenever the beneficiary changed his or her residence to or from a long-term care
facility. See 42 C.F.R. 8 408.811(b) (2). In absence of a special enrollment period:

e If the enrollee’s plan does not include the facility’s LTCP, and the
enrollee desires to receive pharmacy services from the facility’s
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LTCP, the enrollee will be forced to receive those services as out-
of-network services.

e Enrollees who obtain drugs from an out-of-network LTCP will
bear significant out-of- pocket costs, including the differential
between the plan’s allowance and the usual and customary charges
of the out-of-network pharmacy, while continuing to pay
premiums for plan coverage.

e Dual eligibles and other low-income beneficiaries simply cannot
afford to pay the differential between in and out-of-network drugs
without government subsidy.

e For private pay enrollees, paying out-of-pocket for out-of-network
prescription drug coverage will accelerate the rate at which nursing
home residents spend down their income and become eligible for
Medicaid, as well as catastrophic coverage under Part D.

e If enrollees cannot afford to pay out-of-pocket to obtain drugs out-
of-network, the nursing facility could face a proliferation of
pharmacies operating within a single facility — a situation that will
compromise patient safety and quality of care and will drive up
costs.

2. Enrollment of Dual Eligibles (Section 423.34(d)) — The proposed rule provides
that full benefit dual eligible individuals who fail to enroll in a PDP or MA-PD plan
during the initial enrollment period will be automatically enrolled into a PDP offering
basic prescription drug coverage in the PDP region in which the individual resides, or in
the case of an individual enrolled in a MA plan, a MA-PD plan offered by the same MA
organization. In both situations, by statute, the plan must have a monthly premium that
does not exceed the premium subsidy. Under the proposed rule, automatic enroliment of
dual eligibles will not occur until after May 15, 2006, the end of the initial enrollment
period. However, pursuant to 42 U.C.S. § 1935(d) (1), Medicaid prescription drug
coverage for dual eligibles ends on January 1, 2006. Thus, dual eligibles face up to 4.5
months with no coverage for prescription drugs.

Recommendation 1: CMS must ensure that dual eligibles experience no break in
prescription drug coverage between the time that Medicaid prescription drug coverage
ends and pending auto enrollment in a Part D plan. Specifically, we urge CMS to seek
Congressional approval to extend Medicaid coverage and delay enrollment of dual
eligibles until January 1, 2007. If Medicaid coverage can not be extended and enroliment
of dual eligibles cannot be delayed, CMS must make sure that all dual eligibles are
enrolled in appropriate prescription drug plans prior to January 1, 2006.

Rationale: Compared to the average Medicare beneficiary, dual eligibles are
sicker and have higher drug costs. According to CMS, more than half of dual eligibles
are in poor or fair health, while nearly one-quarter live in nursing homes. Twenty-four
percent have diabetes, 20 percent have pulmonary disease, 15 percent have had a stroke
and 12 percent have Alzheimer’s disease. Over a third are under age 65 and many in this
cohort have serious physical and mental disabilities. Sixty-eight percent of the 20 percent
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of Medicare beneficiaries with HIV/AIDS are dual eligibles. Without prescription drug
coverage, dual eligibles will get sicker and ultimately, will drive up total health care
spending. While recognizing that the “gap” in coverage is the result of the statute, it is
nevertheless imperative that CMS identify a way to ensure that dual eligibles do not
experience any break in prescription drug coverage.

3. Transition of Dual Eligible to New Drug Plans — Dual eligibles, who currently
receive prescription drugs through state Medicaid programs, generally have access to all
medically necessary drugs. The new Part D benefit gives plans broad discretion to use
formularies and other cost and utilization control mechanisms that are more restrictive
than the Medicaid program. In addition, pursuant to Section 1935(d) (2), many drugs,
including barbiturates and benzodiazepines, which have been covered under Medicaid,
are not covered by the new Part D benefit. As a result, dual eligibles who are transitioned
to Part D are likely to find that the drugs that they take are not covered by the new Part D
plan.

Recommendation: To ensure continuity and reduce adverse medication events
and drug errors, CMS must ensure that if and when a dual eligible beneficiary is
automatically enrolled in a PDP or MA-PD plan, the plan is required to notify the
beneficiary and provide him or her with information about coverage and how to access
benefits. For long term care facility residents, plans should be required to notify the
facility in which the resident resides. Specifically, CMS should:

Amend Section 423.128(a)(1) as follows: “to each enrollee, including each full
benefit dual eligible enrollee enrolled in the plan under Section 423.34(d), of a
prescription drug plan offered by the PDP sponsor or the MA-PD plan offered by
the MA organization under this part.”

Amend Section 423.34(d) by adding new subsection (2), (and renumbering the
remaining subsections), as follows: “Upon auto-enrollment in a plan, the plan
immediately shall notify the full-benefit dual eligible individual, or in the case of
a full benefit dual eligible individual residing in a long term care facility, the
long term care facility in which the individual resides, of the following:

(i) the name of the plan in which the individual has been enrolled,
(i) the effective date of enrollment, and
(iii) the information in section 423.128(b).”

Rationale- At whatever point a dual eligible is auto enrolled into a plan, CMS
must require plans to notify enrollees of their auto assignment and how to access benefits.
Otherwise, we know from the early experience with auto assignment in Medicaid manage
care plans, plans may profit by accepting payments without providing any benefits
because the beneficiary is simply unaware of his assignment to a prescription drug plan
and has never been informed about how to access benefits.
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4. Assuring Appropriate Clinical and Administrative Transitions — Neither the
statute nor the regulations address a plan’s obligations to ensure that beneficiaries
enrolling in new plans or changing plans are appropriately transitioned. Experts in drug
benefits management and pharmacy issues recommend that transition planning and
implementation, including data transfers, should start at least six months before the
transition date, though eight to nine months is preferable.’

Recommendation: To ensure continuity of care and to minimize adverse drug
events that occur during transitions, CMS must require plans, as part of their medication
therapy management programs, or otherwise, to:

(1) maintain the beneficiary’s prior drug regimen, and not initiate drug changes
or substitutions prior to a clinical review and certification of the clinical
appropriateness of those changes,

(2) monitor any changes in the drug regimen of a dual eligible and report all
adverse drug events to CMS, and

(3) provide notice of the proposed change to the beneficiary and the prescriber to
inform the beneficiary and the subscriber of the opportunity to file a grievance,
appeal or request for exception.

Specifically, to incorporate the above changes into the rule, we recommend the
following:

Amend Section 423.153(d) as follows: “The Medication Therapy Management
Program:

() shall establish processes for ensuring that PDP and MA-PD plans cover all
drugs, including non- formulary drugs, of full benefit dual eligibles who have
been auto assigned to the plan and may not discontinue, substitute or change
drugs unless the plan has

(1) conducted a clinical review and has certified the clinical
appropriateness of the changes, and

(ii) notified the beneficiary and prescriber of the proposed changes and
the opportunity to file a grievance, appeal or request an exception.

(L) shall monitor the responses of enrollees to all drug changes and track and
report to CMS data concerning all adverse drug events associated with such
changes.”

Rationale: Under Section 1860D-4(c), plans have an affirmative obligation to
establish quality assurance and medication therapy management programs that are
designed, in part, to reduce the risk of adverse events, including adverse drug

2 Medpac, Report to Congress (2004, June). New approaches in Medicare.
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interactions. The obligation to operate a plan under principles that reduce the risk of
adverse events dictates that Part D enrollees should not be subjected to arbitrary
medication changes without clinical review. In the absence of such a requirement,
Medicare beneficiaries, and especially nursing facility residents, and other duals who
have been auto assigned into plans that offer only basic coverage, could face myriad
medication changes dictated by limitations in a plan’s coverage or formulary design.
Given the clinical profile of dual eligibles and particularly the drug sensitivities of the
frail elderly in long term care facilities, such changes require a high level of monitoring
and clinical oversight. Depending on the drugs and the enrollee, gradual dose reductions
may be needed to wean the beneficiary off the old drug, while new drugs may need to be
titrated and added slowly. Simply stated, changing drugs is potentially dangerous to
enrollees and creates a high level of opportunity for drug misadventures and adverse drug
events that could jeopardize a dual eligible’s health.

Recommendation 2: CMS must clarify that when an individual is enrolled in a
new plan or changes plans, the old plan remains financially responsible for payment of
claims until the effective date of enrollment in the new plan.

Rationale: When an individual changes plans (for example, during a special
enrollment period), often it may take several days for enrollment forms to be inputted
into computer systems. If claims are filed in this time period, the new plan may appear to
be the payor, when in fact it is not. To minimize claims disputes, CMS should make
clear that the old plan remains financially responsible for payment of claims until the
beneficiary’s effective date of enrollment in the new plan.

5. Information to enrollees (Section 423.128) — The proposed rule provides that
upon request, plans must provide information to Part D eligible individuals regarding
coverage, benefits, rights and other issues.

Recommendation 1: CMS should specify that plans must include information
about access to long term care pharmacy services. Specifically, we recommend the
following:

Amend Section 423.128(c) (1) (iv) to add new subsection (G) as follows:

The extent to which an enrollee may obtain benefits and services from a specialty
pharmacy including a long term care pharmacy.

Recommendation 2: Under Section 423.48, plans are required to provide CMS
with information to enable CMS to provide current and potential eligible Part D
beneficiaries with information to help them make informed choices. We strongly
recommend that CMS require every plan to provide information that explains the
availability and accessibility of Part D coverage should the enrollee be admitted to a long
term care facility.
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Rationale: Informed consumer choice is key to ensuring that PDPs offer benefits
that are responsive to consumer demand. Seniors will want to know how drug costs will
be covered (or will not be covered) should they require long term care services and
should be informed, up front, about which plans offer access to the specialized consulting
services, packaging and delivery options that are a necessity of LTCP.

B. Subpart C - Benefits and Beneficiary Protections

1. Long-term care facility definition (Section 423.100) — As proposed, CMS has
defined a long-term care facility only as a skilled nursing facility (as defined under §
1819(a) of the Act), or a nursing facility (as defined in § 1919(a) of the Act). However,
CMS is interested in whether other types of facilities contract exclusively with long term
care pharmacies and would consider modifying the definition.

Recommendation: We strongly recommend that CMS expand the definition of
long term care facility to include assisted living facilities and other facilities and
programs that are certified either by the federal government or a state to provide services
to individuals who require long term care. Specifically, we recommend:

Amend the definition of “long term care facility” as follows:

A long term care facility is any facility or program that has been certified by
either a state or federal agency to provide long term care services to individuals
in need of such services. A long term care facility includes, but is not limited to:
skilled nursing facilities (as defined under 1819(a) of the Act), nursing facilities
(as defined in 1919(a) of the Act), programs that provide services under Section
1915(c) or 1115 waivers, PACE programs, assisted living or managed long term
care programs certified and eligible for funding under Title 19, and other assisted
living, adult care or adult day health programs certified under state law to
provide long term care services.

Rationale: Nursing homes are no longer the only environment in which frail
elders and others with long term care needs receive services. Indeed, in recent years,
there has been an overall decline in nursing home utilization and an expansion of
community-based, alternatives. The growth of community-based alternatives to nursing
facility care has been fueled, in part, by consumer demand, demographic changes and the
need to identify more cost-effective approaches to providing long term care to an
expanding population of seniors. Additionally, the Supreme Courts landmark decision in
Olmstead v. L.C. and President Bush’s New Freedom Initiative have spawned increases
in both public and private sector, community-based long term care programs.

Today, NeighborCare, and other long term care pharmacies, provide long term
care pharmacy services to a growing market of assisted living facilities, adult day care
programs and other service sites where the frail elderly receive care. In fact, of the
265,000 people who are served by NeighborCare’s institutional pharmacy services, one-
third reside in assisted living and other non-nursing home settings. In many cases, we are
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the contracted pharmacy because state regulation makes facility and program operators
responsible for quality care and appropriate management and control of drug dispensing,
etc. Increasingly, however, there is growing recognition that long term care pharmacy
provides important quality controls and packaging that can help the frail elderly remain
compliant with medications, avoid adverse drug reactions and reduce medication
misadventures, thus ultimately saving money by supporting the frail elderly and
providing them with optimal drug therapy in less costly care settings. Additionally, as
CMS is certainly aware, as the population has aged, the level of care needs among
residents in assisted living facilities has increased. Today’s assisted living residents
resemble the SNF or ICF residents of ten years ago. Many have chronic diseases,
including Alzheimer’s disease, and take multiple medications. Many assisted living
providers have, in fact, developed a medical model of care for their residents, and
specialized pharmaceutical care is a keystone in their goal to provide quality care.

At NeighborCare, we believe that the structure of the Medicare Part D benefit creates a
tremendous opportunity to allow the market to drive innovation and cost savings. As the
demand for cost effective, community-based long term care increases, plans should be
free to negotiate with long term care pharmacies to provide the long term care pharmacy
services in alternative care settings. Otherwise, if we limit long term care pharmacy only
to skilled nursing facility and nursing facility settings, we create perverse incentives that
may ultimately increase nursing home utilization and drive up health care costs by
forcing people into institutional settings in order to obtain clinically appropriate
medication management services. Accordingly, in order to recognize both the current
and future role of long term care pharmacy in meeting the needs of the frail elderly across
care settings, CMS must expand its definition of long term care facility.

2. Dispensing fee definition (Section 423.100) — Pursuant to Section 423.104(h),
PDP and MA —PDPs are required to provide enrollees with access to negotiated prices for
covered Part D drugs included in its plan’s formulary prices. In the preamble, CMS
states that negotiated prices must take into account price concessions such as discounts,
direct or indirect subsidies, rebates and direct or indirect remunerations, and would
include any applicable dispensing fees. CMS is considering three different definitions of
dispensing fee.” Option 1 would differentiate between dispensing a covered part D drug
and administering one in order to restrict the dispensing fee to include only those charges
for pharmacy services related to the preparation and delivery of a covered Part D drug.
Under this option, the dispensing fee could not include any charges associated with
administering the drug once the drug has already been transferred to the beneficiary.
Option 2 includes the activities in Option 1 but in addition, would include amounts for
the supplies and equipment necessary for the drugs to be provided in a state in which they
can be effectively administered. Option 3 would include the activities in Option 2 but in
addition, would include activities associated with ensuring the proper and ongoing
administration of the drugs, such as professional services or skilled nursing visits and
ongoing monitoring by a clinical pharmacist. Option 2 and 3 are framed to be limited to
cases where (a) a typical patient with the condition at issue could not receive the benefit
of the medication in the absence of the associated supplies, and (b) the patient is
receiving home infusion therapy. None of these definitions, however, clearly encompass
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the additional costs associated with dispensing prescriptions in a long term care setting.
These %osts include the cost of delivery, specialized packaging and around the clock
access.

Recommendation: CMS should make clear that dispensing fees must include the
costs associated with dispensing for both retail and long term care pharmacy, including
the costs of specialized packaging, around-the clock service and delivery to the site of
care.

Rationale: While we concur with CMS that Option 1 represents the best reading
of the statute, since it would limit dispensing fees to a transfer of possession of the drug
and would not include any fees associated with administering the drug, the preamble does
not identify the components of a dispensing fee that are associated with the specialized
services provided by long term care pharmacies.

3. Access to covered Part D drugs (Section 423.120) — Sec. 1860D-4(b)(1)(C)(i)
mandates that the PDP sponsor of the prescription drug plan shall secure the participation
in its network of a sufficient number of pharmacies that dispense (other than by mail
order) drugs directly to patients to ensure convenient access (consistent with rules
established by the Secretary). Pursuant to Sec. 1860D-4(b) (1) (C) (iii), the Secretary is
also required to include adequate emergency access for enrollees.

Pursuant to Sec. 1860D-4(b)(1)(C)(iv), the Secretary may, but is not required to, include
standards with respect to access for enrollees who are residing in long term care facilities
and for pharmacies operated by the Indian Health Service, Indian tribes and tribal
organizations, and urban Indian organizations (I/T/U pharmacies).

In the proposed rule, CMS has proposed access standards for retail pharmacy. Instead of
requiring plans to provide emergency access, however, CMS would require that plans
assure their enrollees have adequate access to drugs dispensed at out-of-network
pharmacies. Similarly, while CMS recognizes that LTCPs have a special mission and
that access to such pharmacies should be preserved because it would “greatly enhance
Part D benefits for enrollees in long term care facilities . . . ,” CMS has not promulgated
standards for access to long term care pharmacy, but seeks to preserve access as an “out-
of-network” benefit. CMS’ reluctance to propose LTCP access standards is based upon a
concern that if plans are required to include LTCP in their networks, plans may be forced
to negotiate preferential contracting terms and conditions (relative to the terms they
would offer other retail pharmacies willing to a participate in their network) with a
number of long term care pharmacies in order to meet the requirement.

CMS also recognizes I/T/U pharmacies have a special mission and that access should be
preserved. But unlike LTCP, CMS proposes using its authority to require plans to
approach 1/T/U pharmacies in their plan service areas.

¥ “Institutional Pharmacy Dispensing Cost Study,” BDO Seidman, LLP, April 5, 2002.
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Under the proposed rule (sec. 423.124(a)), out-of-network access is assured only if the
plan has determined that the enrollee could not reasonably be expected to obtain covered
Part D drugs at a network pharmacy. CMS expects, but has not mandated, that plans
provide “out-of-network” access to long term care pharmacy “when a Part D enrollee
resides in a long term care facility and the contracted LTCP does not participate in his or
her plan’s pharmacy network,” and “the enrollee cannot reasonably be expected to obtain
such drugs from a network pharmacy.” CMS seeks comments regarding how to balance
convenient access to LTCPs with appropriate payment to long term care pharmacies
under MMA. Specifically, CMS seeks comments on two approaches: (1) requiring plans
to contract with LTCPs, or (2) strongly encouraging plans to negotiate and include long
term care pharmacies in their plans.

Recommendation 1: NeighborCare strongly endorses requiring plans to include
long term care pharmacies in their network. CMS should use its authority to establish
minimum access standards for long term care pharmacy. Specifically, CMS should:

Amend Section 423.120(a) (1) as follows: ““Convenient access to network
pharmacies — Except as provided in paragraph (a) (3) of this section, a prescription drug
plan or MA-PD, including any fallback, plan must have a contracted retail pharmacy
network, consisting of pharmacies other than mail order pharmacies, sufficient to ensure
that for beneficiaries residing in the prescription drug plan’s service area, as described
in....”

Add new Section 423.120(a)(2) as follows: ““A prescription drug plan, or MA-
PD plan, including any fallback plan, must have a contracted long term care pharmacy
network, consisting of pharmacies other than mail order pharmacies, sufficient to ensure
that beneficiaries residing in or receiving services in a long term care facility have
access to pharmacy services that:

(i) comply with the facility’s legal obligations under federal and state law with
respect to pharmaceutical services, quality control and quality assurance,

(i) ensure 24 hour, seven day a week access to covered Part D drugs,

(iii) provide for emergency access to covered drugs, and

(iv) meet the specialized needs of Medicare enrollees receiving long term care
services.”

Rationale: Under the proposed rule, PDP sponsors would have to contract with
retail pharmacies to ensure convenient access, but would have no obligation to contract
with long term care pharmacies to ensure that the most vulnerable Medicare
beneficiaries, the frail elderly, have access to the specialized pharmaceutical services that
are critical to their health and safety. Instead, CMS suggests that a liberalized out-of-
network standard is sufficient to ensure that residents of long term care facilities obtain
the services they need. Yet, as we have noted above, long term care facility residents
who must go out-of-network to obtain needed prescription drugs incur substantial out-of-
pocket costs because of the differential between the plan allowance (which is based on
retail pharmacy costs) and the usual and customary charges of the out-of-network, long
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term care pharmacy. Under the proposed rule, Section 423.124(b) (2), CMS makes clear
that it is the Part D enrollee who is responsible for this differential. However, the vast
majority of long term care facility residents do not have the resources to pay this
differential. Consequently, they either will be forced to go without the drugs or they will
try to obtain them in-network, through retail pharmacies. Either way, access and quality
control will be irreparably compromised. We believe that CMS has an obligation to
ensure that the Part D drug benefit works to support and not undermine the one nursing
home, one pharmacy relationship that is key to ensuring that nursing facilities are able to
meet federal requirements for participation.

In addition, we question whether the Secretary has the authority to approve a plan that
fails to include long term care pharmacy as an in-network benefit. Under Section 1860D-
11(e)(2)(D), the Secretary may only approve a prescription drug plan if he “does not find
that the design of the plan and its benefits (including any formulary or tiered formulary
structure) are likely to substantially discourage enrollment by certain Part D eligible
individuals under the plan.” For the frail elderly, it is hard to imagine more of a
deterrent to enrollment than a Part D plan that forces beneficiaries to pay out-of-pocket
for covered Part D drugs because the enrollee receives care in a long term care facility.

Finally, while CMS has raised concerns that long term care access standards might force
plans to negotiate preferential contracting terms and conditions with LTCP (relative to
other pharmacies), we note that the market dynamics for long term care pharmacy are
similar to the market dynamics created by the retail pharmacy access standards.
Moreover, long term care pharmacies can provide plans with much needed expertise that
ultimately will help save lives and dollars. In other words, CMS must require plans to
serve the frail elderly across care settings. Once plans understand they must serve this
population, CMS should allow the market (and competition among plans) to drive
negotiations between plans and LTCPs.

In sum, long term care pharmacy must become a required part of every PDP, MA-PD
and fallback plan with appropriate recognition of the critical role that LTCP plays in
assuring that long term care facility quality is maintained.

Recommendation 2: CMS must develop emergency access standards to ensure
appropriate in-network access to prescription drugs on an emergency basis. In particular,
CMS should make clear that plans must provide for emergency dispensing of covered
Part D drugs, whether or not on the plan’s formulary, for residents of long term care
facilities.

Rationale: Although CMS is required, by statute, to establish adequate
emergency access standards for enrollees, CMS has declined to do so because of the
“inherent difficulties in establishing emergency access standards.” Instead, CMS
suggests that establishing a broader out-of- network access standard will suffice. While
out-of-network access will address certain types of emergency situations, there are, as
noted above, costs to the beneficiary. Furthermore, we do not believe that beneficiaries
should have to go out-of -network to address all emergency situations. Specifically,
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CMS must make clear that Plans must provide for emergency dispensing of drugs to long
term care facility residents, where due to the frailty of the population, a 24 hour,
emergency dispensing is needed to address emergent situations such as seizures, pain,
diabetic emergencies, wounds, infections etc. If plans are not required to provide for
emergency medication needs, long term care facilities will be forced to send their
residents to the hospital. The result will be poorer health outcomes and substantially
increased costs.

Recommendation 3: CMS should use its authority under Section 1860D-4(b) (1)
(C) (iv) of the Act to require PDP sponsors and MA-PD plans to contract with 1/T/U
pharmacies in their plan service areas.

Rationale: Plans are required to serve all enrollees within their service area. In
addition, the Secretary may not approve a plan if it substantially discourages certain
beneficiaries from enrolling. Accordingly, plans must be required to include I/T/U
pharmacies in their networks to ensure that all beneficiaries within a service area are
served.

4. Pharmacy Network Contracting Standards (Section 423.120(a)(4)) — As
currently drafted, the proposed rule merely provides that a PDP or MA-PD plan must
contract with any willing provider who meets the plans terms and conditions and may not
require that a pharmacy accept risk as a condition of participation in the plan’s network.
CMS seeks comments as to whether CMS should require that plans make available to all
pharmacies a standard contract for participation in the plan network. However, CMS
recognizes that this requirement would not preclude plans from negotiating terms and
conditions different from those in standard contracts with a subset of pharmacies
including LTCPS. CMS also states that with the exception of 1/T/U and rural
pharmacies, CMS expects that standard contracts would require network pharmacies to
adjudicate drug claims at point of sale.

Recommendation 1: CMS should require that plans make available to long term
care pharmacies a standard long term care pharmacy contract.

Rationale: We agree that CMS should develop standard contracts for
participation in plan networks. However, we have concerns that a standard retail contract
will not adequately recognize or compensate long term care pharmacies for the
specialized services that we provide, that are essential to the needs of long term care
facility residents and assure compliance with state and federal standards. .

Recommendation 2: CMS should amend Section 423120(a) (4) by renumber
subsection (ii) as subsection (iii) and adding new section (ii) as follows:

(if) must contract with any long term care pharmacy that meets the prescription
drug plan’s or MA-PD plan’s standard terms and condition for long term care
pharmacy, and
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Rationale: Plans should be required to contract with any long term care
pharmacy that is willing to accept the terms of the plans’ standard long term care
pharmacy contract.

5. Formulary requirements (Section 423.120(b)) — The LTCPA has provided CMS
with extensive comments regarding formulary issues and NeighborCare fully endorses
these comments. We note that the failure to provide a specialized geriatric formulary for
long term care facility residents is itself, a plan design element likely to discourage a
substantial number of frail elderly beneficiaries from enrolling in a Part D plan.

Recommendation: CMS should use its authority under 1860D-11(e)(2)(D)(i) to
disapprove of any plan that does not provide adequate access to drugs needed to treat the
specialized pharmaceutical needs of long term care facility residents.

6. Formulary changes — (Section 423.120(b) (5)) — With respect to formulary
changes, the proposed rule provides only that a plan must provide at least 30 days notice
to CMS, affected enrollees, authorized prescribers, pharmacies and pharmacists prior to
removing a covered Part D drug from it’s plans formulary, or making any change in the
preferred or tiered cost-sharing status of a covered Part D drug. Additionally, plans are
prohibited from removing a drug from the formulary, or making any change in the
preferred or tiered cost-sharing status of a covered Part D drug during the annual
coordinated enrollment period or three days after the beginning of the contract year.

Recommendation: CMS must add additional protections for targeted enrollees
who are taking drugs that are being removed from a plan’s formulary. Specifically, CMS
should:

Amend section 423.120(b) by adding new subsection (7) (and renumbering the
remaining subsections) as follows:

A PDP sponsor or MA-PD plan:

(i) must continue in-network coverage of a covered Part D drug that has been
removed from its formulary for all targeted enrollees who were receiving that
drug prior to the date of removal unless the plan has received a certification
from the prescribing physician that the enrollee can be safely transitioned to the
new formulary drug without adverse effect, and

(ii) provide for continued in—network coverage of the removed drug during any
such transition.

Rationale: Drug transitions and changes are especially dangerous for targeted
beneficiaries who fit the profile of medically fragile and complex patients. Plans are
responsible for having medication therapy management programs for targeted
beneficiaries. Such programs require active management and monitoring of transitions to
avoid adverse outcomes.
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7. Pharmacy and Therapeutics Committee — The proposed rule only requires that,
minimally, one practicing physician and one practicing pharmacist be independent and
free of conflict of interest and be expert in the care of the elderly or people with
disabilities.

Recommendation: CMS should require that all physicians and pharmacists
serving on a P&T committee have expertise in providing care and prescription drug
therapy to people who are elderly or who have disabilities and all voting members should
be free of conflicts of interests.

Rationale: While the Medicare population is by no means homogeneous, there
are certain shared characteristics including age and disability that distinguish Medicare
beneficiaries from the general population. In order for plans to successfully manage the
treatment needs of this population, they will need P& T committees composed of
physicians and pharmacists with knowledge and expertise in the appropriate fields.
Additionally, while we acknowledge that there is no single industry standard governing
the composition of P&T committees, at NeighborCare, our P&T Committee is composed
of four pharmacy school professors who have no ties to NeighborCare and are experts in
geriatric care, a Medical Director representing one of our customers, NeighborCare’s
Medical Director and a medical ethicist. Only P&T Committee members with no conflict
of interest are able to vote. We believe that the composition of our P&T Committee and
our safeguards against conflicts of interest, ensures that decisions are based on resident
care and outcomes, rather than on financial considerations.

8. Out-of-network Access - In the preamble, CMS states that it expects plans to
guarantee out-of-network access under at least four scenarios including in cases where a
Part D enrollee resides in a long term care facility and the contracted long-term care
pharmacy does not participate in his or her plan’s pharmacy network. However, the
proposed rule only states that a plan must assure out-of-network access “when enrollees
cannot reasonably be expected to obtain such drugs at a network pharmacy.”

Recommendation 1: CMS must state its expectations (including access to out-of-
network long term care pharmacy) as requirements in the actual regulation text.

Rationale: The current text does not adequately protect residents who need to go
out-of-network to obtain covered Part D drugs.

Recommendation 2: CMS needs to clarify the process for appeal of any adverse
decision with respect to out-of-network access.

Rationale: Under the proposed rule, plans have broad discretion to decide when
to provide out-of-network access. If a plan denies out-of-network access and refuses to
pay even the plan allowance, it is not clear how the dispute is adjudicated.
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Recommendation 3: CMS needs to clarify that the out-of-network access
standards also apply to fallback plans.

Rationale: Section 423.855 provides that fallback plans must meet all the
requirements of a PDP sponsor except that it does not have to be a risk-bearing entity.
Fallback plans must also meet other requirements as specified by CMS. For clarity, CMS
must state that fallback plans also must meet the out-of-network standards established
under Section 423.124.

9. Treatment of Out-of-network Cost Differential — Currently, the proposed rule
provides that beneficiaries are responsible for the differential between the plan’s
allowance and the out-of-network pharmacy’s usual and customary charges. Plans are
financially “held harmless” for out-of-network use by enrollees. CMS believes this is
necessary to curb unnecessary use of out-of-network pharmacies and to ensure that plans
can achieve cost savings.

Recommendation: As noted above, NeighborCare believes that access to long
term care pharmacy should be required as an in-plan benefit. However, to the extent that
dual eligible plan enrollees must obtain drugs out-of-network because in-network access
is not reasonable, CMS must: (1) clarify that CMS will pay the cost differential; (2)
amend Subpart G to clarify that CMS is responsible for paying the cost differential
subsidy for dual eligibles directly to the out-of-network pharmacy (3) ensure that plans
are monitoring out-of-network use closely and are reporting data to CMS.

Rationale: While CMS has made clear that plan enrollees are responsible for the
cost differential when they must go out-of-network for covered Part D drugs, dual
eligibles are, by definition, impoverished, and will not be able to pay these costs without
government subsidy. Unless CMS identifies how these costs will be covered and how
out-of-network pharmacies will be paid, dual eligible enrollees effectively will be denied
access to out-of-network coverage. We also believe that out-of-network utilization must
be closely monitored because high utilization of out-of-network pharmacies may indicate
that plan formularies are too restrictive or that plans are not making needed drugs
available.

10._Waiver of public disclosure requirements (Section 423.132): Plans must
disclose the differential between the price of dispensed drug and the price of the lowest
price generic version available at the pharmacy. This requirement is waived for certain
types of pharmacies such as I/T/U pharmacies. However, only the timing of the notice is
changed for LTCP.

Recommendation: We recommend that this notice be waived for LTCP

Rationale: Disclosure of this information will have little or no impact on the
prescribing behavior of treating physicians in a long term care setting, but will increase
administrative burden, thereby increasing costs.
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11. Subpart D — Cost Control and Quality Improvement Requirements: Under
the Act and proposed Section 423.153(d), each PDP sponsor and every Medicare
Advantage organization offering a Medicare Advantage Prescription Drug Plan (MA-PD)
must have: (1) a cost-effective drug utilization management program, (2) a quality
assurance program, and (3) a Medication Therapy Management Program (MTMP).

(1) Cost-effective Drug Utilization Management Program (CDU) — The proposed
rule identifies only two elements of a CDU program: incentives to reduce costs when
medically appropriate; and policies and systems to assist in preventing
over/underutilization of prescribed medication. These two elements focus only on the
cost of medications themselves and not on the total medical costs of treating a particular
beneficiary. By focusing on the cost of medications only, CMS promotes a system that is
very likely to create greater incentives to under-treat or ineffectively treat Medicare
beneficiaries in order to demonstrate cost savings. In order to avoid this result (which
can endanger the frail elderly and other Medicare beneficiaries with chronic illness), any
CDU system must also be linked to clinical outcomes that are tracked and reported.

(2) Quality Assurance — The proposed rule requires each plan to have a quality
assurance program that includes measures to reduce medication errors and adverse drug
reactions and includes processes for drug utilization review, patient counseling, and
patient information record-keeping. These requirements, however, do not go far enough
to identify the elements of a quality assurance program or to require plans to collect data
and to respond to identified issues. We note that under current Medicare regulations,
Medicare Advantage plans must have QA systems that: (1) measure performance using
CMS defined standard measures that relate to both clinical and non-clinical areas and,;
(2) achieve minimum performance levels that CMS establishes locally, regionally or
nationally with respect to the standard measures. We believe that at-risk PDP plans and
MA-PD plans should be held to similar standards. A defined set of measures and defined
minimum performance levels can lead to the development of quality report cards and
other reports that help consumers make informed choices about Part D plans based upon
quality.

(3) Medication Therapy Management Programs (MTMP) — Under the proposed
rule, plans must have MTMPs for all targeted beneficiaries and must meet two
requirements: 1) improved medication use that optimizes therapeutic outcomes, and 2)
reduced risk of adverse events. LTCPs, such as NeighborCare, use MTMP to proactively
manage the pharmacotherapy of frail elders in long term care settings. We therefore have
a number of specific comments and recommendations with respect to the MTMP
provisions of the proposed rule.

Recommendation 1. While CMS would like to give plans some flexibility to
decide whom to target for the medication therapy management program, we strongly
believe that all long term care residents should be deemed targeted beneficiaries.
Therefore, CMS should amend Section 423.153(d) (2) to add to the end of subsection (iii)
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“,or” and add new subsection (iv) as follows: “Are residents of a long term care
facilities.”

Rationale: Long term care facility residents are among the heaviest users of
health care services, including prescription drugs and fit the profile of targeted
beneficiaries which, by statute, are defined as Part D eligible enrollees who have multiple
chronic diseases, are taking multiple covered Part D drugs and have high drug costs. In
fact, medication therapy management is an integral component of what long term care
pharmacy provides to these residents. Yet, because PDP plans have a financial incentive
to cut their costs, including costs for medication therapy management programs, and are
not accountable for total health care costs, plans are unlikely to target long term care
facility residents for medication therapy management unless CMS requires them to do so.
If CMS does not require plans to target long term care facility residents for medication
therapy management programs, CMS is likely to spend much more on the cost of
avoidable hospitalizations.

Recommendation 2: CMS must require PDP and MA-PD plans to provide a
MTMP to targeted beneficiaries that meets specific requirements. Specifically, CMS
should:

Amend Section 423.153(d) to add new section (2) as follows:
(2) A mediation therapy management program, at minimum, should include:

(i) an assessment of the targeted beneficiary’s drug therapy,

(i) a system to ensure that medications are dispensed to the right targeted
beneficiary in the right form and correct amount and can meet emergency
needs,

(iii) a system for data tracking, monitoring, evaluating patient outcomes
include adverse events and drug errors, and

(iv) a staff of licensed pharmacists with specialized expertise in the
management of drug therapy for targeted beneficiaries.

Rationale: While the proposed rule addressing the MTMP identifies important
goals, CMS must go further to identify what plans must do to achieve these goals.
Specifically, CMS must identify the basic elements of an MTMP plan and must hold
plans accountable for MTMP activities and associated health and quality outcomes. This
is especially critical given the structure of the new Part D benefit, which gives PDPs
financial incentives to control costs through restrictive formularies and coverage denials,
but does not hold them accountable for adverse health outcomes that are likely to result
when authorization for needed drug therapy is withheld or delayed.

NeighborCare’s MTMP program consists of the following elements:

1. Prospective Admissions Screening — a review of hospital discharge orders for
appropriate recommendations with respect to possible allergies, drug interactions, generic
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or branded lower cost alternative drug products, long acting products and preferred
products.

2. Point of Service Interchange Program — Operations Pharmacists’ intervention
to review the resident’s drug regimen for utilization of high cost medications, doses,
dosage form and packaging issues and clinical assessment based on evidence-based
treatment protocols.

3. A Retrospective Drug Regimen Review — a patient specific, clinical initiative
driven by consultant pharmacists in the long term care facility that employs automated
consultant software supported by clinical guidelines.

4. A Retrospective Utilization Review — an opportunity for further drug
conversion that identifies trends in physician acceptance/resistance, calculates projected
savings and permits nursing facility staff to establish cost management programs with
prescribers on staff.

Through each of these steps, data tracking is integral to our operations. By tracking
various data elements, we are able to optimize clinical care and cost savings, while
reducing adverse events. CMS should require no less of PDP and MA-Plans that will
become responsible for the administration of the new Part D drug benefit.

12. Subpart M — Grievances Coverage Determinations and Appeals — The
proposed rule sets forth requirements for the exception determination process. While only
the enrollee, the enrollee’s representative or the enrollee’s prescribing physician can
request an exception, the rule does not identify who, within the plan, is qualified to make
decisions about exception requests. The rule also fails to adequately identify the standard
of review. (See comment 13 below).

Recommendation: Only a physician or pharmacist with specialized experience
relevant to the patient population, who has no conflict of interest, should be qualified to
make a decision about an exception determination.

Rationale: The decision maker should be impartial and knowledgeable.

13. Clarification of Coverage Standard — Under Section 423.752, plans may be
sanctioned with civil fines and penalties for substantially failing to provide medically
necessary services that the organization is required to provide (under law or under
contract) to a PDP enrollee, and that failure adversely affects (or is substantially likely to
adversely affect) the enrollee. We note, however, that neither the statute nor the contract
provisions in Section 423.505(b) state that plans are required to provide medically
necessary prescription drug coverage.

Recommendation 1: CMS must amend the rule to make clear that the standard for
coverage is “medically necessary” prescriptions. Specifically, CMS should:
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Amend Section 423.505(b) to include new subsection (4), (and renumber the
remaining subsections), as follows: “To ensure coverage of medically necessary
prescription drugs up to the limits of the plan.”

Rationale: Clarification of the standard for coverage in the contract between
CMS and the plan is essential to ensure that beneficiaries receive the drugs they need and
that plans base decisions, including exception determination decisions, on objective
criteria.

14. Prompt Payment — There is no provision in the rule requiring plans to pay
providers promptly.

Recommendation: Amend Section 423.120(a) to require that plans pay network,
and when appropriate, out-of-network, pharmacies, including long term care pharmacies,
within 30 days of a claim.

Rationale: CMS needs to ensure that plans do not profit by withholding payments
from vendors.

Again, we thank you for the opportunity to comment on this important rulemaking.
Please do not hesitate to contact me if you have any questions.

Sincerely,

Vool

John J. Arlotta
Chairman, President and Chief Executive Officer
NeighborCare, Inc.
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October 4, 2004

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-4068-P.P.O. Box 8014
Baltimore, MD 21244-8014

By email to: www.cms.hhs.gov/regulations/ecomments

Comments on file code CMS-4068-P
Dear Sirs:

The Commonwealth of Massachusetts Group Insurance Commission appreciates this
opportunity to comment on the proposed rules for the new Medicare Prescription Drug
benefit.

The Group Insurance Commission (GIC) is the state agency that provides health and
other employee benefits to Massachusetts state employees, retirees and their dependents.
Of the 267,000 individuals for whom we provide health insurance coverage, 50,000 are
retirees with Medicare to whom we currently offer prescription drug coverage. The new
Medicare Part D prescription drug benefit will therefore have a significant impact on our
Medicare retirees and on the GIC, and the final rules and regulations governing this
benefit will influence how these Medicare retirees obtain their prescription drugs when
Part D comes into effect on January 1, 2006.

Some background information on our Medicare retiree benefits may be helpful to you as
you review our comments. These retirees currently may choose from six health plans
that offer benefits, including prescription drugs, extending beyond their Medicare Parts A
and B coverage. 92% of our Medicare retirees have enrolled in our self-insured
indemnity plan. Benefits in this plan are carved-out to a PBM contracted with the GIC.
The remaining retirees are enrolled in two insured HMO Medicare Advantage plans and
two insured HMO Medicare supplement plans.

Depending upon the date of their retirement, these retirees pay only 10% or 15% of the
monthly premiums for these plans; the Commonwealth pays the 90% or 85% balance.
All of the plans have an unrestricted drug benefit: there is no cap of any sort on the
amount of prescription drugs that a retiree may receive. All of the plans use a three-tier
member copayment structure for generic, preferred brand and non-preferred brand
medications.


http://www.cms.hhs.gov/regulations/ecomments

The GIC’s philosophy regarding prescription drug coverage for retirees has been that
benefits should be the same as that of employees. We are also aware that the monthly
premium cost of Medicare Part B poses a burden on many retirees, and we therefore do
not want to add to this burden by requiring retirees to pay an additional monthly premium
for Medicare Part D. For these reasons, our intention had been to maintain our current
benefits, not to require Part D enrollment, and to apply for and receive the employer
subsidy allowed under the Part D statute. We have concerns, however, that some of these
proposed rules may impede our ability to obtain the employer subsidy and may require us
to consider alternatives that may be far less attractive to us and to our retirees. Our
comments and concerns regarding the proposed rules follow:

Section J Coordination Under Part D Plans with Other Prescription Drug Coverage

Since our members currently may choose from three Medicare Advantage (MA) plans,
we are pleased to see that rules contemplate and allow an MA plan to offer a plan without
the Part D benefit to employer groups. It is unclear, however, whether or not the current
ability of MA plans to customize their benefits for GIC retirees remains. At present the
GIC benefits in MA plans can have different office visit copayments, prescription drug
coverage and copayments, and additional benefits (e.g., hearing aids) than those in the
standard MA plans. We customize these benefits so they may be comparable to the
benefits offered to retirees in our other benefit plans. The loss of this customization of
benefits could make the MA plans subject to adverse selection, and the current latitude
needs to be maintained so that we can continue to offer these plans to our members.

Section R Payments to Sponsors of Retiree Prescription Drug Plans

1. We are very concerned about CMS’ policy position regarding so-called
“windfalls” and the passing on of the employer subsidy to beneficiaries. Our
understanding of the statute is that its intention was to encourage employers to
continue providing prescription drug coverage to their retirees, and the total or
gross value of the benefit was the determining factor. The addition of the net
value tests proposed by CMS seems unsupported by the statute, is
administratively burdensome and onerous, and may result in employers no longer
providing benefits.

In addition, CMS needs to consider that for many governmental agencies, such as
the GIC, reimbursements such as the employer subsidy are often required to be
directed into the government’s General Fund and do not directly offset the cost of
health insurance provided by the government’s employee benefits agency.

For these reasons, the “single prong” test is the approach that should be used to
determine actuarial equivalence.



. Another issue that needs to be addressed is that of rebate information. The rules

propose that rebates be reported and deducted from the value of the benefit.
However, pharmaceutical manufacturers and PBMs treat the specific rebate
amounts given on particular drugs as proprietary information. We receive rebate
information, and we are in fact guaranteed 100% of the rebates, but the rebate
information we receive is in the aggregate only by manufacturer, and is lagged at
least six months. Considering these facts, we do not see how we could report the
detailed rebate information contemplated by the rules. If the rules were to specify
that rebate information was indeed proprietary, and would not be subject to
disclosure under any federal or state laws and regulation, rebate information
might become available to the degree required by the rules.

Regarding the requirement that an actuary must attest to the value of the plan, the
use of an outside actuary must be allowed. Most organizations, including the
GIC, do not have staff actuaries, and must hire consulting actuaries. This is very
expensive, and we suggest that these costs be added to the value of the drug
benefit when the subsidy is determined.

. We would know, by September 30 of each year, what health plans our retirees
have joined, since our annual enrollment occurs in the spring for enrollments
effective July 1. However, the information on our retirees supplied to you in
September would not be fixed, in that by the following January 1, new members
would have become Medicare retirees and some members would have died. We
should be able to provide you with the information requested, with the exception
of the HIC number. We obtain the HIC number at the time of the member’s
retirement, but claims are adjudicated based on the member’s Social Security
Number. Changes made to the HIC after retirement are not maintained and we
could not report them to CMS.

Notices of creditable coverage are indeed administratively burdensome. Rather
than requiring notice mailings to all retirees, we suggest that we be allowed to
post notices on our website, or include them in either the quarterly newsletters or
the annual enrollment materials we already mail to all retirees. Few retirees
change health plans, but we could provide those who do with a mailed notice.

On the Plan Year Versus Coverage (Calendar) Year Issue, our preference would
be the plan year option, since our fiscal year begins on July 1, and our health plan
contracts and reporting data revolve around that date. Of the options you propose,
we could comply with either the second or third.

We believe that your assumption that the plan sponsor could certify by the 15" of
a month the drug spend for the prior month is too optimistic, considering
unexpected system and operational snafus. A 30-day lag would be a more
realistic target.



8. Of the three payment options proposed on page 46747, the first alternative, that of
making a single payment after the close of the year, seems the least
administratively burdensome and most feasible.

9. Of the three options proposed on page 46748 regarding data collection, option 1 is
preferable to us. We do not understand the stated concern that this would be the
most problematic in terms of accuracy, since the data would be simply a total of
all individual claims data.

Part T Medigap Requirements

It is not clear to us if the HMO Medicare supplemental plans offered to our members are
considered to be Medigap plans. If they are, the proposed requirement that Medigap
plans no longer offer prescription drug benefits other than Part D would mean that we
could no longer offer these plans to our retirees, who will not have Part D coverage. Our
other comments on Section J earlier in this letter apply to Medigap plans as well.

Other

Certain prescription drugs and supplies will continue to be available under Medicare Part
B and will not be covered under Part D. Our members now have difficulties accessing
their Part B benefits since many pharmacies do not accept Medicare assignment for Part
B. We suggest that a requirement be added to correct this, so that a pharmacy
participating in the Part D program must accept Part B assignment as well.

Thank you for your careful consideration of our comments. If you have any questions,
please feel free to contact me at 617.727.2310 extension 3035.

Very truly yours,
David A. Czekanski

Assistant Director and Program Manager
Policy and Program Management



October 4, 2004

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-4068-P.P.O. Box 8014
Baltimore, MD 21244-8014

By email to: www.cms.hhs.gov/regulations/ecomments

Comments on file code CMS-4068-P
Dear Sirs:

The Commonwealth of Massachusetts Group Insurance Commission appreciates this
opportunity to comment on the proposed rules for the new Medicare Prescription Drug
benefit.

The Group Insurance Commission (GIC) is the state agency that provides health and
other employee benefits to Massachusetts state employees, retirees and their dependents.
Of the 267,000 individuals for whom we provide health insurance coverage, 50,000 are
retirees with Medicare to whom we currently offer prescription drug coverage. The new
Medicare Part D prescription drug benefit will therefore have a significant impact on our
Medicare retirees and on the GIC, and the final rules and regulations governing this
benefit will influence how these Medicare retirees obtain their prescription drugs when
Part D comes into effect on January 1, 2006.

Some background information on our Medicare retiree benefits may be helpful to you as
you review our comments. These retirees currently may choose from six health plans
that offer benefits, including prescription drugs, extending beyond their Medicare Parts A
and B coverage. 92% of our Medicare retirees have enrolled in our self-insured
indemnity plan. Benefits in this plan are carved-out to a PBM contracted with the GIC.
The remaining retirees are enrolled in two insured HMO Medicare Advantage plans and
two insured HMO Medicare supplement plans.

Depending upon the date of their retirement, these retirees pay only 10% or 15% of the
monthly premiums for these plans; the Commonwealth pays the 90% or 85% balance.
All of the plans have an unrestricted drug benefit: there is no cap of any sort on the
amount of prescription drugs that a retiree may receive. All of the plans use a three-tier
member copayment structure for generic, preferred brand and non-preferred brand
medications.
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The GIC’s philosophy regarding prescription drug coverage for retirees has been that
benefits should be the same as that of employees. We are also aware that the monthly
premium cost of Medicare Part B poses a burden on many retirees, and we therefore do
not want to add to this burden by requiring retirees to pay an additional monthly premium
for Medicare Part D. For these reasons, our intention had been to maintain our current
benefits, not to require Part D enrollment, and to apply for and receive the employer
subsidy allowed under the Part D statute. We have concerns, however, that some of these
proposed rules may impede our ability to obtain the employer subsidy and may require us
to consider alternatives that may be far less attractive to us and to our retirees. Our
comments and concerns regarding the proposed rules follow:

Section J Coordination Under Part D Plans with Other Prescription Drug Coverage

Since our members currently may choose from three Medicare Advantage (MA) plans,
we are pleased to see that rules contemplate and allow an MA plan to offer a plan without
the Part D benefit to employer groups. It is unclear, however, whether or not the current
ability of MA plans to customize their benefits for GIC retirees remains. At present the
GIC benefits in MA plans can have different office visit copayments, prescription drug
coverage and copayments, and additional benefits (e.g., hearing aids) than those in the
standard MA plans. We customize these benefits so they may be comparable to the
benefits offered to retirees in our other benefit plans. The loss of this customization of
benefits could make the MA plans subject to adverse selection, and the current latitude
needs to be maintained so that we can continue to offer these plans to our members.

Section R Payments to Sponsors of Retiree Prescription Drug Plans

1. We are very concerned about CMS’ policy position regarding so-called
“windfalls” and the passing on of the employer subsidy to beneficiaries. Our
understanding of the statute is that its intention was to encourage employers to
continue providing prescription drug coverage to their retirees, and the total or
gross value of the benefit was the determining factor. The addition of the net
value tests proposed by CMS seems unsupported by the statute, is
administratively burdensome and onerous, and may result in employers no longer
providing benefits.

In addition, CMS needs to consider that for many governmental agencies, such as
the GIC, reimbursements such as the employer subsidy are often required to be
directed into the government’s General Fund and do not directly offset the cost of
health insurance provided by the government’s employee benefits agency.

For these reasons, the “single prong” test is the approach that should be used to
determine actuarial equivalence.



. Another issue that needs to be addressed is that of rebate information. The rules

propose that rebates be reported and deducted from the value of the benefit.
However, pharmaceutical manufacturers and PBMs treat the specific rebate
amounts given on particular drugs as proprietary information. We receive rebate
information, and we are in fact guaranteed 100% of the rebates, but the rebate
information we receive is in the aggregate only by manufacturer, and is lagged at
least six months. Considering these facts, we do not see how we could report the
detailed rebate information contemplated by the rules. If the rules were to specify
that rebate information was indeed proprietary, and would not be subject to
disclosure under any federal or state laws and regulation, rebate information
might become available to the degree required by the rules.

Regarding the requirement that an actuary must attest to the value of the plan, the
use of an outside actuary must be allowed. Most organizations, including the
GIC, do not have staff actuaries, and must hire consulting actuaries. This is very
expensive, and we suggest that these costs be added to the value of the drug
benefit when the subsidy is determined.

. We would know, by September 30 of each year, what health plans our retirees
have joined, since our annual enrollment occurs in the spring for enrollments
effective July 1. However, the information on our retirees supplied to you in
September would not be fixed, in that by the following January 1, new members
would have become Medicare retirees and some members would have died. We
should be able to provide you with the information requested, with the exception
of the HIC number. We obtain the HIC number at the time of the member’s
retirement, but claims are adjudicated based on the member’s Social Security
Number. Changes made to the HIC after retirement are not maintained and we
could not report them to CMS.

Notices of creditable coverage are indeed administratively burdensome. Rather
than requiring notice mailings to all retirees, we suggest that we be allowed to
post notices on our website, or include them in either the quarterly newsletters or
the annual enrollment materials we already mail to all retirees. Few retirees
change health plans, but we could provide those who do with a mailed notice.

On the Plan Year Versus Coverage (Calendar) Year Issue, our preference would
be the plan year option, since our fiscal year begins on July 1, and our health plan
contracts and reporting data revolve around that date. Of the options you propose,
we could comply with either the second or third.

We believe that your assumption that the plan sponsor could certify by the 15" of
a month the drug spend for the prior month is too optimistic, considering
unexpected system and operational snafus. A 30-day lag would be a more
realistic target.



8. Of the three payment options proposed on page 46747, the first alternative, that of
making a single payment after the close of the year, seems the least
administratively burdensome and most feasible.

9. Of the three options proposed on page 46748 regarding data collection, option 1 is
preferable to us. We do not understand the stated concern that this would be the
most problematic in terms of accuracy, since the data would be simply a total of
all individual claims data.

Part T Medigap Requirements

It is not clear to us if the HMO Medicare supplemental plans offered to our members are
considered to be Medigap plans. If they are, the proposed requirement that Medigap
plans no longer offer prescription drug benefits other than Part D would mean that we
could no longer offer these plans to our retirees, who will not have Part D coverage. Our
other comments on Section J earlier in this letter apply to Medigap plans as well.

Other

Certain prescription drugs and supplies will continue to be available under Medicare Part
B and will not be covered under Part D. Our members now have difficulties accessing
their Part B benefits since many pharmacies do not accept Medicare assignment for Part
B. We suggest that a requirement be added to correct this, so that a pharmacy
participating in the Part D program must accept Part B assignment as well.

Thank you for your careful consideration of our comments. If you have any questions,
please feel free to contact me at 617.727.2310 extension 3035.

Very truly yours,
David A. Czekanski

Assistant Director and Program Manager
Policy and Program Management
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GENERAL
GENERAL

I would like to offer my comments regarding the Medicare Part D rules. | am aclinical pharmacist working in a urban public hospital in Atlanta
GA.

My first comment isthat | believe al pharmacists should be able to be a provider under the Medicare plan instead of contracting with specific
groups. | fear that contracting with private, for-profit companies will deliver alow-bid and use non-pharmacists to screen patients and provide
care (for example, using a pharmacy technician who has no training in the therapeutic use of medications).

Asapharmacist, | work in collaboration with medical staff to improve the treatment of anemiain our ESRD population. This collaboration has
resulted in a significant increase in patients with therapeutic blood counts while reducing expenditures for epoetin therapy (average dose of 10,000
units/week versus USRDS average of around 17,000 units/week). | believe that a program such as this should be exclusive of dispensing product.
In fact, | believe that linking product and disease management reimbursement would increase costs to the system. Several studies have documented
that private, for-profit dialysis facilities have markedly increase epoetin expenditures with no improvement in anemia management. Thisis
believed to be because administration of the drug isamajor profit center for the facilities. Again, | think this demonstrates that drug product and
disease management should be separated.

Finally, to ensure that pharmacists are qualified to provide service, | would like to suggest that certain certifications be used to determine eligibility
of the pharmacist. These certifications would include board certification from the Board of Pharmaceutical Specialties or pharmacists with
certifications in diabetes education. Alternatively, approved courses could be used to ensure qualifications are met.

Thank you for allowing me to comment and please contact me if there any questions.

Ted Walton, Pharm.D., BCPS
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BENEFITSAND BENEFICIARY PROTECTIONS

Community pharmacies should be allowed to compete on alevel playing field with mail order pharmacies. Beneficiaries should be able to obtain a
90-day supply of medication from either a community pharmacy or mail order pharmacy with the samelevel of cost sharing. Allowing plansto
give beneficiaries a"discount” (lower level of cost sharing) when utilizing mail order will decrease the quality of health care beneficiaries receive.

| support the use of a standard ID card for Medicare beneficiaries.

COST AND UTILIZATION MANAGEMENT, QUALITY IMPROVEMENT, AND MEDICATION THERAPY MANAGEMENT

Targeted beneficiaries should be defined only by disease states and chronic medications used. Likelihood to incur high annual costsis an
inappropriate mechanism for qualifying individuals for MTMS. Physician visits, emergency room visits, and hospital admissions cost the same
whether the causative factor was an inappropriately used, (relatively) cheap generic medication or an inappropriately used, expensive brand name
medication.

MTMS must be rendered by health care professionals who have an established relationship with the beneficiary. Impersona phone calls from a
third-party administrator will not provide the enhanced level of care this provision was meant to create.

MTMS fees should be separate and distinct from those fees associated with product dispensing.

Targeted beneficiaries could be defined by having one of the following 12 chronic disease states: heart failure, gastroesophageal reflux disease,
peptic ulcer disease, asthma, depression, ischemic heart disease, diabetes mellitus, hypertension, hyperlipidemia, atria fibrillation, osteoarthritis,
and COPD.

Targeted beneficiaries could be defined by the use of four or more chronic, non-topical, non-PRN medications.

Health care providers should not be reimbursed for the provision of MTMS based on time required to provide the service. Instead, health care
providers should be reimbursed based on the poor health care outcomes reasonably and foreseeably avoided as aresult of the services provided.
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Issues 1-10
BACKGROUND

These comments are filed by the Kentucky Retirement Systems in response to the request for public comments by the Centers for Medicare and
Medicaid Services (CMS) concerning proposed regulations implementing the Medicare Part D program enacted pursuant to the Medicare
Prescription Drug, Improvement, and Modernization Act of 2003 (MMA). The proposed rule was published in the Federal Register on August 3,
2004 (69 Fed. Reg. 46632). We specifically address our comments to subparts J and R concerning Coordination Under Part D Plans with Other
Prescription Drug Coverage; and Payments to Sponsors of Retiree Prescription Drug Plans.

Introduction

Kentucky Retirement Systems (KRS) is responsible for the investment of funds and administration of benefits for over 267,000 state and local
government employees in the Commonwealth of Kentucky. These employees include state employees, state police officers, and city and county
employees, aswell as nonteaching staff of local school boards and regional universities. The Kentucky Retirement Systems administers the
Kentucky Employees Retirement System (KERS), County Employees Retirement System (CERS) and State Police Retirement System (SPRS).
A nine-member Board of Trustees administers the systems, and the Board appoints an Executive Director to oversee administration.

KRS provides retiree health benefits to over 28,000 Medicare-eligible retirees and their families. Total benefit expenditures for these benefits are
over $65 million annually.

Several insured health plan options are offered to retirees, all of which offer prescription drug benefits. These plans use a prescription drug
formulary, atiered-benefit reimbursement level (e.g. generic, preferred brand, and non-preferred brand), and a mail-order program. In addition, all
insurance carriers that contract with the Commonwealth of Kentucky are required to provide disease management programs. The amount, if any,
that KRS contributes toward a retiree?s health insurance premium depends upon the years of service credit he or she has with KRS and when that
service credit was earned or purchased.

If you have any questions or need additional information, please do not hesitate to contact the Executive Director of KRS, Mr. William P. Hanes,
Esquire.

BENEFITSAND BENEFICIARY PROTECTIONS

As noted above, KRS provides retiree health benefits to over 28,000 Medicare-eligible individuals. Given the magnitude of retirees and their
families covered by state and local governmental group health plans, CM S must ensure these programs are treated equitably under the Medicare Part
D program. The preamble to the proposed MMA regulation specifically recognizes that it isimportant to maintain current retiree coverage under
governmental plans.

The final regulations should assure the rights of state group health plans to receive the subsidy and other benefits set forth in the MMA. In

addition, we request that the final regulations ?do no harm? to state group health plans. No additional rules or constraints should be placed on the
ability of governmental group health plans to either provide qualified retiree prescription drug coverage and receive the subsidy or, in the
alternative, provide wrap-around coverage that is secondary to the benefit offered under Medicare Part D

COORDINATION WITH PLANS AND PROGRAMS THAT PROVIDE PRESCRIPTION DRUG COVERAGE

ELIGIBILITY, ELECTION, AND ENROLLMENT

Public Sector Retiree Plans are an Integral Component of our National Health Care System

Benefits, including retiree health care, continue to be an important factor in the attraction and retention of employeesin the public sector. Thisis
the case in Kentucky and around the country. State employees, in many cases, choose the better and more secure benefits typically associated with
public sector employment in lieu of the higher compensation that traditionally characterizes the private sector.
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A recent report issued by AARP found that State governments continue to offer their retirees health coverage at a higher rate than any other
industry. State purchase health care for more than four million employees and retirees, and millions more dependents, according to the JSI Research
and Training Institute. These public retiree health care programs are an integral component of our nation?s system of health care insurance for non-
working seniors and should receive strong consideration by CMS when finalizing the regulations implementing the new Medicare Part D Program.
Additionally, many state systems are required to provide retiree health coverage at certain specific levelsfor different groups of retirees. For
example, certain Kentucky government employees whose service began prior to July 1, 2003 have an inviolable contractual right, obligating the
state to a prescribed level of health care coverage through KRS that is protected under the State Constitution. Those who begin service after that
date will be treated in adifferent fashion and no longer have that right. Conseguently, unlike many private employers, state government systems
face limitations on the extent to which they can modify retiree prescription drug benefits.

GENERAL PROVISIONS

Given the significant level of cost increases and the expected growth of the retired population?particularly relative to the number of active
employees?the new Medicare Part D Program could provide much needed assistance to many public sector employers aiming to preserve their
health care program for the long term. CMS is encouraged to establish final procedures and subsidy calculations that maximize the number of plan
sponsors continuing to provide benefitsto their retirees. However, great care should be taken to ensure the highest level of simplicity and
flexibility asto the administration of the program.

Strong Consideration Should be Given to State Group Health Plan Comments

We greatly appreciate the opportunity to comment on the proposed regul ations implementing the Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA). The millions of retirees and dependents in our country covered by a state and local government retiree health
care plan necessitates that strong consideration be given to the implementation issues and that these plans, in fact, comply with the new Part D
Program. These comments address only general issues faced by the public sector. We strongly encourage CMS to give great attention to the
individual comments submitted by state and local government employers and their retiree health care plans.

ORGANIZATION COMPLIANCE WITH STATE LAW AND PREEMPTION BY FEDERAL LAW

The MMA provides that the plan sponsor shall receive the retiree drug subsidy. CM S should not define ?plan sponsor? for purposes of the entity
that receives the subsidy, but should allow a state governmental group health plan such as KRS to define the sponsor in accordance with applicable
state or local law.

The proposed rule references the ERISA definition of ?plan sponsor? at ERISA Section 3(16). State and local governmental group health plans are
excepted from ERISA. Consequently, the ERISA definition of plan sponsor, while areference point, is not necessarily applicable for state and
local governmental health plans.

KRS isadministered by a Board of Trustees, which is responsible for determining application of state and federal law to the retiree health plan and
will make decisions regarding application for and use of the retiree prescription drug subsidy. Consequently, we request that CM S refrain from
defining the ?plan sponsor? for purposes of state and governmental plans or, in the alternative if a definition is necessary, smply refer to the ?plan
sponsor? as defined under applicable state or local law and regulation.

PAYMENTS TO PDP AND MA-PD PLANS

The regulations should assure that public retiree plans have the same opportunity as private plans to contract with and/or become a Part D
Prescription Drug Plan (PDP) or Medicare Advantage Prescription Drug Plan (MA-PD). The law and regul ations provide that a plan sponsor may
either provide a Part D plan under a contract with a Medicare Advantage Prescription Drug plan (MA-PD) or a Prescription Drug Plan (PDP), or
directly sponsor (e.g. ?become?) a Part D or MA-PD plan.

With respect to contracting with a PDP or MA-PD, we encourage CM S to use its waiver authority to grant waivers favorable to public sector
retiree drug plans, such as those that recognize that public retirees may be served by a nationwide PDP. We encourage that any waivers be publicly
available on-line and easily accessible.

With respect to direclty sponsoring an MA-PD or PDP plan, we recommend that, either through final regulations or the waiver process, CMS
assure that state group health government plans have the same opportunity to directly sponsor one of these programs as private employer-sponsored
plans. State government group health plans have significant numbers of retirees and may be in a unique position to directly sponsor a PDP. For
example, agovernmental plan could either take on the administrative functions of a PDP or contract with an administrator to run the PDP for them
but allow the governmental entity to absorb the risk of the PDP agreement. The proposed regulations state that a PDP sponsor is limited to a
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non-governmental entity that is certified as meeting the Part D requirements for a PDP sponsor. We recommend that this limitation be removed to
alow state governmental plans to explore the option of directly sponsoring a PDP so as to assure continuity of retiree drug coverage for their retired
population and beneficiaries.
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These comments are filed by the Kentucky Retirement Systems in response to the request
for public comments by the Centers for Medicare and Medicaid Services (CMS)
concerning proposed regulations implementing the Medicare Part D program enacted
pursuant to the Medicare Prescription Drug, Improvement, and Modernization Act of
2003 (MMA). The proposed rule was published in the Federal Register on August 3,
2004 (69 Fed. Reg. 46632). We specifically address our comments to subparts J and R
concerning Coordination Under Part D Plans with Other Prescription Drug Coverage; and
Payments to Sponsors of Retiree Prescription Drug Plans.

Introduction

Kentucky Retirement Systems (KRS) is responsible for the investment of funds and
administration of benefits for over 267,000 state and local government employees in the
Commonwealth of Kentucky. These employees include state employees, state police
officers, and city and county employees, as well as nonteaching staff of local school
boards and regional universities. The Kentucky Retirement Systems administers the
Kentucky Employees Retirement System (KERS), County Employees Retirement System
(CERS) and State Police Retirement System (SPRS). A nine-member Board of Trustees
administers the systems, and the Board appoints an Executive Director to oversee
administration.

KRS provides retiree health benefits to over 28,000 Medicare-eligible retirees and their
families. Total benefit expenditures for these benefits are over $65 million annually.

Several insured health plan options are offered to retirees, all of which offer prescription
drug benefits. These plans use a prescription drug formulary, a tiered-benefit
reimbursement level (e.g. generic, preferred brand, and non-preferred brand), and a mail-
order program. In addition, all insurance carriers that contract with the Commonwealth
of Kentucky are required to provide disease management programs. The amount, if any,
that KRS contributes toward a retiree’s health insurance premium depends upon the years
of service credit he or she has with KRS and when that service credit was earned or
purchased.

Public Sector Retiree Plans are an Integral Component of our National Health Care
System

Benefits, including retiree health care, continue to be an important factor in the attraction
and retention of employees in the public sector. This is the case in Kentucky and around
the country. State employees, in many cases, choose the better and more secure benefits
typically associated with public sector employment in lieu of the higher compensation
that traditionally characterizes the private sector.

A recent report issued by AARP found that State governments continue to offer their
retirees health coverage at a higher rate than any other industry. State purchase health
care for more than four million employees and retirees, and millions more dependents,
according to the JSI Research and Training Institute. These public retiree health care
programs are an integral component of our nation’s system of health care insurance for



non-working seniors and should receive strong consideration by CMS when finalizing the
regulations implementing the new Medicare Part D Program.

Additionally, many state systems are required to provide retiree health coverage at certain
specific levels for different groups of retirees. For example, certain Kentucky
government employees whose service began prior to July 1, 2003 have an inviolable
contractual right, obligating the state to a prescribed level of health care coverage through
KRS that is protected under the State Constitution. Those who begin service after that
date will be treated in a different fashion and no longer have that right. Consequently,
unlike many private employers, state government systems face limitations on the extent
to which they can modify retiree prescription drug benefits.

Parity for Public Retiree Health Plans is Imperative

As noted above, KRS provides retiree health benefits to over 28,000 Medicare-eligible
individuals. Given the magnitude of retirees and their families covered by state and local
governmental group health plans, CMS must ensure these programs are treated equitably
under the Medicare Part D program. The preamble to the proposed MMA regulation
specifically recognizes that it is important to maintain current retiree coverage under
governmental plans.

The final regulations should assure the rights of state group health plans to receive the
subsidy and other benefits set forth in the MMA. In addition, we request that the final
regulations “do no harm” to state group health plans. No additional rules or constraints
should be placed on the ability of governmental group health plans to either provide
qualified retiree prescription drug coverage and receive the subsidy or, in the alternative,
provide wrap-around coverage that is secondary to the benefit offered under Medicare
Part D.

Public Group Health Plans Entitled to MMA Benefits

The proposed regulations recognize two essential facts about governmental plans, which
should also be reflected in the final rule. First, governmental group health plans are
entitled to the subsidy. As a group health plan, KRS is clearly entitled to the retiree drug
subsidy available to employer sponsored qualified retiree prescription drug plans as
recognized in the MMA Section 1860D-22(c)(3)(A) and the implementing regulations at
45 CFR §423.882.

Second, one of the purposes of the subsidy is to allow governmental plans to achieve
savings from the Part D program. CMS recognizes that state and local governmental
group health plans will achieve savings from the Part D program either as a result of
receiving the Part D subsidy or because their retirees enroll in a Medicare Part D plan.
(69 Fed. Reg. 46772)

Plan Sponsor Definition Should Defer to State and Local Law




The MMA provides that the plan sponsor shall receive the retiree drug subsidy. CMS
should not define “plan sponsor” for purposes of the entity that receives the subsidy, but
should allow a state governmental group health plan such as KRS to define the sponsor in
accordance with applicable state or local law.

The proposed rule references the ERISA definition of “plan sponsor” at ERISA Section
3(16). State and local governmental group health plans are excepted from ERISA.
Consequently, the ERISA definition of plan sponsor, while a reference point, is not
necessarily applicable for state and local governmental health plans.

KRS is administered by a Board of Trustees, which is responsible for determining
application of state and federal law to the retiree health plan and will make decisions
regarding application for and use of the retiree prescription drug subsidy. Consequently,
we request that CMS refrain from defining the “plan sponsor” for purposes of state and
governmental plans or, in the alternative if a definition is necessary, simply refer to the
“plan sponsor” as defined under applicable state or local law and regulation.

Public Plans Should Be Permitted to Contract with or Become PDPs and MA-PDs

The regulations should assure that public retiree plans have the same opportunity as
private plans to contract with and/or become a Part D Prescription Drug Plan (PDP) or
Medicare Advantage Prescription Drug Plan (MA-PD). The law and regulations provide
that a plan sponsor may either provide a Part D plan under a contract with a Medicare
Advantage Prescription Drug plan (MA-PD) or a Prescription Drug Plan (PDP), or
directly sponsor (e.g. “become”) a Part D or MA-PD plan.

With respect to contracting with a PDP or MA-PD, we encourage CMS to use its waiver
authority to grant waivers favorable to public sector retiree drug plans, such as those that
recognize that public retirees may be served by a nationwide PDP. We encourage that
any waivers be publicly available on-line and easily accessible.

With respect to direclty sponsoring an MA-PD or PDP plan, we recommend that, either
through final regulations or the waiver process, CMS assure that state group health
government plans have the same opportunity to directly sponsor one of these programs as
private employer-sponsored plans. State government group health plans have significant
numbers of retirees and may be in a unique position to directly sponsor a PDP. For
example, a governmental plan could either take on the administrative functions of a PDP
or contract with an administrator to run the PDP for them but allow the governmental
entity to absorb the risk of the PDP agreement. The proposed regulations state that a
PDP sponsor is limited to a non-governmental entity that is certified as meeting the Part
D requirements for a PDP sponsor. We recommend that this limitation be removed to
allow state governmental plans to explore the option of directly sponsoring a PDP so as
to assure continuity of retiree drug coverage for their retired population and beneficiaries.

Administrative Flexibility and Simplicity Critical to Retaining Coverage

Given the significant level of cost increases and the expected growth of the retired
population—particularly relative to the number of active employees—the new Medicare



Part D Program could provide much needed assistance to many public sector employers
aiming to preserve their health care program for the long term. CMS is encouraged to
establish final procedures and subsidy calculations that maximize the number of plan
sponsors continuing to provide benefits to their retirees. However, great care should be
taken to ensure the highest level of simplicity and flexibility as to the administration of
the program.

Strong Consideration Should be Given to State Group Health Plan Comments

We greatly appreciate the opportunity to comment on the proposed regulations
implementing the Medicare Prescription Drug, Improvement, and Modernization Act of
2003 (MMA). The millions of retirees and dependents in our country covered by a state
and local government retiree health care plan necessitates that strong consideration be
given to the implementation issues and that these plans, in fact, comply with the new Part
D Program. These comments address only general issues faced by the public sector. We
strongly encourage CMS to give great attention to the individual comments submitted by
state and local government employers and their retiree health care plans.

If you have any questions or need additional information, please do not hesitate to contact
the Executive Director of KRS, Mr. William P. Hanes, Esquire.
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PROJECT

October 4, 2004

Mark B. McClellan, M.D., Ph.D.
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-4068-P

PO Box 8014

Baltimore, MD 21244-8014

Re — File Code CMS-4068-P
Dear Administrator McClellan,

The Health Privacy Project and the undersigned organizations are submitting these comments on
the proposed rule (42 CFR Parts 403, 411, 417, and 423) for the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003 (MMA), which was issued in the Federal Register
on Tuesday, August 3, 2004. The Health Privacy Project (HPP) is a 501(c)(3) nonprofit
organization dedicated to raising awareness about the importance of ensuring health privacy in
order to improve health care access and quality, both on an individual and community level. The
Health Privacy Project conducts research and analysis on a wide range of health privacy issues,
including objective analysis of the HIPAA Privacy Rule and state health privacy laws, genetics
and workplace privacy, e-health activities, and bioterrorism and public health surveillance
initiatives. HPP also coordinates the Consumer Coalition for Health Privacy (CCHP), which is
comprised of over 100 major organizations representing a broad range of both consumers and
health care providers. A complete list of Coalition participants, as well as all of the Project’s
resources related to health privacy, can be found at our web site, www.healthprivacy.org.

The Health Privacy Project’s mission is to foster greater public trust and confidence in the health
care system, thereby enabling people to more fully participate in their own care and in research
without putting themselves at risk for unwanted—and unwarranted—intrusions. It is wrong to
force people to choose between seeking health care and safeguarding their privacy. And,
unfortunately, when people do have to choose, they very often choose to forgo quality health
care. As captured by a 1999 California HealthCare Foundation survey, one out of every six
Americans withdraws from full participation in their own health care out of fear that their
medical information will be used without their knowledge or permission. These privacy-
protective behaviors include patients providing inaccurate or incomplete information to doctors,
patients paying out of pocket to avoid a claim being submitted, and people avoiding care
altogether.

These comments are intended to provide an examination of the proposed rules for the
implementation of the MMA within the scope of patient privacy. Medicare beneficiaries are a
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uniquely vulnerable population. As a group, they have both more need for medical attention and
oftentimes less control over decisions about their own health care. It is essential that Medicare
beneficiaries are guaranteed the same privacy protections all Americans are afforded. Anything
less compromises both the quality of health care that Medicare beneficiaries receive and the
efficacy of the Medicare program.

Health Privacy Project Concerns with Medicare Prescription Drug Benefit, Proposed Rule:

42 CER Part 423

The proposed rule for the Medicare Prescription Drug Benefit raises significant privacy
concerns. In many ways, the proposed rule glides over privacy protections for Medicare
beneficiaries. For instance, the proposed rule simply references other laws protecting privacy as
applicable, but doesn’t actually detail the corresponding provisions in the rule. The absence of
comprehensive, detailed provisions that reflect both the importance of protecting the information
of Medicare beneficiaries and the nature of the new prescription drug program is troubling. We
are concerned that this will result in a loose patchwork of protections that will leave Medicare
beneficiaries vulnerable to privacy violations. The lack of a truly deliberative process that
considers how patients’ personal health information should be uniquely protected under this new
program is obvious. As a result, the impact of existing health privacy law could actually be
weakened under this new program. HPP opposes any weakening of existing health privacy law
as it applies to the prescription drug program. In the Final Rule, CMS must carefully address
privacy as it relates to how information will be collected, used, and disclosed under the
prescription drug program.

HPP Urges Strong Privacy Protections to Be Included in the Final Rule

Congress provided a broad outline in order to protect the privacy of Medicare beneficiaries’
personal health information. The MMA adds Section 1860D-4(i) to Title XVIII of the Social
Security Act, applying the provisions of section 1852(h) to prescription drug plan (PDP)
sponsors and prescription drug plans just as it applies to Medicare Advantage (MA)
organizations and Medicare Advantage plans." Under Section 1852(h), MA organizations that
maintain medical records or other health information regarding enrollees must establish
procedures “to safeguard the privacy of any individually identifiable enrollee information; to
maintain such records and information in a manner that is accurate and timely; and to assure
timely access of enrollees to such records and information.”

In the proposed rule, CMS applies this provision of the MMA by applying existing law to
prescription drug plan (PDP) sponsors. Proposed 8 423.136 requires PDP sponsors to meet the
same requirements regarding confidentiality and accuracy of enrollee records that MA
organizations offering MA plans must currently meet under 42 CFR 422.118. Section 422.118
stipulates that for any medical records or other health and enrollment information it maintains
with respect to enrollees, MA organizations must establish procedures that:

! Title 11 of the MMA replaces the Medicare+Choice (M+C) program with the Medicare Advantage (MA) program.
2 Section 1852(h) [42.U.S.C. 139w-22]
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1) Abide by all Federal and State laws regarding confidentiality and disclosure of
medical records, or other health and enrollment information. MA organizations must safeguard
the privacy of any information that identifies a particular enrollee and have procedures that
specify for what purposes the information will be used within the organization and to whom and
for what purposes it will disclose the information outside the organization;

2) Ensure that medical information is released only in accordance with applicable
Federal or State law, or pursuant to court orders or subpoenas;

3) Maintain the records and information in an accurate and timely manner; and

; 4) Ensure timely access by enrollees to the records and information that pertain to
them.

While the proposed rule cross-references § 422.118, it does not actually detail the corresponding
provisions in the rule itself. It is important that the Final Rule specifically outlines privacy
provisions as they relate to prescription drug plan sponsors. This is not only necessary so that
patients’ are aware of their rights, but necessary for sponsors so that they are aware of their
specific responsibilities.

In addition to detailing privacy safeguards in the Final Rule, CMS should go further to protect
the health information of Medicare beneficiaries. Although it is important that PDP sponsors
and plans must “abide by all federal and state laws regarding confidentiality and disclosure of
medical records,” CMS should comprehensively consider the scope of these laws and how they
would apply to prescription drug plans. Many federal and state laws have significant gaps that
could be grossly exploited under the new prescription drug plan. Accordingly, CMS should
incorporate added protections for Medicare beneficiaries. Medicare beneficiaries are in a
particularly vulnerable position in regard to control over their health information. They must
share highly sensitive information in order to participate in the program, so decisions about how
this information is collected and shared should be made with caution. This is a significant
opportunity to match Medicare beneficiaries’ heightened vulnerability with stronger privacy
protections.

Recommendations

» Privacy safeguards must be detailed in the Final Rule. At a minimum, the confidentiality
and disclosure requirements set forth in 8 423.136 should be detailed explicitly in the Final
Rule, instead of simply referencing § 422.118. Because privacy protections are such an
important component of earning patients’ trust and confidence, it is vital that required
protections are re-iterated in the Final Rule itself. It is also critically important that PDP
sponsors adequately understand their responsibility to safeguard the health information of
Medicare beneficiaries. Most importantly, without privacy safeguards built directly into the
regulation, they could be vulnerable to another amendment.

= Privacy safeguards should be strengthened for Medicare beneficiaries. In addition to
detailing the requirements set forth in § 422.118, CMS should make privacy provisions
stronger for prescription drug plans. Gaps in existing health privacy law could be especially
problematic in the implementation of the new prescription drug benefit. The Final Rule

3 See 42 CFR 422.118
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should not only re-iterate the provisions of 8 422.118, but should outline specific rules as to
uses and disclosures of beneficiary information, that both incorporate provisions of important
laws (such as the notice and authorization provisions of the HIPAA Privacy Rule) and
strengthen the provisions of those laws to better protect the health information of Medicare
beneficiaries.

HPP strongly urges CMS to apply specific privacy safeguards to prescription drug plans.

CMS provides that prescription drug plans will fall under the scope of the HIPAA Privacy Rule.
In the Preamble referencing proposed § 423.136, CMS states that “prescription drug plans would
be considered covered entities under the HIPAA Privacy Rule because they meet the definition
of “health plan” as described in 45 CFR 160.163.™

While we appreciate the intention to bring prescription drug plans under the scope of the law,
classifying them as “health plans” under the Privacy Rule is problematic.’> The result of this
provision is to essentially re-write the Privacy Rule without a full and separate consideration of
how to most effectively apply privacy standards to prescription plans under the new Medicare
program. ldentifying Medicare prescription drug plans as “health plans” under the proposed rule
is concerning for the following reasons:

1. A wide variety of companies could qualify as prescription drug plan sponsors. Under the
proposed rule, CMS could allow a variety of industries to fulfill the role of PDP sponsors.
Proposed § 423.401° provides the following general provisions for PDP sponsors:

1) Except in cases where there is a waiver as specified at § 423.410, the sponsor is

organized and licensed under State law as a risk bearing entity eligible to offer health
insurance or health benefits coverage in each State in which it offers a prescription
drug plan;

2) The entity assumes financial risk for on a prospective basis for benefits that it
offers;

a) The plan sponsor may obtain insurance or make other arrangements for the cost of
coverage provided to any enrollee to the extent that the sponsor is at risk for
providing the coverage;

b) And in the case of a PDP sponsor for a waiver is approved, the sponsor must meet
the solvency standards detailed in § 423.420.

As referenced in 8 423.401, CMS is able to grant a waiver for the licensure requirement as long
as certain standards are met as provided in § 423.410.” With the waiver for licensure, CMS is

* Medicare Prescription Drug Benefit, Proposed Rule, Federal Register, Vol. 69, No. 148, 46666.

® In 2002 comments to HHS regarding a proposed rule creating a prescription drug card assistance program for
Medicare beneficiaries, HPP called for stronger privacy protections for the program. While highlighting that the
proposed rule did not even refer to the applicability of the HIPAA Privacy Rule, HPP assumed that drug card
sponsors would not be “covered entities” or “business associates” and instead detailed specific privacy protections
that should have applied to sponsors. However, the discount drug card plan was halted in 2003 when US District
Judge Paul Friedman permanently enjoined HHS from going forward with the initiative. The judge ruled that the
government lacked the statutory authority to implement the program.

® See Proposed § 423.401.
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clearly establishing an avenue whereby PDP sponsors would neither have to be a health plan nor
even a health-related organization. In this respect, CMS’ interpretation classifying prescription
drug plans as “health plans” under the Privacy Rule may have negative consequences. PDP
sponsors could represent a wide variety of industries, many of which may not currently have any
investment in health care services.

2. Prescription drug plan sponsors function very differently from traditional health plans.
Classifying PDP sponsors as “health plans” under the Privacy Rule overlooks important
distinctions between traditional health plans and other PDP sponsors, such as PBMs,
pharmaceutical companies, and other institutions. When the Privacy Rule was issued, an explicit
decision was made not to cover pharmacy benefit managers (PBMs) and other similar health care
entities. Therefore, in their current role in the health care system, many potential PDP sponsors
actually function as “business associates” under the Privacy Rule. “Business Associates”
essentially step into the shoes of covered entities, and their collection, uses and disclosures of
health information must be consistent with the covered entity’s policies and procedures.
Changing that classification to “health plan” is a significant alteration. Still, other potential PDP
sponsors are currently not even a part of the health care industry at all. Specific rules should be
implemented to reflect this issue and the impact it could have on privacy safeguards.

3. Prescription drug plan sponsors will have increased access to personal health
information: There are many sponsors who currently may not have access to personal health
information at all. As health plans, prescription drug plan sponsors such as pharmacy benefit
managers, pharmaceutical companies, and others will have increased access to personal health
information. Although there are some limits on their use and disclosure of information, these
limits may not be sufficient, as traditional health plans function very differently from other PDP
sponsors. Sponsors will not need beneficiaries’ consent to use or disclose protected health
information (PHI) for treatment, payment, or health care operations. It seems possible that they
could also receive PHI from other covered entities for their own treatment, payment, and health
care operations.

4. Patient access to personal health information will be limited. As health plans, sponsors
only have to provide patients access to their records if the records are “enrollment, payment,
claims adjudication, and case or medical management records systems” or “used, in whole or in
part, by or for the covered entity to make decisions about individuals” (45 C.F.R. § 164.501).
This may leave some records unavailable to patients. Whereas patients are currently accustomed
to receiving significant disclosure from related entities such as pharmacies, designating PDP
sponsors as “health plans” could cut patients off from important treatment information.

While we understand that the regulatory process is a substitute for the more deliberative
congressional review, it is appropriate here for CMS to carefully consider the implications of
classifying prescription drug plans as “health plans” under the Privacy Rule.

Recommendation

= HPP strongly urges CMS to apply specific privacy safeguards to prescription drug

" See Proposed § 423.410.
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plans. These safeguards should reflect both the operating nature of PDP sponsors and their
relationships with consumers.

HPP Opposes the Use of Personal Health Information for Marketing Purposes

Unfortunately, Congress authorized the use of personal health information for marketing. We
have grave concerns that Congress authorized the Secretary to disclose sensitive health
information for the purposes of marketing. Section 1860D-1(b)(4)(A) of the Act authorizes the
Secretary to provide to each PDP sponsor and MA organization identifying information about
part D eligible individuals as the Secretary determines to be necessary in order to facilitate
efficient marketing of prescription drug plans and MA-PD plans to such individuals. Section
1860-1(b)(4)(B) of the Act imposes limitations on this provision, citing that the Secretary may
only provide the information for the intended purpose and that such information can only be used
by PDP sponsors or MA organizations to facilitate the marketing and enrollment of Part D
eligible individuals.?

The proposed rule reinforces the use of health information for marketing. In the proposed rule
8§ 423.50, CMS provides guidance on marketing materials, the definition of marketing materials,
guidelines for CMS review, and standards directed at Prescription Drug Plan (PDP) sponsor
marketing. Proposed § 423.50 replicates the marketing provisions established under § 422.80 for
MA plans, as appropriate for PDP sponsors.®

Although Section 1860D-1(b)(4) issues limitations on CMS’ authority to share information with
PDP sponsors and MA organizations, proposed § 423.50 does not contain any provision that
regulates how the Secretary may provide information about Part D eligible individuals to PDP
sponsors. In the preamble to the proposed rule, CMS seeks comments related to the impact of
sharing information on beneficiaries with PDP sponsors. In particular, CMS raises questions
regarding whether or not patients should be able to choose not to have their information shared
and regarding limitations on how PDP sponsors should be able to contact beneficiaries.'

Sharing information on beneficiaries with PDP sponsors for the purposes of marketing
violates an important tenant of privacy. Allowing the Secretary broad authority to share the
identifiable information of beneficiaries raises serious privacy concerns. One of the most
important principles of privacy is having control over one’s personal health information. Using
personal health information for the purposes of marketing is a controversial practice that has
garnered much media attention and public discord in recent years. For instance, in July 2002, the
New York Times reported that a number of Florida residents received samples of the anti-
depressant Prozac in the mail from a large chain drug store. A lawsuit filed by a woman who
received the drug names her doctor, the drugstore, and the drug's maker as illegally violating her
privacy. And in 1998, a series of stories in the Washington Post detailed the use of patients'
prescription drug records for marketing by chain drug stores accepting fees from direct mail and

8 Section 1860D-1(b)(4)(A); Section 1860D-1(b)(4)(B)
° Preamble, Proposed Rule, Federal Register, Vol. 69, No. 148, 46643.
19 preamble, Proposed Rule, Federal Register, Vol. 69, No. 148, 46644.
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drug companies. The sharply negative response from the public and policymakers prompted the
companies to take out full-page ads in the Post promising to discontinue the practice.™

Recommendations

= Congress erred in giving the Secretary the authority to disclose highly sensitive
information for the purposes of marketing, and CMS has an opportunity to correct this
oversight and ensure that Medicare beneficiaries’ are afforded a strong standard of
privacy. The MMA authorizes but does not require the Secretary to disclose this sensitive
information. Therefore, in the Final Rule, the Secretary should not have the authority to
disclose this information to entities interested in marketing to patients. Rather, CMS
should market the program on behalf of PDP sponsors. Direct communication about plan
options should come from the government, allowing Medicare beneficiaries both privacy and
important information about plan benefits. We recognize that there are issues surrounding
the efficiency of the program, but there are also significant issues revolving around the
importance of safeguarding patients’ privacy. Furthermore, in recent years, CMS has greatly
improved on its ability to educate beneficiaries about benefits, making www.medicare.gov
“one of the most comprehensive and consumer-oriented sites available to the public.”*?

However, if CMS chooses to disclose personal health information for marketing services, the
most stringent restrictions should be in place, and the Final Rule should reflect a great deal of
caution on this matter.

= Medicare beneficiaries should give authorization for disclosures related to marketing.
Medicare beneficiaries should be given the option to decide whether or not their personal
health information is shared with PDP sponsors for the purpose of marketing prescription
drug plans. CMS should request the authorization of beneficiaries before sharing their
personal health information for the purpose of marketing.

= The Secretary should disclose only the minimum necessary. In keeping with the HIPAA
Privacy Rule’s tenant of sharing the minimum necessary of personal health information®?, the
Secretary should only disclose the most minimal information about beneficiaries: names,
addresses, and phone number. It is not necessary for the Secretary to share health or
financial data, because the Part D program is guaranteed, and PDP sponsors are prohibited by
§ 423.50 from discriminatory activities."* Under no circumstances should the Secretary
disclose information about a patient’s health status or condition to a PDP sponsor or disclose
information related to finances or income, except to confirm eligibility for low-income
subsidies.

= Any information shared by the Secretary can only be used to market the prescription
drug plan. As Section 1860-1(b)(4)(B) of the Act outlines, the information shared by the

11 Janlori Goldman,Health Privacy Project, “Changes to Medical Privacy Regulation Ease Marketing Safeguards, ”
August 23, 2002, iHealthBeat.

12 See Preamble, Medicare Program; Establishment of the Medicare Advantage Program; Proposed Rule, Federal
Register, Vol. 69, No. 148, 46881.

'3 45 CFR § 164.502 (b)

14 See Proposed § 423.50.
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Secretary can only be used by PDP sponsors or MA organizations to facilitate the marketing
and enrollment of Part D eligible individuals. If the Final Rule establishes that the Secretary
may disclose identifiable information to PDP sponsors, the limitation that prescription drug
plans may only use such information for the intended purpose of marketing and enrollment of
the prescription drug plan should be re-enforced.

= Beneficiaries should only be contacted about prescription drug plan-related products.
Regardless of how PDP sponsors collect personal health information about beneficiaries
(whether through the Secretary or from another source), a separate limitation should be in
place guaranteeing that PDP sponsors can only contact beneficiaries about plan-related
products.

= CMS should stipulate that any information PDP sponsors collect, cannot be shared with
any other entity for any other reason.

HPP Supports Strong Limitations on Marketing Activities

It is important that strong limitations are in place regarding what types of communications PDP
sponsors can engage in when marketing plan-related products. Proposed § 423.50 provides
standards regulating PDP marketing activities. Consistent with § 422.80 for MA organizations,
the proposed rule prohibits PDP sponsors from engaging in certain activities, including providing
cash or other remuneration for enrollment, door-to-door solicitation, misleading or confusing
Medicare beneficiaries, or misrepresenting the PDP sponsor or plan.™

Recommendations

= The current marketing limitations should remain in the Final Rule. In addition, the
Final Rule should also prohibit telemarketing. PDP sponsors should not be authorized to
initiate contact with beneficiaries through telephone communication. Rather, a PDP sponsor
should be able contact beneficiaries via telephone only if the beneficiary requests contact in
this manner and in response to direct advertising or an advertisement. Allowing PDP
sponsors to use telemarketing poses the same privacy risks associated with door-to-door
solicitation.

HPP Strongly Opposes Marketing Products that Are Not Plan-Related

Allowing PDP sponsors to market to Medicare beneficiaries products that are not related to
the prescription drug benefit is unethical. Unfortunately, proposed § 423.50 does not actually
limit PDP sponsors to marketing only services and products related to the prescription drug
benefit. In the preamble, CMS seeks comment on the advisability of allowing PDP sponsors to
offer additional services to Medicare beneficiaries, such as financial services."® Under this
proposal, PDP sponsors could be permitted to offer potentially any number of products,
including credit cards and long term care insurance. PDP sponsors could possibly market such
services along with the prescription drug benefit, which would undoubtedly lead to confusion
among Medicare beneficiaries. Not only are the privacy considerations significant, but the

1> See § 422.80(e)(ii)
1® preamble, Proposed Rule, Federal Register, Vol. 69, No. 148, 46644.
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potentially misleading nature of marketing services not related to the prescription drug benefit is
of great concern. Proposed § 423.50 already recognizes the importance of clarity in marketing,
as it prohibits marketing activities that could mislead or confuse Medicare beneficiaries or
misrepresent the PDP sponsor or its prescription drug plan. Further, Section 1860-1(b)(4)(B)
stipulates that information provided by the Secretary can only be used by PDP sponsors or MA
organizations to facilitate the marketing and enrollment of Part D eligible individuals in
prescription drug and MA-PD plans.'” Therefore, PDP sponsors would not be permitted to use
the information provided by the Secretary under Section 1860D-1(b) for such purposes.

There already exists a foundation of support for prohibiting this type of contact with patients,
especially without explicit authorization. In the preamble discussion about marketing other
services, CMS acknowledges that in accordance with the HIPAA Privacy Rule, PDP sponsors
“may have to obtain beneficiary authorization to market certain products.”*® The HIPAA
Privacy Rule does require “covered entities” to obtain an authorization for any use or disclosure
of protection health information for communications that encourage recipients to purchase or use
the product or service (see definition of “marketing” at § 164.501).%

The marketing limitations outlined in the Privacy Rule are a reflection of a sentiment among
consumers and health care advocates that regulations are needed to protect patients from
marketing activities that violate privacy and, as a result, quality health care. Medicare
beneficiaries deserve strong privacy protections that aggressively safeguard their personal health
information.

Because PDP sponsors could potentially operate outside of the health care industry, it is even
more important that sponsors should only be permitted to market services related to the
prescription drug plan. Allowing unrelated services to creep into the relationship between
patients and providers is alarming. The marketing of financial services simply has no place in
the delivery of health care services.

Recommendation

= The Final Rule should absolutely prohibit the marketing of services that are unrelated
to the prescription drug benefit itself.

HPP Opposes Allowing Medicare Drug Discount Card Sponsors From Using Personal
Health Information for Marketing.

Medicare Drug Discount Card sponsors are likely to act as sponsors for the prescription drug
plans. Because drug discount card sponsors have information about Medicare beneficiaries’ use
of prescription drugs, it is important that they are not permitted to use this sensitive information
as a basis for selective marketing. While proposed 8§ 423.50 does prohibit PDP sponsors from
“discriminatory activity,” it is critical that drug discount card sponsors are explicitly prohibited
from using Medicare discount card information for marketing purposes related the prescription

17 Section 1860D-1(b)(4)(A); Section 1860D-1(b)(4)(B)
'8 preamble, Proposed Rule, Federal Register, Vol. 69, No. 148, 46644.
1945 CFR 164.508
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drug plans. The Medicare Drug Discount Card program was intended to serve as an immediate
relief for seniors who could not wait for the implementation of Part D in 2006. By no means
should Medicare beneficiaries’ personal health information that was collected as a part of this
benefit be used to market for the prescription drug plans.

Recommendations

= The Final Rule should explicitly prohibit PDP sponsors from using beneficiary
information collected by Discount Card sponsors to market prescription drug plans or
any other product not related to the discount card itself. Proposed § 423.50 should be
amended to prohibit prescription drug plan sponsors from collecting or using for marketing
purposes personal health information that was collected or maintained by a sponsor of the
Medicare Drug Discount Card Program.

= The Final Rule should prohibit Drug Discount Card sponsors from disclosing or using
health information for marketing. Drug discount card sponsors should be explicitly
prohibited from disclosing or using Medicare discount card information for marketing
purposes related the prescription drug plans or any other product not related to the discount
card itself.

HPP Supports the Implementation of Privacy Protections in E-Prescribing

The MMA established an e-prescribing program to facilitate the progress of using technology to
enhance quality of health care. Section 1860D-4(e) of the Act contains provisions for electronic
prescription program. Section 1860D-4(e)(2) states that “an electronic prescription drug
program shall provide for the electronic transmittal . . . of the prescription and information on
eligibility and benefits and of the following information with respect to the prescribing and
dispensing of a covered part D drug: information on the drug prescribed or dispensed and other
drug listed on the medication history and information on the availability of lower cost,
therapeutically appropriate alternatives (if any) for the drug prescribed.” After the establishment
of appropriate standards, “the program shall provide for electronic transmittal of information that
relates to medical history concerning the individual and related to a covered part D drug being
prescribed or dispensed, upon request of the professional or pharmacist involved.”

Section 1860D-4(e)(2) also imposes limitations on the disclosure of personal health information
as it relates to this program. The section stipulates that information shall only be disclosed if the
disclosure is permitted under Federal regulations concerning the privacy of individually
identifiable health information promulgated under section 264(c) of HIPAA.

Unfortunately, while the regulations address the program, they do not specifically reference the
collection of information or the limitations of disclosure. Proposed § 423.159 outlines the basic
elements of the program, but does not include the limitations on the use and disclosure of
personal health information.

Recommendation
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= Proposed 8§ 423.159 should comprehensively reflect Section 1860D-4(e)(2) of the Act and
detail the limitations on collecting and disclosing personal health information. With the
significant benefits technology brings to health also come significant risks to privacy.
Beneficiaries should be assured that their personal health information is secure.

HPP Supports Strong Enforcement Provisions for Privacy Violations

By and large, the proposed rule is silent on enforcement. While the proposed rule acknowledges
the authority of HHS’ Office for Civil Rights in regard to violations of the HIPAA Privacy
Rule®, there are no additional penalties in place for entities that violate the provisions of the
proposed rule. Adequate enforcement is fundamental to the success of any provision. If an
violates in any way the privacy of Medicare beneficiaries, there should be serious recourse.
Otherwise, the privacy protections set forth in the proposed rule are hollow.

Recommendation

= The Final Rule should include a provision that penalizes for violations of privacy. One
clearly important penalty should be removal from participating in the Medicare program.

Conclusion

With the development of any new health care program, it is essential that privacy protections are
built in at the outset. Like all patients, Medicare beneficiaries deserve the assurance that their
personal health information will be protected. Only comprehensive privacy safeguards and
strong enforcement provisions will adequately safeguard the personal health information of
beneficiaries as the new prescription drug program is implemented. In order to meet this
standard, the Health Privacy Project urges the following recommendations:

+ Privacy safeguards must be detailed and strengthened for Medicare
beneficiaries in the Final Rule.

+ HPP strongly urges CMS to apply specific privacy safeguards to prescription
drug plans.

+ In the Final Rule, the Secretary should not have the authority to disclose
personal health information to entities interested in marketing to patients.

+ However, if CMS chooses to disclose personal health information for
marketing services, the most stringent restrictions should be in place, and the
Final Rule should reflect a great deal of caution on this matter:

% |n the Preamble, where CMS interprets that prescription drug plans would be covered by the Privacy Rule as a
“health plan,” CMS confirms that OCR is responsible for the enforcement of the Privacy Rule. Preamble, Proposed
Rule, Federal Register, Vol. 69, No. 148, 46666.
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*Medicare beneficiaries should give authorization for disclosures related to
marketing.

* The Secretary should disclose only the minimum necessary.

* The Secretary should disclose only the minimum necessary.

*Any information shared by the Secretary can only be used to market the
prescription drug plan.

*Beneficiaries should only be contacted about prescription drug plan-related

*CMS should stipulate that any information PDP sponsors collect, cannot be
shared with any other entity for any other reason.

¢ There should be strong limitations on marketing activities. The current
marketing limitations should remain in the Final Rule. In addition, the Final
Rule should also prohibit telemarketing.

+ The Final Rule should absolutely prohibit the marketing of services that are
unrelated to the prescription drug benefit itself.

¢ The Final Rule should explicitly prohibit PDP sponsors from using
beneficiary information collected by Discount Card sponsors to market
prescription drug plans or any other product not related to the discount card
itself.

+ The Final Rule should prohibit Drug Discount Card sponsors from disclosing
or using health information for marketing.

* Proposed § 423.159 should comprehensively reflect Section 1860D-4(e)(2) of
the Act and detail the limitations on collecting and disclosing personal health
information.

¢ The Final Rule should include a provision that penalizes for violations of
privacy.

If you have any questions about these recommendations, please contact Emily Stewart, HPP’s
Policy Analyst at: 202-721-5614 or estewart@healthprivacy.org.

Thank you for your consideration.
Sincerely,

Health Privacy Project

Families USA

American Association of People with Disabilities
USAction

Georgia Rural Urban Summit

Bazelon Center for Mental Health Law

Privacy Rights Clearinghouse
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World Privacy Forum

Cc: Secretary Tommy G. Thompson, HHS
Richard Campanelli, Office for Civil Rights
Representative Dennis Hastert
Representative Tom Delay
Representative Nancy Pelosi
Representative Joe Barton
Representative Bill Thomas
Representative Philip Miller Crane
Representative John D. Dingell
Senator Judd Gregg
Senator Edward Kennedy
Senator Bill Frist
Senator Tom Daschle
Senator Chuck Grassley
Senator Max Baucus
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE AND MEDICAIDE SERVIVICES
7500 SECURITY BLVD

BALTIMORE, MARY LAND 21244

Thisis being attached to this comment to explain why there may not be an attachment provided as
indicated by the commenter. Attachments are not received on particular comments and the following
are reasons why.

1. Commenter failed to complete al steps required in order to attach their attachment.

2. Commenter was referring to another attachment of another comment or and did not attach that
comment.

3. Some cases where 2 or more attachments are listed and we did not received them, it may be dueto
the fact that the commenter tried to attached the same file several times, which resulted in and indication
that we may have received severdl file, but CM S has only received one.

4. The commenter has requested that his/her attachment not be display on the web page.

If you wish to view an attachment that has not been posted on the web page, please contact 410-786-
9994 or 410-786-7195. They can schedule an appointment for you to view these attachments.
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BENEFITSAND BENEFICIARY PROTECTIONS

| am concerned about the proposed rule regarding the pharmacy access standard. | recommend that the requirements be met on the local level rather
than regionally.

| believe it was the intent of Congress to assure Medicare beneficiaries are able to obtain covered prescription drugs and medication therapy
management services from the pharmacy provider of their choice. As such, plans must permit beneficiaries to obtain covered outpatient drugs and
medication therapy management services at any community retail pharmacy in the plan?s network, in the same amount, scope, and duration that the
plan offers through mail order pharmacies. According to the proposed regulation, the only difference a beneficiary would have to pay between retail
and mail order prescriptions should be directly related to the difference in service costs, not the cost of the drug product. Under Medicare Part D,

al rebates, discounts or other price concessions should be credited equally to reduce the cost of prescription drugs no matter where they are
dispensed. The benefits from these arrangements should be required to be used to directly benefit the Medicare beneficiary in terms of lower cost
prescriptions.

COST AND UTILIZATION MANAGEMENT, QUALITY IMPROVEMENT, AND MEDICATION THERAPY MANAGEMENT

| appreciate that CM S recogni zes that different beneficiaries will reguire different MedicationTherapy Management (MTM) services such as health
assessments, medication treatment plans, monitoring and evaluating responses to therapy, etc. However, the proposed regulations give plans
significant discretion in designing their MTM programs. The regulations do not define a standard package of MTM services that a plan hasto offer
and a beneficiary should expect to receive. This means there could be wide variationsin the types of MTM services that will be offered, even
within plansin the same region. | recommend CM S define a minimum standard package of MTM services that a plan hasto offer.

In addition, the proposed regulation does not include specific eligibility criteriafor MTM services. Each plan can define his differently, resulting
in beneficiaries having unequal accessto MTM services. The law permits CMS to define the eligibility criteriaand | believe CM S should exercise
its authority in thisarea. In my opinion, patients with two or more diseases and taking two or more medications should qualify.

Pharmacists are the ideal health care professionals to provide MTM services and determine which services each beneficiary needs.
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Treatment Effectiveness Now

Mark B. McClellan, M.D., Ph.D.

Administrator

U.S. Department of Health and Human Services
Centers for Medicare and Medicaid Services
200 Independence Avenue, SW

Washington, DC 20201

Attention: CMS-4086-P
Re: Comments to Notice of Proposed Rulemaking for Medicare Prescription Drug Benefit

Dear Dr. McClellan:

We are writing as Executive Board members of Treatment Effectiveness Now (the TEN Project). The
TEN Project is a private, non-profit policy action organization, dedicated to educating public officials,
advocates and professionals about the clinical and policy implications of evidence-based treatment for co-
occurring medical and psychiatric disorders. There is a high prevalence of co-occurring medical and
psychiatric disorders among Medicare beneficiaries. Consequently, the TEN Project is working with
leaders of patient advocacy and professional organizations (mental and physical health) to provide
comments on the Notice of Proposed Rulemaking (NPRM) for Title | of the Medicare Prescription Drug,
Improvement and Modernization Act of 2003 (MMA). We join others, such as the American Psychiatric
Association (APA), the National Alliance of Mentally Il (NAMI), the National Mental Health Association
(NMHA) and the the National Association of State Mental Health Program Directors (NASMHPD) in
bringing these issues to your attention.

The TEN Project has also assumed a role as “convener” of various advocates and experts in the area in
order to better define the data required in order to best respond to the opportunities which the MMA and
other policy forums might afford. As such we have worked actively with the APA, NAMI, NMHA and
NASMHPD to help provide data analysis for their comments as well as work with them to continue to
support efforts to address clinical and economic concerns of policy makers with appropriate and robust
data. We are committed to continuing to work with these groups and CMS in what is hoped will be an
ongoing dialogue about how to best address the complex needs of these beneficiaries in a clinically and
economically sound way.

As you know, beginning on January 1, 2006, Medicare beneficiaries will have access to an outpatient
prescription drug benefit for the first time in the program’s history. This new program holds the promise of
meaningful access to medically indicated medicines for Medicare beneficiaries with mental illness. This
class of enrollees is a highly vulnerable population with unique medical needs. Given TEN's interest and
expertise in the areas of medical and psychiatric co-occuring iliness we believe that it will be critical to
address the complex needs of many of these beneficiaries. As such, we would concur with the
comments and proposal sent to you by the American Psychiatric Association which outlines in detail the
necessity for an approach which can best address these patients’ needs.

We support the comments that the APA recently sent to you on the proposed MMA rules and
implementation. We wish further to underscore the following points which are of high significance to our
patient constituents and professional colleagues:

The APA in its letter calls attention to the high rates of medical illness in patients with primary mental
illness and raises concerns about elderly patients with primary psychiatric iliness and their co-occurring
medical conditions-all of which complicate treatment planning and significantly inform the need for
flexibility in drug management. Of the over 18 million adults in this country with a chronic medical
condition (eg. Hypertension, diabetes, cancer etc.) more than half have evidence of a mental disorder.



Patients may have evidence of mood and anxiety disorders, delirium or significant levels of psychosocial
distress which greatly contribute to their health status and quality of life. Studies have shown that these
patients’ medical conditions appear to be worsened in the presence of mental illness and that they
consequently utilize proportionately greater resources in their medical and psychiatric care. However,
research indicates that when the mental illness and distress are addressed the medical conditions
improve and costs are reduced. Yet, less than half of those patients presenting to their primary care
physicians with evidence of a mental disorder are diagnosed, and even with diagnosis only half receive
adequate treatment. We believe that the APA proposal will address the needs of all patients with mental
illness and specifically accounts for the very common phenomenon of comorbid medical and psychiatric
illness.

The APA suggests that the needs of these patients can be addressed by the implementation of an
alternative formulary and management strategy for these patients:

e The APA recommends, consistent with CMS’ criteria, that an alternative formulary be established
for Medicare enrollees with a diagnosis as defined by the DSM-IV-TR, and cross referenced by
the appropriate ICD-9 code, and for whom it has been determined that it is medically necessary
that their condition be treated with a pharmacological agent.

e The alternate formulary for this class of enrollees:

o0 (1) must have specific formulary management mechanisms that are defined by the
unigue medical needs of this population; and

0 (2) payment adjustment devices which provide incentives for PDP participation and
equitable compensation for the reasonable cost of the alternative formulary.

There are four categorical reasons that this class of enrollees should be afforded special treatment
through an alternative formulary.

o Medicare beneficiaries with mental illnesses are a vulnerable population with unique medical
needs, highly sensitive to and less tolerant to many medications, and successful treatment
requires long-term management and patient adherence.

e The medicines used to treat mental iliness are therapeutically non-interchangeable and
restrictions on access to the full range of needed medicines are clinically inappropriate.

¢ The formulary management strategies and the exceptions process promulgated by the proposed
rule are unproven and will not facilitate treatment for vulnerable populations with unique medical
needs.

e Beneficiary clinical outcomes will be gravely compromised and there will be negative fiscal
consequences for the Medicare program if restricted formularies are permitted.

Alternative formulary cost management strategies are an essential component of their proposal.

e There are a number of developed management strategies that contain prescription drug costs
while providing access to care for vulnerable beneficiaries with unique medical needs.

e |tis important that the payment adjustments contemplated by the MMA are fully realized. Itis
also essential that PDPs be paid equitably and thereby appropriately incentivized to participate in
the new Part D program. This will necessitate the development of a health status risk adjustment
methodology for these enrollees that is accurate. It may also be necessary that additional pass-
through payments on a reasonable cost basis be provided to these plans to assure appropriate
payment.

In addition:

e We also believe that in the absence of an alternative formulary that mechanisms be devised to
assure that patients can be appropriately transitioned from Medicaid or other insurers to the new
benefit on January 1, 2006 and thereafter and that

e CMS create a modified exceptions process for this population which would require only a
physician attestation or comparable certificate of medical necessity to accompany those
prescriptions not on the PDP formulary.



There is a significant risk to health if patients are not managed appropriately as a result of limited access
to needed medications. We also understand that any such program needs to be implemented in a cost-
sensitive environment. We have been working with the APA and other partners to analyze and
understand the numerous relationships between medical and psychiatric illness, the use of
pharmaceutical and clinical services and the predictors of successful clinical and economic outcomes
utilizing several states Medicaid claims data, including information on elderly and dual eligible patients.
We believe this data will be critical in helping to successfully implement the promise of the new benefit.

We urge you to consider seriously the suggestion for the utilization of an alternative formulary for these
vulnerable and unique patients. We welcome the opportunity to be able continue to provide important
and critical information that can help guide these efforts as this considerable effort proceeds.

We thank you for your consideration and stand ready to assist you and your staff at CMS in
implementation of the MMA and its associated provisions.

Sincerely,
Carol L. Alter, M.D. Danna Mauch, Ph.D
Executive Director President

cc. Robert Donnelly, Director, Health Plan Policy Group, Center for Beneficiary Choices, CMS
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October 4, 2004

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Attention: CMS-4068-P

P.O. Box 8014

Baltimore, MD 21244-8014

To Whom It May Concern:

I welcomes the opportunity to provide comments on the proposed rule "Medicare
Program; Medicare Prescription Drug Benefit,” 69 FR 46632. | am an individual with a
high level spinal cord injury and would be greatly affected by the proposed rules for
individuals with dual eligibilities. 1 am concerned that the proposed rule does not provide
sufficient protections for the 13 million Medicare beneficiaries with disabilities and
chronic health conditions. The following are critical recommendations:

DELAY THE IMPLEMENTATION OF THE PART D PROGRAM FOR DUAL
ELIGIBLES:

Dual eligibles (i.e. Medicare beneficiaries who also have Medicaid coverage) have more
extensive needs and lower incomes than the rest of the Medicare population. They also
rely extensively on prescription drug coverage to maintain basic health needs and are the
poorest and most vulnerable of all Medicare beneficiaries. | am very concerned that,
notwithstanding the best intentions or efforts by CMS, there is not enough time to
adequately address how drug coverage for these beneficiaries will be transferred to
Medicare on Jan. 1, 2006. CMS and the private plans that will offer prescription drug
coverage through the Part D program are faced with serious time constraints to
implement a prescription drug benefit staring on January 1, 2006. This does not take into
consideration the unique and complex set of issues raised by the dual eligible population.
Given the sheer implausibility that it is possible to identify, educate, and enroll 6.4
million dual-eligibles in six weeks (from November 15th the beginning of the enrollment
period to January 1, 2006), | recommend that transfer of drug coverage from Medicaid to
Medicare for dual eligibles be delayed by at least six months. 1 view this as critical to the
successful implementation of the Part D program and absolutely essential to protect the
health and safety of the sickest and most vulnerable group of Medicare beneficiaries. |
recognize that this may require a legislative change and hope that CMS will actively
support such legislation in the current session of Congress.

FUND COLLABORATIVE PARTNERSHIPS WITH ORGANIZATIONS
REPRESENTING PEOPLE WITH DISABILITIES ARE CRITICAL TO AN
EFFECTIVE OUTREACH AND ENROLLMENT PROCESS:

Targeted and hands-on outreach to Medicare beneficiaries with disabilities, especially
those with low-incomes, is vitally important in the enrollment process. | strongly
urge CMS to develop a specific plan for facilitating enroliment of beneficiaries with



disabilities in each region that incorporates collaborative partnerships with state and local
agencies and disability advocacy organizations.

DESIGNATE SPECIAL POPULATIONS WHO WILL RECEIVE AFFORDABLE
ACCESS TO AN ALTERNATIVE, FLEXIBLE FORMULARY:

For people with serious and complex medical conditions, access to the right medications
can make the difference between living in the community, being employed and leading
a healthy and productive life on the one hand; and facing bed rest, unnecessary
hospitalizations and even death, on the other. Often, people with disabilities need access
to the newest medications, because they have fewer side effects and may represent a
better treatment option than older less expensive drugs. Many individuals have multiple
disabilities and health conditions making drug interactions a common problem.
Frequently, extended release versions of medications are needed to effectively manage
these serious and complex medical conditions. In other cases, specific drugs are needed
to support adherence to a treatment regimen. Individuals with cognitive impairments may
be less able to articulate problems with side effects making it more important for the
doctor to be able to prescribe the best medication for the individual. Often that process
takes time since many people with significant disabilities must try multiple medications
and only after much experimentation find the medication that is most effective for their
circumstance. The consequences of denying the appropriate medication for an individual
with a disability or chronic health condition are serious and can include injury or
debilitating side effects, even hospitalization or other types of costly medical
interventions.

I strongly support the suggestion in the proposed rule that certain populations require
special treatment due to their unique medical needs, and the enormous potential for
serious harm (including death) if they are subjected to formulary restrictions and cost
management strategies envisioned for the Part D program. | believe that to ensure that
these special populations have adequate, timely, and appropriate access to medically
necessary medications, they must be exempt from all formulary restrictions and they
must have access to all medically necessary prescription drugs at a plan's preferred level
of cost-sharing. We recommend that this treatment apply to the following overlapping
special populations:

* people who are dually eligible for Medicare and Medicaid

* people who live in nursing homes, ICF-MRs and other residential facilities

* people who have life threatening conditions

* people who have pharmacologically complex condition such as epilepsy, Alzheimer's
disease, multiple sclerosis, mental illness, HIV/AIDS.

IMPOSE NEW LIMITS ON COST MANAGEMENT TOOLS:
In addition to providing for special treatment for certain special populations, | urge CMS

to make significant improvements to the consumer protection provisions in the
regulations in order to ensure that individuals can access the medications they require.



For example I strongly oppose allowing any prescription drug plan to impose a 100%
cost sharing for any drug. | urge CMS to prohibit or place limits on the use of certain
cost containment policies, such as unlimited tiered cost sharing, dispensing limits,
therapeutic substitution, mandatory generic substitution for narrow therapeutic index
drugs, or prior authorization. | am also concerned that regulations will create barriers

to having the doctor prescribe the best medication for the individual including off-label
uses of medications which are common for many conditions. | strongly recommend that
the final rule prohibit plans from placing limits on the amount, duration and scope of
coverage for covered part D drugs.

STRENGTHEN AND IMPROVE INADEQUATE AND UNWORKABLE
EXCEPTIONS AND APPEALS PROCESSES:

I am also concerned that the appeals processes outlined in the proposed rule are overly
complex, drawn-out, and inaccessible to beneficiaries with disabilities. | strongly
recommend CMS establish a simpler process that puts a priority on ensuring ease of
access and rapid results for beneficiaries and their doctors and includes a truly expedited
exceptions process for individuals with immediate needs. | believe that the proposed rule
fails to meet Constitutional due process requirements and fails to satisfy the requirements
of the statute. Under the proposed rule, there are too many levels of internal appeal that a
beneficiary must request from the drug plan before receiving a truly independent review
by an administrative law judge (ALJ) and the timeframes for plan decisions are
unreasonably long.

The provisions in the Medicare Prescription Drug, Improvement and Modernization Act
of 2003 (MMA) that call for the creation of an exceptions process are a critical consumer
protection that, if properly crafted through enforceable regulations, could ensure that the
unique and complex needs of people with disabilities receive a quick and individualized
coverage determination for on-formulary and off-formulary drugs. As structured in the
proposed rule, however, the exceptions process would not serve a positive role for
ensuring access to medically necessary covered Part D drugs. Rather, the exceptions
process only adds to the burden on beneficiaries and physicians by creating an ineffectual
and unfair process before an individual can access an already inadequate grievance and
appeals process. | recommend that CMS revamp the exceptions process to: establish
clear standards by which prescription drug plans must evaluate all exceptions requests; to
minimize the time and evidence burdens on what death threats that treating physicians;
and to ensure that all drugs provided through the exceptions process are made available at
the preferred level of cost-sharing.

REQUIRE PLANS TO DISPENSE A TEMPORARY SUPPLY OF DRUGS IN
EMERGENCIES:

The proposed system does not ensure that beneficiaries' rights are protected and does not
guarantee beneficiaries have access to needed medications. For many individuals with
disabilities such as epilepsy, mental illness or HIV, treatment interruptions can lead to
serious short-term and long-term problems. For this reasons the final rule must provide



for dispensing an emergency supply of drugs pending the resolution of an exception
request or pending resolution of an appeal.

Thank you for your consideration of my views.
Sincerely yours,

Eric Reed

10100 Hedgerow, Apt. 25
El Paso, TX 79925

(915) 598-6429
ericreed@elp.rr.com
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COORDINATION WITH PLANS AND PROGRAMS THAT PROVIDE PRESCRIPTION DRUG COVERAGE

| like thw coordiantion with states.

COST AND UTILIZATION MANAGEMENT, QUALITY IMPROVEMENT, AND MEDICATION THERAPY MANAGEMENT

| am deeply concerned for older adults with mental health needs. The provisions allowing providersto limit drug choices to 2 within a category
could spell disaster for older adults who often fail on their first psychotropic drug or can't tolerate certain drugs for health reasons. Thereis need for
amuch broader range of medicines to choose from because there are a variety of older adults with various health conditions.
Y ou should exempt older adults with mental illness from the restrictive formularies as many states have done.

ELIGIBILITY, ELECTION, AND ENROLLMENT

Itisvary unfair to allow the companies to change the drugs they could offer but not allow the beneficiaries similar choice. As| understand it
companies can perform bait and switch maneuvers on aregular basis but beneficiaries have to stay in the same company. Grossly unfair and older
adults and advocates won't tolerate it.

ORGANIZATION COMPLIANCE WITH STATE LAW AND PREEMPTION BY FEDERAL LAW

Don't drop people for behavioral problems. This provisionais so brad and unfair for people with mental illness.
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October 4, 2004

Mark B. McClellan, M.D., Ph.D.

Administrator

Centers for Medicare and Medicaid Services
U.S. Department of Health and Human Services
Attention: CMS-4068-P

P.O Box 8014

Baltimore, MD 21244-8014

Dear Dr. McCléllan:

On behalf of the National Council for Community Behavioral Healthcare (National Council), | am writing to furnish comments on the Notice of
Proposed Rule Making (NPRM) recently published by the Centers for Medicare and Medicaid Services (CMS) to implement the new outpatient
drug benefit under Title | of the Medicare Prescription Drug Improvement and Modernization Act (MMA). The National Council is the oldest and
largest community behavioral health trade association, and the only entity representing the providers of mental health, substance abuse and
developmental disabilities services. Our members compose the backbone of America?s public mental health system, and we serve more than 4.5
million adults, children and families each year and employ more than 250,000 staff.

The MMA isacritically important health policy breakthrough that could significantly improve the health and well-being of millions of senior
citizens and people with disabilities. At the same time, if the implementation issues discussed below are not properly addressed, the new program
might also be fraught with peril for itsintended beneficiaries.

BENEFITS AND BENEFICIARY PROTECTIONS

Flexible Formularies Are Required (Sec. 423.120(b))

Thereis apolicy consensus?among governors, state legislatures, and state M edicaid agencies?hat restrictive cost control practices such as prior
authorization, fail first, and step therapy are inappropriate when applied to the pharmacy needs of persons with mental illnesses and other chronic
diseases. Here?swhy. Clinicians often use diagnostic terms like ?schizophrenia? or ?bipolar disorder? to describe clusters of systems?each with
their own clinical manifestations?depending upon the severity of the underlying disorder. Compounding the complexity, patients often have
variable clinical responses to different drugsin the same therapeutic class. Therefore, front line clinicians must be given the flexibility to tailor drug
regimens to each patient taking into account the side effect profile of the available medications, past medical history, drug interactions, and the
existence of co-occurring chronic conditions.

In addition, while it might be tempting to view all drugs in a given therapeutic class such as atypical anti-psychotics or anti-depressants as
clinically equivalent, the daily experiences of National Council members refutes that easy assumption. Even medications with the same mechanism
of action seem to have a variable impact on brain chemistry producing (often radically) different clinical outcomes. As aresult, individuals with
severe bipolar disorder, for example, might be taking three (3) or more psychotropic medications from different therapeutic classes in order to make
stability and recovery possible.

Carve Outs. Given these extraordinary clinical complexities, decision makers have typically responded in at |east two ways when constructing
formularies and preferred drug lists. Carve outs from prior authorization and related pharmacy cost control techniques for special needs populations
isthefirst approach. On pg. 46661 of the August 3rd proposed rule, CM S specifically seeks comments ??. regarding any special treatment (for
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example, offering certain classes of enrollees an aternative or open formulary that accounts for their unique medical needs?.), we should consider
requiring of plans with respect to specia populations, as well as suggestions regarding particular special populations for whom we may want to
make allowances.?

Thirty (30) states with restrictive Medicaid preferred drug lists?reflecting an enormous bipartisan and medical consensus?exempt special populations
from prior authorization and related drug utilization management techniques. As an illustration, the State of Oregon carves out medications for
people with mental illnesses, HIVV/AIDS and all types of cancer. Similarly, the State of Kansasin 2002 enacted consumer protections for its
Medicaid pharmacy program that statesin part:

COORDINATION WITH PLANS AND PROGRAMS THAT PROVIDE PRESCRIPTION DRUG COVERAGE

Continuity of Care: Another approach to protect special needs populationsisfor CMS to guarantee continuity of care as dual eligibles make the
transition from Medicaid

drug coverage to the new Part D benefit. Specifically, at a minimum, your agency should promulgate a binding rule stipulating that once dual
eligibles with epilepsy, Alzheimer?s disease, severe mental illnesses, HIV/AIDS and related chronic conditions have achieved clinical stability on a
particular drug regimen, PDPs are prohibited from forcing these enrollees to switch medications?irrespective of a plan?s formulary requirements. In
the field of psychiatry, there is an enormous amount of medical literature detailing the catastrophic clinical consequences of forced medication
switching including the onset of psychiatric crisis, adverse drug reactions, and the risk of permanent cognitive impairment.

Moreover, clear congressional intent requires ?grandfathering? coverage of mental health medications for dual eligiblesin the new Part D benefit.
The conference committee report states that ?i]f a plans chooses not to offer or restrict access for a particular medication to treat the mentally ill, the
disabled will have the freedom to choose a plan that has appropriate access to the medicine needed. The conferees believe thisis critical asthe
severely mentally ill are a unique population with unique prescription drug needs as individual responses to mental health medications are
different.? [Report No. 108-391, pgs. 769-770]

COST AND UTILIZATION MANAGEMENT, QUALITY IMPROVEMENT, AND MEDICATION THERAPY MANAGEMENT

?No requirements for prior authorization or other restrictions on
medications used to treat mental illnesses such as schizophrenia,
depression or bipolar disorder may be imposed upon Medicaid
recipients. Medications that will be available under the state plan
without restriction for persons with mental illnesses shall include
atypical antipsychotic medications, conventional antipsychotic
medications and other medications used for the treatment of
mental illnesses.?

More recently, Gov. Jeb Bush in the State of Florida renewed an exemption for mental health drugs from prior authorization requirements. Instead,
he directed the Medicaid agency to implement an exciting new behavioral health medication management system based upon best-practice clinical
guidelines that includes truly innovative components:

? Providing feedback to providers and educating prescribers using best practice educational materials and peer-to-peer consultation.

? Alert prescribers to patients who fail to refill prescriptionsin atimely fashion, are prescribed multiple same-class behavioral health drug, and

may have potential medication problems.

? Track spending trends for behavioral health drugs and deviation from best practice guidelines.

? Implement a disease management program with amodel medication component for persons with severe mental illnesses and children with serious
mental and emotional disturbances who are high users of care.

We believe that CM S has ample statutory authority to reguire plans to adopt these approaches with respect to special populations rather than the
ham handed drug utilization management techniques repeatedly referred to in the proposed rule. It seems clear that state after state has avoided the
use of prior authorization, fail first, coerced drug switching and step therapy because of the realization that these cost control toolswill drive up
psychiatric hospital utilization, reduce compliance, actually increase the risk of multiple prescriptions, reduce the quality of psychiatric care and
produce exceedingly poor clinical outcomes.
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ELIGIBILITY, ELECTION, AND ENROLLMENT

Dual Eligibles: Have Special Medical Needs (Sec. 423.34)

While the National Council?s comments touch on many aspects of the MMA implementation, the dual eligible population represents a special area
of concern for our members?and apparently the Congress aswell. The 6.2 million low-income and disabled people eligible for both Medicare and
Medicaid are among the most vulnerable patients served by these two safety net programs. According to Medpac, 38% of dual eligibles have
cognitive impairments or mental illnesses (Medpac, 2004). Additionally, dua eligibles are twice aslikely to have Alzheimer?s disease as other
Medicare beneficiaries. These individuals aso have an exceedingly high incidence of multiple chronic diseases and depend upon awide array of
medications to maintain their health and functionality.

Because dual eligibles currently receive their prescription drug benefit and related services through Medicaid, the community mental health and
substance abuse providers we represent currently furnish mental health care for a very large segment of this population and, as aresult, we are very
well versed in their treatment needs. The MMA terminates Medicaid drug coverage for dual eligibles on Jan. 1, 20067 ess than fourteen (14)
months from today?and requires them to select among the private for-profit Prescription Drug Plans (PDPs) offered through the new Part D
benefit. The following comments focus on this critical transition.

GENERAL PROVISIONS

Outreach and Enrollment (Sec. 423.34)

Perhaps one of the greatest challenges confronting CM S is ensuring the safe transition of dual eligibles from Medicaid to coverage under the new
Part D benefit. Asanillustration, it is our understanding that alarge employer, say a Fortune 500 company, typically requires at least six (6)
months of preparation, planning, education and outreach to successfully transition a high functioning, privately insured workforce from one health
insurance plan to another. By stark contrast, your agency is charged with enrolling over 6 million people?many of whom have cognitive
impairments or disabilities?in plans scattered across an unknown number of geographic regions in the United States in a highly constricted
timeframe. Failure to adequately negotiate this process could result in serious programmatic difficulties and utter chaos in the lives of extremely
vulnerable Americans.

CMS must engage in vigorous and specifically tailored educational efforts to assist all Medicare beneficiaries with cognitive disabilities in selecting
among the array of PDPs that will be available through the MMA. It seems clear that general public service advertising campaigns will be wholly
insufficient for this special health care needs population of seniors and people with disabilities. In addition, relying solely upon family members
who are already struggling on adaily basis to care for their husbands, wives, sons and daughters to make the appropriate plan selectionsis
inadeguate?to say the very least.

Successful implementation of this provision requires CM S to initiate collaborative partnerships with?. and provide additional funding for?.
community nonprofit mental

health organizations and agencies who would provide needed one-on-one counseling with beneficiaries and/or family members to sort out these
complicated enrollment decisions. The National Council believes that community mental health and substance abuse providers could play vital role
in this key process because of our frequent??often weekly?contact with beneficiaries. In addition, in their bids, PDPs should include specific plans
for outreach efforts to encourage enrollment of often hard-to-reach populations, including persons with mental illnesses.

Furthermore, CM S should give very serious consideration to delaying the transfer of drug coverage from Medicaid to Medicare for dual eligibles for
at least six (6) months to allow adequate time to educate and enroll these vulnerable and often hard-to-reach persons.

PAYMENTS TO PDP AND MA-PD PLANS

Involuntary”Disenroliment (Sec. 423.44)

While the proposed rule does an admirable job of balancing competing policy considerationsin many areas, one of the most disturbing elements of
the NPRM are
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provisions allowing PDPs to involuntarily disenroll beneficiaries for behavior that is 2disruptive, unruly, abusive, uncooperative, or threatening?
(Sec. 423.44(d)(2)). These

words also perfectly describe a person who is aready in?or may be entering?a state of psychiatric crisis that requires an intensive intervention.
Worse yet, suspended individuals would not be permitted to enroll in another plan until the next annual enrollment period, thereby guaranteeing a
potentially lengthy period of time without needed drug coverage. Even worse than that, the proposed rules also create an expedited disenrollment
process.

Particularly with respect to people with severe and persistent mental illnesses, it should be clear that these provisions represent an adverse selection
bonanza for Medicare drug plans who would be authorized to disenroll high cost cases with near impunity. CM S must close this loophole in three
ways. First, the expedited process proposal must not be included in the final rule. Second, in order to disenroll a patient for disruptive activities,
the plan must making a contemporaneous showing in writing that the behavior in question is not the product of an underlying illness or condition.
Third, the proposed rule should contain due process protections including advance notice to the enrollee, a notice of intent to request CMS
permission to disenroll the patient, and a planned action notice advising that CM S has approved the plan?s request for approval of involuntary
disenrollment.

Thank you for your attention to these comments. | am happy to meet with you and members of your staff at any time to clarify these comments.
The success of thislaw iscritical to the millions of people with disabilities we serve every day.

Issues 11-20
MEDICARE CONTRACT DETERMINATIONS AND APPEALS

Appeals Procedures. (Sec. 423.562-423.604)

There can be no serious question that CM S has a specia obligation to help Medicare beneficiaries with cognitive disabilities negotiate the various
appeals processes established under the MMA. As Michael Hogan, former chair of the President?s New Freedom Commission on Mental Health,
has stated in aletter dated June 1, 2004 to CM S, ?patients with significant psychiatric illness, especially those that are disabled as aresult of their
illness, have an extremely limited capacity to navigate [grievance and appeals] procedures.? The proposed rules generally follow the current
structure for beneficiary grievances and appeal's under the Medicare Advantage program. Specificaly, the NPRM sets forth a series of beneficiary
rightsincluding timely coverage determinations, the ability to request an exception to tiered cost sharing, the right to expedited re-determination of
an adverse decision, reconsideration by an ?Independent Review Entity,? an Administrative Law Judge (ALJ) hearing and finally, judicial review.
Timeframes for each of these processesis also stipulated.

In our view, the rules need to be modified to account for medical reality. Recent research unambiguously establishes that people with severe mental
illnesses experience irreversible clinical consequences once they de-compensate and spiral into psychiatric crisis as aresult of being denied access to
appropriate medications. Therefore, the National Council urges CM S to issue final rules relating to grievance, reconsideration and appeals
processes that take into account the special circumstances of beneficiaries living with mental illnesses and neurological diseases. Such regulatory
provisions must guarantee rapid re-determinations of any denied benefits by securing a truly expedited exceptions process for persons with
immediate needs, including individuals facing psychiatric crisis. It should be noted that current Medicaid law requires states to respond to prior
authorization appeal requests within 24 hours.
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Issues 1-10
BACKGROUND

The Fiscal Policy Institute, a nonpartisan research and education organization that focuses on the broad range of tax, budget, economic and related
public policy issues that affect the quality of life and economic well-being of New Y ork residents, respectfully submits these comments on the
rules proposed by the Centers for Medicare and Medicaid Services (CMS) for the Medicare prescription drug benefit (42 CFR Part 423) as
published in the Federal Register, Volume 19, No. 148, August 3, 2004. Our comments focus on two areas of concern: protections for Medicare
recipients who are also eligible for Medicaid and the coordination between the Medicare prescription drug program and New Y ork's very successful
Elderly Pharmaceutical Insurance Program (EPIC).

BENEFITSAND BENEFICIARY PROTECTIONS

COORDINATION WITH PLANS AND PROGRAMS THAT PROVIDE PRESCRIPTION DRUG COVERAGE

ELIGIBILITY, ELECTION, AND ENROLLMENT
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1 LEAR JET LANE /LATHAM, NEW YORK 12110/ (518) 786-3156

October 4, 2004

The U. S. Department of Health and Human Services
Centers for Medicare and Medicaid Services

Comments on Proposed Regulations
File Code [CMS-4068-P]

Medicare Prescription Drug Benefit
42 CFR 423

The Fiscal Policy Institute, a nonpartisan research and education organization that
focuses on the broad range of tax, budget, economic and related public policy issues that
affect the quality of life and economic well-being of New York residents, respectfully
submits these comments on the rules proposed by the Centers for Medicare and Medicaid
Services (CMS) for the Medicare prescription drug benefit (42 CFR Part 423) as
published in the Federal Register, Volume 19, No. 148, August 3, 2004. Our comments
focus on two areas of concern: protections for Medicare recipients who are also eligible
for Medicaid and the coordination between the Medicare prescription drug program and
New York's very successful Elderly Pharmaceutical Insurance Program (EPIC).

DUAL ELIGIBLES

New York has 2.7 million Medicare beneficiaries. In New York, nearly one out
of five Medicare recipients also receives Medicaid assistance. New York is home to
more than 8 percent of the nation's "dual eligibles." The 537,000 "dual eligible" New
Yorkers constitute the group most vulnerable during the transition from the existing
Medicaid coverage of prescription drugs to the implementation of the new Medicare
benefit. We believe the timing and implementation provisions of the proposed rules do
not provide sufficient protections for this group.

Timing of Transition from Medicaid to Medicare Part D

The proposed rules end Medicaid coverage for prescription drugs for dual
eligibles on January 1, 2006, giving dual eligibles only the six weeks from November 15,
2005 to December 31, 2005 to voluntarily enroll in a qualified Prescription Drug Plan
(PDP) without losing coverage. Given the educational levels and high incidence of



mental and/or physical disabilities in this group of beneficiaries, six weeks is not
sufficient to ensure that all dual eligibles will be able to complete the enrollment process.

In fact, the law and proposed rules anticipate that some of these individuals will
not enroll voluntarily in a PDP. The statute and rules require that a dual eligible
individual who fails to enroll in a PDP or MA-PD should be automatically enrolled into a
PDP that has a monthly beneficiary premium equal to or below the subsidy amount
available to low-income beneficiaries. If more than one such PDP serves the individual's
region, the individual would be randomly assigned to one of the PDPs. The
automatically assigned participant must be notified of the enrollment action and provided
the opportunity to enroll in a different plan.

Unfortunately, the proposed rules do not allow automatic enrollment until the end
of the initial enrollment period on May 15, 2006, which creates the likelihood that many
dual eligibles will be left up to 4 1/2 months without prescription drug coverage. To
protect against a gap in coverage for a significant number of beneficiaries, automatic
enrollment must be completed at least several weeks before the loss of Medicaid benefits
in order to provide automatically enrolled beneficiaries with notice of their enrollment in
a PDP, information about the assigned plan, and an opportunity to change plans if the
assigned plan does not fit their medical needs (e.g. uses a formulary which does not
include a particular drug they wish to continue to use).

Recommendation #1: Extend Medicaid coverage of prescription drugs for dual
eligibles through December 31, 2006 to ensure coverage during the transition to the
Medicare prescription drug program.

Automatic Enrollment

In the preamble to the proposed rules (p. 46639), CMS requests comments on
whether CMS or the states are best suited to perform the automatic and random
enrollment functions for dual eligibles who fail to enroll in a PDP prior to the end of the
enrollment period. As noted in the preamble, state officials have more readily available
data identifying the dual eligibles in their state. In addition, states will already be
involved in the enrollment process because they are required by both the proposed rules
and the statute to make eligibility determinations for the low-income premium and cost-
sharing subsidies. However, this added responsibility should include sufficient
administrative payments to compensate states for the costs related to automatic
enrollment. This is particularly important given the disincentives to enrollment inherent
in the clawback provisions. Since the monthly amount of Medicaid savings that a state
must "share™ with the federal government is a function of the number of dual eligibles
who have enrolled in Part D plans in any given month, a state could reduce the size of
these required payments by slowing down the automatic enrollment process.

Recommendation #2: Automatic enrollment of dual eligibles should be performed
by the state and CMS should reimburse the states for 100%o of their administrative
costs relating to the enrollment of dual eligibles in Part D plans.



Continuity of Access to Specific Prescription Drugs

There are significant concerns for continuity of care for dual eligibles and their access
to needed prescriptions. The proposed rules would force dual eligibles to enroll (or be
automatically enrolled) in the “benchmark™ or average plans in their areas because the
low-income subsidy they will receive will only cover the premium for these plans. The
formularies for these plans may not be as comprehensive as the drug coverage these
individuals currently have through New York's Medicaid program. Without access to the
coverage they need, dual eligibles may be forced to switch medications. For the many
New York dual eligibles who are suffering from HIV/AIDS, such switches can be deadly.
For these and other dual eligibles, denying them access to appropriate prescription drugs
for weeks may also prove costly for the state's already overburdened Medicaid program.
If dual eligibles are forced off the appropriate prescription drugs, a significant number
will be forced into more expensive hospital care.

The statute and regulations include an appeals process to enable plan participants to
gain access to drugs not included on a plan's formulary if a particular drug is found to be
medically necessary. Unfortunately, the process proposed in these rules is extremely
complex and difficult to navigate for people having a psychiatric crisis, facing cognitive
impairments, or in the midst of aggressive chemotherapy—to list just a few examples.
Moreover, the timelines established are extremely drawn out; for example, an expedited
determination could take as long as two weeks. Additionally, drug plans are not required
to provide an emergency supply of medications until at least two weeks after the initial
request for a formulary exception.

Recommendation #3: Coverage of medications for dual eligibles should be
grandfathered into the new Part D benefit. For the very vulnerable dual eligible
population, for those with life-threatening diseases, such as HIV/AIDS, mental
illness, cancers, and other extreme conditions (groups which could be classified as
having pharmacologically complex conditions), drug plans must be required to
cover their existing medications.

COORDINATION WITH NEW YORK'S EPIC PROGRAM

Ability of SPAPs to Provide Consumer Advice

New York provides prescription drug insurance to more than 350,000 elderly
New Yorkers through its very successful Elderly Pharmaceutical Insurance Program
(EPIC). While the statute and the proposed rules prohibit SPAPs from discriminating
based on the PDP in which the beneficiary is enrolled, the law does not prohibit a State
from providing consumer advice to its citizens as to which plan might work best with a
SPAP, which plan offers the best value, etc. The preamble on page 46697 offers an
interpretation of the nondiscriminatory provisions of the statute that would prevent
SPAPS from steering participants to a one plan over another. This restrictive
interpretation, which extends beyond any statutory language or intent is wrong and could



be harmful to program participants. Given the complexity of the new program and the
trust and confidence that State Pharmaceutical Assistance Programs such as EPIC have
gained with the elderly population, it would be wrong to ban SPAPs from providing such
assistance.

Recommendation #4: Given the intense need for consumer assistance and the value

of the EPIC network, we urge that the language in the preamble regarding the
interpretation of ""nondiscrimination™ should be dropped.

SPAPS as Fallback Providers

The requirements that Subpart Q (Sections 423.851-875) imposes on entities that
would be interested in providing a “fallback plan’ to serve an area not served by at least
two plans are so severe that fallback plans may not, in fact, be available. The
requirements in the rules exceed the requirements found in the statute making it entirely
possible that some rural areas may have no service except regional PPOs and HMOs.
Congress clearly did not intend that seniors would have to join a managed care plan for
all their health care services in order to get the prescription drug benefit. Allowing SPAPs
such as EPIC to serve as the fallback plan for these areas is a logical and cost effective
alternative to the proposed rules. EPIC already serves more than 350,000 New Yorkers
in all areas of the state and should be allowed to offer a fallback plan rather than forcing
seniors to join a managed care plan.

Recommendation # 5: The requirements in this section of the rules should be scaled
back to make it more certain that fallback plans will submit bids where such plans
may be needed.

Recommendations #6: If no private plan is available as a fallback plan, the rules
should allow SPAPs such as EPIC to offer such plans.

Respectfully submitted:
Trudi Renwick

Senior Economist
Fiscal Policy Institute
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Issues 1-10
BENEFITS AND BENEFICIARY PROTECTIONS

&#61623; Please revise the pharmacy access standard to require plans to meet the TRICARE pharmacy access requirements on alocal level, not on
the plan's overall service level. Requiring plans to meet the standard on alocal level isthe only way to ensure that all beneficiaries have
convenient accessto alocal pharmacy and that my patients will be able to continue to use my pharmacy.

&#61623; | am concerned that the proposed regulation allows plans to establish preferred and non-preferred pharmacies with no requirements on
the number of preferred pharmacies a plan must have inits network. Plans could identify one preferred pharmacy and coerce patients to use it
through lower co-payments, negating the benefit of the access standards. Only preferred pharmacies should count when evaluating whether a plan
has meet the pharmacy access standards. Allowing plans to count their non-preferred pharmacies conflicts with Congress' intent to provide
patients fair accessto local pharmacies. CM S should require plans to offer a standard contract to al pharmacies.

| would like to offer the following specific comments about this section of the regulations:

Pharmacy Access:

&#61623; If plans are only required to meet the pharmacy access standard 'on average' across the plan's service area, the plan will have less
incentive to offer pharmacies acceptable contracts to enroll them in the plan's pharmacy network. Requiring plans to provide patients fair access to
their pharmacy was a promise made by Congress that CM S should honor.

Any Willing provider:

&#61623; | am concerned that the proposed regulation allows plans to establish preferred and non-preferred pharmacies. This could affect my
ability to continue to serve my patients.

&#61623; Allowing plans to distinguish between pharmacies could allow plans to drive beneficiaries to a particular pharmacy. This goes against
Congressional intent. Congress wanted to ensure that patients could continue to use the pharmacy and pharmacist of their choice.

&#61623; Only preferred pharmacies should count when evaluating whether a plan's pharmacy network meets the pharmacy access standard. That
will help patients access alocal pharmacy for their full benefit.

&#61623; 'Access isn't ‘access' if my patients are coerced to use other pharmacies.

Level playing field:

&#61623; If plans are allowed to charge a higher price for an extended supply obtained from a community pharmacy, CM S should clarify that the
price difference must be directly related to the difference in service costs, not the cost of the drug product.

&#61623; Congressiona intent, asidentified in the colloquy of Senators Grassley and Enzi, opposes making the cost-difference atool for coercing
beneficiaries away from their pharmacy of choice.

COST AND UTILIZATION MANAGEMENT, QUALITY IMPROVEMENT, AND MEDICATION THERAPY MANAGEMENT

| wouldlike to offer some general comments about this section of the regulations:

Targeted Beneficiaries
&#61623; Patients with two or more chronic diseases and two or more drugs should qualify for medication therapy management services (MTMS).

&#61623; Who will benefit from MTM can change, so plans should be required to identify new targeted beneficiaries on a monthly basis.
&#61623; Plans should be required to inform pharmacists who among their patients are eligible for MTM.

&#61623; Pharmacists and physicians should also be able to identify eligible beneficiaries.

&#61623; Plans must be required to inform beneficiaries when they are eligible for MTM S and inform them about their choices (including their
local pharmacy) for obtaining MTMS.

&#61623; Once a beneficiary becomes eligible for MTMS, the beneficiary should remain eligible for MTMS for the entire year.

&#61623; CMS must clarify that plans cannot prohibit pharmacists from providing MTM S to non-targeted beneficiaries. Pharmacists should be
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alowed to provide MTMS to non-targeted beneficiaries. Because MTMS is not a covered benefit for non-targeted beneficiaries, pharmacists
should be able to bill patients directly for the services.

Providers

&#61623; Pharmacists, the medication expert on the health care team, are the ideal providers of MTMS.

&#61623; CMS must clarify that plans cannot require beneficiaries to obtain MTMS from a specific provider (such as a preferred pharmacy).
Requiring beneficiaries to obtain MTM S from a specific provider would disrupt existing patient-pharmacist relationships.

Fees

&#61623; Plans must be required to pay the same fee for MTMSto all providers. For example, plans should be prohibited from paying
pharmacists at non-preferred pharmacies |ess than pharmacists at preferred pharmacies for the same service.

&#61623; CM S must carefully evaluate each plan?s application to provide an MTM benefit. CMS must examine whether the fee the plan proposes
to pay for MTM services is high enough to entice pharmacists to provide MTMS.

Services

&#61623; MTM services are independent of, but can occur in conjunction with, the provision of a medication product.

&#61623; | appreciate that CM'S recognizes that different beneficiaries will require different MTM services such as performing a health assessment,
formulating a medication treatment plan, monitoring and evaluating a patient?s response to therapy, etc.

& #61623; Face-to-face interaction between the beneficiary and the patient is the preferred method of delivery whenever possible. Theiinitia
assessment should always be face-to-face.

&#61623; | support the Medication Therapy Management Services Definition and Program Criteria developed and adopted by 11 national pharmacy
organizationsin July 2004.

Thank you for the opportunity to stress these points

&#61623; | appreciate that CM S recognizes that different beneficiarieswill require different MTM services such as a health assessment, a
medication treatment plan, monitoring and evaluating response to therapy, etc. | also appreciate CM S? recognition that pharmacists will likely be
the primary providers, but | am concerned that leaving that decision to the plans may allow plans to choose less qualified providers to provide
MTM services.

&#61623; Pharmacists are the ideal health care professionals to provide MTM services and determine which services each beneficiary needs. |
currently provide the following MTM servicesin my practice at Ukrop's Super Market Pharmacies. Plans should be encouraged to use my services
?to let me help my patients make the best use of their medications. Additionally, | am afaculty member at Virginia Commonwealth University
School of Pharmacy and akey component of the curriculum is teaching pharmacy students to help patients manage their medications for better
outcomes.
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GENERAL

NeighborCare, Inc.'s extensive and specific comments regarding the proposed rules implementing Medicare Part D are included in the attached
letter. Thank you for the opportunity to submit these comments.
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NeighborCare”

October 4, 2004

Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

ROOM 445-g

200 Independence Avenue, S.W.
Washington, D.C. 20201

File Code: CMS-4068-P

Re: Medicare Program: Medicare Prescription Drug Benefit, Notice of Proposed
Rulemaking, 69 Fed. Reg. 46632 (August 3, 2004).

To Whom It May Concern:

NeighborCare is pleased to submit comments to the Centers for Medicare and Medicaid
Services regarding the proposed rules implementing the Medicare prescription drug
benefit under Part D. Based in Baltimore, Maryland, NeighborCare is now the nation’s
third largest provider of institutional pharmacy services to long term care facilities,
assisted living communities and assorted group settings. NeighborCare’s history goes
back almost half a century and has grown out of a series of strategic and highly
successful acquisitions and mergers.

NeighborCare presently services over 265,000 beds through its 65 pharmacies in 34
states. Additionally, NeighborCare At Home provides and delivers home medical and
respiratory equipment, home infusion, customized seating/wheelchair mobility and more
to more than 1,000,000 covered lives in home settings in fourteen states.

|. Introduction

Prescription drug therapy today is a critical tool in the treatment and management of
patients with both acute and chronic illnesses. For frail elderly seniors confined to
nursing facilities, and for many others with chronic illness, pharmaceutical treatment is
the mainstay of therapy.

Typically, nursing home residents are older, poorer and sicker than community-dwelling
seniors. On average, nursing facility residents take an average of over eight drugs, with
over 40 percent receiving nine or more medications daily. Attaining optimal
pharmaceutical therapy for this population is complicated by several factors. First, the

601 East Pratt Street, 3" Floor Baltimore, Maryland, 21202-6000
Tel 410.528.7300 Fax 410.528.7377
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prevalence of multiple chronic diseases and co-morbidities is much higher in the elderly.
Second, the elderly react differently to drugs due to physiological changes associated
with aging: metabolism rates change, organ function declines and sensitivity to certain
drugs can be altered. Finally, there is a wider variation in pharmacological action among
the elderly when compared with younger adults.! In sum, nursing home residents require
the highest quality and highest intensity pharmaceutical care due to their health status,
frailty and increased risk of adverse drug interactions.

Unlike retail pharmacies, long term care pharmacies (LTCPS), such as NeighborCare,
have developed expertise in addressing the highly specialized needs of this extremely
vulnerable population. We are not only experts in the pharmacological care of the frail
elderly, as an industry, we are organized to provide nursing and other long term care
facilities with the services they need to attain and maintain compliance with federal
requirements for participation in Medicare and Medicaid and state requirements for
licensure.

Critical to compliance with federal quality standards is adherence to the principal of “one
nursing home, one long term care pharmacy.” Like hospitals, nursing facilities establish
a relationship and contract with a single pharmacy in order to control quality, ensure
delivery and promote consistency and the highest standards of practice. As the contracted
pharmacy, we provide specialized geriatric formularies and alternative dosage forms that
ensure that frail elders have access to a wide range of drugs in the dosage forms that are
most suited to their needs and tolerances. We conduct both prospective and retrospective
reviews of the resident’s pharmaceutical profile to ensure that the right medications have
been prescribed and to identify and eliminate adverse drug interactions. We operate 24
hours a day, seven days a week, to ensure that prescriptions are filled and delivered as
needed, and we provide the nursing home with specialized packaging such as unit dose
and blister packs. We also stock and organize medication carts and emergency drug Kits
to ensure availability and reduce medication administration error rates. Without these
services, very simply, we risk endangering the health and safety of tens of thousands of
frail elderly seniors. We also risk spending more on health care because nursing facilities
will be forced to send frail and chronically ill residents to hospitals obtain the drug
therapy that they need.

Accordingly, while CMS is to be commended for its yeoman’s efforts to develop the
rules to implement Part D, NeighborCare is concerned that the proposed rules do not go
far enough to ensure that frail elderly seniors have access to long term care pharmacy
when they are admitted to a long term care facility. We are also deeply concerned that
nursing facilities and other long term care facilities will not be able to preserve the one
long term care facility, one long term care pharmacy relationship that has served as the
industry’s keystone of quality control and quality assurance.

! Nash, DB, Koenig, J., Chatterton, M., “Why the Elderly Need Individualized Pharmaceutical Care,”
Thomas Jefferson University, April 2000.
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Given these concerns, we felt compelled to provide you comments that elaborate and
expand upon the comments submitted by the Long Term Care Pharmacy Alliance
(LTCPA) — an organization in which NeighborCare participates. We have concluded
that, given the structure of the Part D benefit, the only way to ensure that all Medicare
beneficiaries have access to appropriate, high quality prescription drug therapy in long
term care facilities and to preserve the one pharmacy, one facility relationship is for CMS
to amend the rule to incorporate the following 10 essential elements. Specifically, CMS
must:

(1) Establish network access standards that require plans to contract with long
term care pharmacies to ensure that plans have the capacity to meet the specialized needs
of all Medicare enrollees in long term care facilities and to ensure that long term care
facilities meet federal and state quality, licensure and certification standards.

(2) Provide for standardize long term care pharmacy contracts that recognize long
term care pharmacy’s essential role in the delivery of needed services to long term care
facility residents.

(3) Require PDP sponsors and MA-PD organizations to contract with any willing
long term care pharmacy that meets the plans’ standardized terms and conditions.

(4) Ensure that Medicare enrollees are guaranteed a special enrollment period
upon admission to a long term care facility to enable them to receive services from the
facility’s contracted long term care pharmacy and to minimize out-of-network utilization.

(5) Safeguard Medicare enrollees who are enrolling in or changing drug plans
from being subjected to inappropriate drug changes and substitutions by prohibiting plans
from initiating drug changes or substitutions without clinical review and certification and
by requiring plans to monitor and report all adverse drug events associated with such
changes.

(6) Ensure that Medicare enrollees in long term are facilities have access to
needed drugs by requiring plans to cover all medically necessary drugs and utilize
specialized geriatric formularies; strengthening Pharmacy and Therapeutics Committee
requirements; ensuring coverage of “excluded” Part D drugs, and ensuring that the appeal
and exceptions processes are meaningful.

(7) Strengthen requirements for plan quality assurance and medication therapy
management programs so that plans are held accountable for health outcomes, as well as
Costs.

(8) Close the coverage gap for dual eligibles by ensuring that all dual eligibles
are enrolled in prescription drug plans by January 1, 2006, when Medicaid coverage ends,
or by seeking Congressional approval of an extension of time for dual eligible
enrollment.



October 4, 2004 — NeighborCare Comments
Page 4

(9) Expand the definition of long term care facility to include assisted living and
other facilities where frail, elderly Medicare beneficiaries rely upon cost-effective, long
term care pharmacy services to obtain pharmaceutical care that keeps them out of more
costly care settings.

(10). Ensure that long term care pharmacies are paid for their specialized services
by clarifying the definition of dispensing fee, ensuring prompt payment of claims and
making sure that when dual eligible beneficiaries must go out-of-network to obtain
services, that CMS pays the difference between the plan allowance and the usual and
customary charge.

Our detailed comments below elaborate on these 10 key provisions in the
rulemaking. We also provide specific recommendations and draft language, where
appropriate.

I1. Specific comments
A. Subpart B — Eligibility and Enrollment

1. Special enrollment periods (Section 423.36(c)) — The proposed rule provides
for special enrollment periods under identified circumstances for specific populations
(e.g., full benefit dual eligibles). Enrollees are also entitled to a special enrollment period
if “[t]he individual demonstrates to CMS, in accordance with guidelines issues by CMS
that . .. (ii) The individual meets other exceptional circumstances as CMS may provide.

Recommendation: CMS must explicitly recognize that admission to a long term
care facility, or a change in placement from one long term care facility to another,
constitutes an exceptional circumstance that should automatically trigger eligibility for a
special enrollment period. Specifically, we recommend that CMS renumber subsection
(8) as subsection (9) and add new subsection (8) as follows:

(8) the individual has been admitted to a long term care facility.

Rationale: To ensure that Medicare enrollees receive appropriate pharmaceutical
services and that long term care facilities are able to maintain quality in compliance with
federal and state standards, a Medicare enrollee who is admitted to a long term care
facility must be assured access to the specialized services of the long term care pharmacy
that is the contracted pharmacy for that long term care facility. Accordingly, enrollees
must be given the choice of enrolling in a PDP plan that includes the LTCP that is under
contract to provide services to residents of that facility. Further, under the Medicare
Discount Drug Card Program, we note that CMS provided for a Special Election Period
whenever the beneficiary changed his or her residence to or from a long-term care
facility. See 42 C.F.R. 8 408.811(b) (2). In absence of a special enrollment period:

e If the enrollee’s plan does not include the facility’s LTCP, and the
enrollee desires to receive pharmacy services from the facility’s
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LTCP, the enrollee will be forced to receive those services as out-
of-network services.

e Enrollees who obtain drugs from an out-of-network LTCP will
bear significant out-of- pocket costs, including the differential
between the plan’s allowance and the usual and customary charges
of the out-of-network pharmacy, while continuing to pay
premiums for plan coverage.

e Dual eligibles and other low-income beneficiaries simply cannot
afford to pay the differential between in and out-of-network drugs
without government subsidy.

e For private pay enrollees, paying out-of-pocket for out-of-network
prescription drug coverage will accelerate the rate at which nursing
home residents spend down their income and become eligible for
Medicaid, as well as catastrophic coverage under Part D.

e If enrollees cannot afford to pay out-of-pocket to obtain drugs out-
of-network, the nursing facility could face a proliferation of
pharmacies operating within a single facility — a situation that will
compromise patient safety and quality of care and will drive up
costs.

2. Enrollment of Dual Eligibles (Section 423.34(d)) — The proposed rule provides
that full benefit dual eligible individuals who fail to enroll in a PDP or MA-PD plan
during the initial enrollment period will be automatically enrolled into a PDP offering
basic prescription drug coverage in the PDP region in which the individual resides, or in
the case of an individual enrolled in a MA plan, a MA-PD plan offered by the same MA
organization. In both situations, by statute, the plan must have a monthly premium that
does not exceed the premium subsidy. Under the proposed rule, automatic enroliment of
dual eligibles will not occur until after May 15, 2006, the end of the initial enrollment
period. However, pursuant to 42 U.C.S. § 1935(d) (1), Medicaid prescription drug
coverage for dual eligibles ends on January 1, 2006. Thus, dual eligibles face up to 4.5
months with no coverage for prescription drugs.

Recommendation 1: CMS must ensure that dual eligibles experience no break in
prescription drug coverage between the time that Medicaid prescription drug coverage
ends and pending auto enrollment in a Part D plan. Specifically, we urge CMS to seek
Congressional approval to extend Medicaid coverage and delay enrollment of dual
eligibles until January 1, 2007. If Medicaid coverage can not be extended and enroliment
of dual eligibles cannot be delayed, CMS must make sure that all dual eligibles are
enrolled in appropriate prescription drug plans prior to January 1, 2006.

Rationale: Compared to the average Medicare beneficiary, dual eligibles are
sicker and have higher drug costs. According to CMS, more than half of dual eligibles
are in poor or fair health, while nearly one-quarter live in nursing homes. Twenty-four
percent have diabetes, 20 percent have pulmonary disease, 15 percent have had a stroke
and 12 percent have Alzheimer’s disease. Over a third are under age 65 and many in this
cohort have serious physical and mental disabilities. Sixty-eight percent of the 20 percent
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of Medicare beneficiaries with HIV/AIDS are dual eligibles. Without prescription drug
coverage, dual eligibles will get sicker and ultimately, will drive up total health care
spending. While recognizing that the “gap” in coverage is the result of the statute, it is
nevertheless imperative that CMS identify a way to ensure that dual eligibles do not
experience any break in prescription drug coverage.

3. Transition of Dual Eligible to New Drug Plans — Dual eligibles, who currently
receive prescription drugs through state Medicaid programs, generally have access to all
medically necessary drugs. The new Part D benefit gives plans broad discretion to use
formularies and other cost and utilization control mechanisms that are more restrictive
than the Medicaid program. In addition, pursuant to Section 1935(d) (2), many drugs,
including barbiturates and benzodiazepines, which have been covered under Medicaid,
are not covered by the new Part D benefit. As a result, dual eligibles who are transitioned
to Part D are likely to find that the drugs that they take are not covered by the new Part D
plan.

Recommendation: To ensure continuity and reduce adverse medication events
and drug errors, CMS must ensure that if and when a dual eligible beneficiary is
automatically enrolled in a PDP or MA-PD plan, the plan is required to notify the
beneficiary and provide him or her with information about coverage and how to access
benefits. For long term care facility residents, plans should be required to notify the
facility in which the resident resides. Specifically, CMS should:

Amend Section 423.128(a)(1) as follows: “to each enrollee, including each full
benefit dual eligible enrollee enrolled in the plan under Section 423.34(d), of a
prescription drug plan offered by the PDP sponsor or the MA-PD plan offered by
the MA organization under this part.”

Amend Section 423.34(d) by adding new subsection (2), (and renumbering the
remaining subsections), as follows: “Upon auto-enrollment in a plan, the plan
immediately shall notify the full-benefit dual eligible individual, or in the case of
a full benefit dual eligible individual residing in a long term care facility, the
long term care facility in which the individual resides, of the following:

(i) the name of the plan in which the individual has been enrolled,
(i) the effective date of enrollment, and
(iii) the information in section 423.128(b).”

Rationale- At whatever point a dual eligible is auto enrolled into a plan, CMS
must require plans to notify enrollees of their auto assignment and how to access benefits.
Otherwise, we know from the early experience with auto assignment in Medicaid manage
care plans, plans may profit by accepting payments without providing any benefits
because the beneficiary is simply unaware of his assignment to a prescription drug plan
and has never been informed about how to access benefits.
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4. Assuring Appropriate Clinical and Administrative Transitions — Neither the
statute nor the regulations address a plan’s obligations to ensure that beneficiaries
enrolling in new plans or changing plans are appropriately transitioned. Experts in drug
benefits management and pharmacy issues recommend that transition planning and
implementation, including data transfers, should start at least six months before the
transition date, though eight to nine months is preferable.’

Recommendation: To ensure continuity of care and to minimize adverse drug
events that occur during transitions, CMS must require plans, as part of their medication
therapy management programs, or otherwise, to:

(1) maintain the beneficiary’s prior drug regimen, and not initiate drug changes
or substitutions prior to a clinical review and certification of the clinical
appropriateness of those changes,

(2) monitor any changes in the drug regimen of a dual eligible and report all
adverse drug events to CMS, and

(3) provide notice of the proposed change to the beneficiary and the prescriber to
inform the beneficiary and the subscriber of the opportunity to file a grievance,
appeal or request for exception.

Specifically, to incorporate the above changes into the rule, we recommend the
following:

Amend Section 423.153(d) as follows: “The Medication Therapy Management
Program:

() shall establish processes for ensuring that PDP and MA-PD plans cover all
drugs, including non- formulary drugs, of full benefit dual eligibles who have
been auto assigned to the plan and may not discontinue, substitute or change
drugs unless the plan has

(1) conducted a clinical review and has certified the clinical
appropriateness of the changes, and

(ii) notified the beneficiary and prescriber of the proposed changes and
the opportunity to file a grievance, appeal or request an exception.

(L) shall monitor the responses of enrollees to all drug changes and track and
report to CMS data concerning all adverse drug events associated with such
changes.”

Rationale: Under Section 1860D-4(c), plans have an affirmative obligation to
establish quality assurance and medication therapy management programs that are
designed, in part, to reduce the risk of adverse events, including adverse drug

2 Medpac, Report to Congress (2004, June). New approaches in Medicare.



October 4, 2004 — NeighborCare Comments
Page 8

interactions. The obligation to operate a plan under principles that reduce the risk of
adverse events dictates that Part D enrollees should not be subjected to arbitrary
medication changes without clinical review. In the absence of such a requirement,
Medicare beneficiaries, and especially nursing facility residents, and other duals who
have been auto assigned into plans that offer only basic coverage, could face myriad
medication changes dictated by limitations in a plan’s coverage or formulary design.
Given the clinical profile of dual eligibles and particularly the drug sensitivities of the
frail elderly in long term care facilities, such changes require a high level of monitoring
and clinical oversight. Depending on the drugs and the enrollee, gradual dose reductions
may be needed to wean the beneficiary off the old drug, while new drugs may need to be
titrated and added slowly. Simply stated, changing drugs is potentially dangerous to
enrollees and creates a high level of opportunity for drug misadventures and adverse drug
events that could jeopardize a dual eligible’s health.

Recommendation 2: CMS must clarify that when an individual is enrolled in a
new plan or changes plans, the old plan remains financially responsible for payment of
claims until the effective date of enrollment in the new plan.

Rationale: When an individual changes plans (for example, during a special
enrollment period), often it may take several days for enrollment forms to be inputted
into computer systems. If claims are filed in this time period, the new plan may appear to
be the payor, when in fact it is not. To minimize claims disputes, CMS should make
clear that the old plan remains financially responsible for payment of claims until the
beneficiary’s effective date of enrollment in the new plan.

5. Information to enrollees (Section 423.128) — The proposed rule provides that
upon request, plans must provide information to Part D eligible individuals regarding
coverage, benefits, rights and other issues.

Recommendation 1: CMS should specify that plans must include information
about access to long term care pharmacy services. Specifically, we recommend the
following:

Amend Section 423.128(c) (1) (iv) to add new subsection (G) as follows:

The extent to which an enrollee may obtain benefits and services from a specialty
pharmacy including a long term care pharmacy.

Recommendation 2: Under Section 423.48, plans are required to provide CMS
with information to enable CMS to provide current and potential eligible Part D
beneficiaries with information to help them make informed choices. We strongly
recommend that CMS require every plan to provide information that explains the
availability and accessibility of Part D coverage should the enrollee be admitted to a long
term care facility.
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Rationale: Informed consumer choice is key to ensuring that PDPs offer benefits
that are responsive to consumer demand. Seniors will want to know how drug costs will
be covered (or will not be covered) should they require long term care services and
should be informed, up front, about which plans offer access to the specialized consulting
services, packaging and delivery options that are a necessity of LTCP.

B. Subpart C - Benefits and Beneficiary Protections

1. Long-term care facility definition (Section 423.100) — As proposed, CMS has
defined a long-term care facility only as a skilled nursing facility (as defined under §
1819(a) of the Act), or a nursing facility (as defined in § 1919(a) of the Act). However,
CMS is interested in whether other types of facilities contract exclusively with long term
care pharmacies and would consider modifying the definition.

Recommendation: We strongly recommend that CMS expand the definition of
long term care facility to include assisted living facilities and other facilities and
programs that are certified either by the federal government or a state to provide services
to individuals who require long term care. Specifically, we recommend:

Amend the definition of “long term care facility” as follows:

A long term care facility is any facility or program that has been certified by
either a state or federal agency to provide long term care services to individuals
in need of such services. A long term care facility includes, but is not limited to:
skilled nursing facilities (as defined under 1819(a) of the Act), nursing facilities
(as defined in 1919(a) of the Act), programs that provide services under Section
1915(c) or 1115 waivers, PACE programs, assisted living or managed long term
care programs certified and eligible for funding under Title 19, and other assisted
living, adult care or adult day health programs certified under state law to
provide long term care services.

Rationale: Nursing homes are no longer the only environment in which frail
elders and others with long term care needs receive services. Indeed, in recent years,
there has been an overall decline in nursing home utilization and an expansion of
community-based, alternatives. The growth of community-based alternatives to nursing
facility care has been fueled, in part, by consumer demand, demographic changes and the
need to identify more cost-effective approaches to providing long term care to an
expanding population of seniors. Additionally, the Supreme Courts landmark decision in
Olmstead v. L.C. and President Bush’s New Freedom Initiative have spawned increases
in both public and private sector, community-based long term care programs.

Today, NeighborCare, and other long term care pharmacies, provide long term
care pharmacy services to a growing market of assisted living facilities, adult day care
programs and other service sites where the frail elderly receive care. In fact, of the
265,000 people who are served by NeighborCare’s institutional pharmacy services, one-
third reside in assisted living and other non-nursing home settings. In many cases, we are
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the contracted pharmacy because state regulation makes facility and program operators
responsible for quality care and appropriate management and control of drug dispensing,
etc. Increasingly, however, there is growing recognition that long term care pharmacy
provides important quality controls and packaging that can help the frail elderly remain
compliant with medications, avoid adverse drug reactions and reduce medication
misadventures, thus ultimately saving money by supporting the frail elderly and
providing them with optimal drug therapy in less costly care settings. Additionally, as
CMS is certainly aware, as the population has aged, the level of care needs among
residents in assisted living facilities has increased. Today’s assisted living residents
resemble the SNF or ICF residents of ten years ago. Many have chronic diseases,
including Alzheimer’s disease, and take multiple medications. Many assisted living
providers have, in fact, developed a medical model of care for their residents, and
specialized pharmaceutical care is a keystone in their goal to provide quality care.

At NeighborCare, we believe that the structure of the Medicare Part D benefit creates a
tremendous opportunity to allow the market to drive innovation and cost savings. As the
demand for cost effective, community-based long term care increases, plans should be
free to negotiate with long term care pharmacies to provide the long term care pharmacy
services in alternative care settings. Otherwise, if we limit long term care pharmacy only
to skilled nursing facility and nursing facility settings, we create perverse incentives that
may ultimately increase nursing home utilization and drive up health care costs by
forcing people into institutional settings in order to obtain clinically appropriate
medication management services. Accordingly, in order to recognize both the current
and future role of long term care pharmacy in meeting the needs of the frail elderly across
care settings, CMS must expand its definition of long term care facility.

2. Dispensing fee definition (Section 423.100) — Pursuant to Section 423.104(h),
PDP and MA —PDPs are required to provide enrollees with access to negotiated prices for
covered Part D drugs included in its plan’s formulary prices. In the preamble, CMS
states that negotiated prices must take into account price concessions such as discounts,
direct or indirect subsidies, rebates and direct or indirect remunerations, and would
include any applicable dispensing fees. CMS is considering three different definitions of
dispensing fee.” Option 1 would differentiate between dispensing a covered part D drug
and administering one in order to restrict the dispensing fee to include only those charges
for pharmacy services related to the preparation and delivery of a covered Part D drug.
Under this option, the dispensing fee could not include any charges associated with
administering the drug once the drug has already been transferred to the beneficiary.
Option 2 includes the activities in Option 1 but in addition, would include amounts for
the supplies and equipment necessary for the drugs to be provided in a state in which they
can be effectively administered. Option 3 would include the activities in Option 2 but in
addition, would include activities associated with ensuring the proper and ongoing
administration of the drugs, such as professional services or skilled nursing visits and
ongoing monitoring by a clinical pharmacist. Option 2 and 3 are framed to be limited to
cases where (a) a typical patient with the condition at issue could not receive the benefit
of the medication in the absence of the associated supplies, and (b) the patient is
receiving home infusion therapy. None of these definitions, however, clearly encompass
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the additional costs associated with dispensing prescriptions in a long term care setting.
These %osts include the cost of delivery, specialized packaging and around the clock
access.

Recommendation: CMS should make clear that dispensing fees must include the
costs associated with dispensing for both retail and long term care pharmacy, including
the costs of specialized packaging, around-the clock service and delivery to the site of
care.

Rationale: While we concur with CMS that Option 1 represents the best reading
of the statute, since it would limit dispensing fees to a transfer of possession of the drug
and would not include any fees associated with administering the drug, the preamble does
not identify the components of a dispensing fee that are associated with the specialized
services provided by long term care pharmacies.

3. Access to covered Part D drugs (Section 423.120) — Sec. 1860D-4(b)(1)(C)(i)
mandates that the PDP sponsor of the prescription drug plan shall secure the participation
in its network of a sufficient number of pharmacies that dispense (other than by mail
order) drugs directly to patients to ensure convenient access (consistent with rules
established by the Secretary). Pursuant to Sec. 1860D-4(b) (1) (C) (iii), the Secretary is
also required to include adequate emergency access for enrollees.

Pursuant to Sec. 1860D-4(b)(1)(C)(iv), the Secretary may, but is not required to, include
standards with respect to access for enrollees who are residing in long term care facilities
and for pharmacies operated by the Indian Health Service, Indian tribes and tribal
organizations, and urban Indian organizations (I/T/U pharmacies).

In the proposed rule, CMS has proposed access standards for retail pharmacy. Instead of
requiring plans to provide emergency access, however, CMS would require that plans
assure their enrollees have adequate access to drugs dispensed at out-of-network
pharmacies. Similarly, while CMS recognizes that LTCPs have a special mission and
that access to such pharmacies should be preserved because it would “greatly enhance
Part D benefits for enrollees in long term care facilities . . . ,” CMS has not promulgated
standards for access to long term care pharmacy, but seeks to preserve access as an “out-
of-network” benefit. CMS’ reluctance to propose LTCP access standards is based upon a
concern that if plans are required to include LTCP in their networks, plans may be forced
to negotiate preferential contracting terms and conditions (relative to the terms they
would offer other retail pharmacies willing to a participate in their network) with a
number of long term care pharmacies in order to meet the requirement.

CMS also recognizes I/T/U pharmacies have a special mission and that access should be
preserved. But unlike LTCP, CMS proposes using its authority to require plans to
approach 1/T/U pharmacies in their plan service areas.

¥ “Institutional Pharmacy Dispensing Cost Study,” BDO Seidman, LLP, April 5, 2002.
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Under the proposed rule (sec. 423.124(a)), out-of-network access is assured only if the
plan has determined that the enrollee could not reasonably be expected to obtain covered
Part D drugs at a network pharmacy. CMS expects, but has not mandated, that plans
provide “out-of-network” access to long term care pharmacy “when a Part D enrollee
resides in a long term care facility and the contracted LTCP does not participate in his or
her plan’s pharmacy network,” and “the enrollee cannot reasonably be expected to obtain
such drugs from a network pharmacy.” CMS seeks comments regarding how to balance
convenient access to LTCPs with appropriate payment to long term care pharmacies
under MMA. Specifically, CMS seeks comments on two approaches: (1) requiring plans
to contract with LTCPs, or (2) strongly encouraging plans to negotiate and include long
term care pharmacies in their plans.

Recommendation 1: NeighborCare strongly endorses requiring plans to include
long term care pharmacies in their network. CMS should use its authority to establish
minimum access standards for long term care pharmacy. Specifically, CMS should:

Amend Section 423.120(a) (1) as follows: ““Convenient access to network
pharmacies — Except as provided in paragraph (a) (3) of this section, a prescription drug
plan or MA-PD, including any fallback, plan must have a contracted retail pharmacy
network, consisting of pharmacies other than mail order pharmacies, sufficient to ensure
that for beneficiaries residing in the prescription drug plan’s service area, as described
in....”

Add new Section 423.120(a)(2) as follows: ““A prescription drug plan, or MA-
PD plan, including any fallback plan, must have a contracted long term care pharmacy
network, consisting of pharmacies other than mail order pharmacies, sufficient to ensure
that beneficiaries residing in or receiving services in a long term care facility have
access to pharmacy services that:

(i) comply with the facility’s legal obligations under federal and state law with
respect to pharmaceutical services, quality control and quality assurance,

(i) ensure 24 hour, seven day a week access to covered Part D drugs,

(iii) provide for emergency access to covered drugs, and

(iv) meet the specialized needs of Medicare enrollees receiving long term care
services.”

Rationale: Under the proposed rule, PDP sponsors would have to contract with
retail pharmacies to ensure convenient access, but would have no obligation to contract
with long term care pharmacies to ensure that the most vulnerable Medicare
beneficiaries, the frail elderly, have access to the specialized pharmaceutical services that
are critical to their health and safety. Instead, CMS suggests that a liberalized out-of-
network standard is sufficient to ensure that residents of long term care facilities obtain
the services they need. Yet, as we have noted above, long term care facility residents
who must go out-of-network to obtain needed prescription drugs incur substantial out-of-
pocket costs because of the differential between the plan allowance (which is based on
retail pharmacy costs) and the usual and customary charges of the out-of-network, long
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term care pharmacy. Under the proposed rule, Section 423.124(b) (2), CMS makes clear
that it is the Part D enrollee who is responsible for this differential. However, the vast
majority of long term care facility residents do not have the resources to pay this
differential. Consequently, they either will be forced to go without the drugs or they will
try to obtain them in-network, through retail pharmacies. Either way, access and quality
control will be irreparably compromised. We believe that CMS has an obligation to
ensure that the Part D drug benefit works to support and not undermine the one nursing
home, one pharmacy relationship that is key to ensuring that nursing facilities are able to
meet federal requirements for participation.

In addition, we question whether the Secretary has the authority to approve a plan that
fails to include long term care pharmacy as an in-network benefit. Under Section 1860D-
11(e)(2)(D), the Secretary may only approve a prescription drug plan if he “does not find
that the design of the plan and its benefits (including any formulary or tiered formulary
structure) are likely to substantially discourage enrollment by certain Part D eligible
individuals under the plan.” For the frail elderly, it is hard to imagine more of a
deterrent to enrollment than a Part D plan that forces beneficiaries to pay out-of-pocket
for covered Part D drugs because the enrollee receives care in a long term care facility.

Finally, while CMS has raised concerns that long term care access standards might force
plans to negotiate preferential contracting terms and conditions with LTCP (relative to
other pharmacies), we note that the market dynamics for long term care pharmacy are
similar to the market dynamics created by the retail pharmacy access standards.
Moreover, long term care pharmacies can provide plans with much needed expertise that
ultimately will help save lives and dollars. In other words, CMS must require plans to
serve the frail elderly across care settings. Once plans understand they must serve this
population, CMS should allow the market (and competition among plans) to drive
negotiations between plans and LTCPs.

In sum, long term care pharmacy must become a required part of every PDP, MA-PD
and fallback plan with appropriate recognition of the critical role that LTCP plays in
assuring that long term care facility quality is maintained.

Recommendation 2: CMS must develop emergency access standards to ensure
appropriate in-network access to prescription drugs on an emergency basis. In particular,
CMS should make clear that plans must provide for emergency dispensing of covered
Part D drugs, whether or not on the plan’s formulary, for residents of long term care
facilities.

Rationale: Although CMS is required, by statute, to establish adequate
emergency access standards for enrollees, CMS has declined to do so because of the
“inherent difficulties in establishing emergency access standards.” Instead, CMS
suggests that establishing a broader out-of- network access standard will suffice. While
out-of-network access will address certain types of emergency situations, there are, as
noted above, costs to the beneficiary. Furthermore, we do not believe that beneficiaries
should have to go out-of -network to address all emergency situations. Specifically,
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CMS must make clear that Plans must provide for emergency dispensing of drugs to long
term care facility residents, where due to the frailty of the population, a 24 hour,
emergency dispensing is needed to address emergent situations such as seizures, pain,
diabetic emergencies, wounds, infections etc. If plans are not required to provide for
emergency medication needs, long term care facilities will be forced to send their
residents to the hospital. The result will be poorer health outcomes and substantially
increased costs.

Recommendation 3: CMS should use its authority under Section 1860D-4(b) (1)
(C) (iv) of the Act to require PDP sponsors and MA-PD plans to contract with 1/T/U
pharmacies in their plan service areas.

Rationale: Plans are required to serve all enrollees within their service area. In
addition, the Secretary may not approve a plan if it substantially discourages certain
beneficiaries from enrolling. Accordingly, plans must be required to include I/T/U
pharmacies in their networks to ensure that all beneficiaries within a service area are
served.

4. Pharmacy Network Contracting Standards (Section 423.120(a)(4)) — As
currently drafted, the proposed rule merely provides that a PDP or MA-PD plan must
contract with any willing provider who meets the plans terms and conditions and may not
require that a pharmacy accept risk as a condition of participation in the plan’s network.
CMS seeks comments as to whether CMS should require that plans make available to all
pharmacies a standard contract for participation in the plan network. However, CMS
recognizes that this requirement would not preclude plans from negotiating terms and
conditions different from those in standard contracts with a subset of pharmacies
including LTCPS. CMS also states that with the exception of 1/T/U and rural
pharmacies, CMS expects that standard contracts would require network pharmacies to
adjudicate drug claims at point of sale.

Recommendation 1: CMS should require that plans make available to long term
care pharmacies a standard long term care pharmacy contract.

Rationale: We agree that CMS should develop standard contracts for
participation in plan networks. However, we have concerns that a standard retail contract
will not adequately recognize or compensate long term care pharmacies for the
specialized services that we provide, that are essential to the needs of long term care
facility residents and assure compliance with state and federal standards. .

Recommendation 2: CMS should amend Section 423120(a) (4) by renumber
subsection (ii) as subsection (iii) and adding new section (ii) as follows:

(if) must contract with any long term care pharmacy that meets the prescription
drug plan’s or MA-PD plan’s standard terms and condition for long term care
pharmacy, and
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Rationale: Plans should be required to contract with any long term care
pharmacy that is willing to accept the terms of the plans’ standard long term care
pharmacy contract.

5. Formulary requirements (Section 423.120(b)) — The LTCPA has provided CMS
with extensive comments regarding formulary issues and NeighborCare fully endorses
these comments. We note that the failure to provide a specialized geriatric formulary for
long term care facility residents is itself, a plan design element likely to discourage a
substantial number of frail elderly beneficiaries from enrolling in a Part D plan.

Recommendation: CMS should use its authority under 1860D-11(e)(2)(D)(i) to
disapprove of any plan that does not provide adequate access to drugs needed to treat the
specialized pharmaceutical needs of long term care facility residents.

6. Formulary changes — (Section 423.120(b) (5)) — With respect to formulary
changes, the proposed rule provides only that a plan must provide at least 30 days notice
to CMS, affected enrollees, authorized prescribers, pharmacies and pharmacists prior to
removing a covered Part D drug from it’s plans formulary, or making any change in the
preferred or tiered cost-sharing status of a covered Part D drug. Additionally, plans are
prohibited from removing a drug from the formulary, or making any change in the
preferred or tiered cost-sharing status of a covered Part D drug during the annual
coordinated enrollment period or three days after the beginning of the contract year.

Recommendation: CMS must add additional protections for targeted enrollees
who are taking drugs that are being removed from a plan’s formulary. Specifically, CMS
should:

Amend section 423.120(b) by adding new subsection (7) (and renumbering the
remaining subsections) as follows:

A PDP sponsor or MA-PD plan:

(i) must continue in-network coverage of a covered Part D drug that has been
removed from its formulary for all targeted enrollees who were receiving that
drug prior to the date of removal unless the plan has received a certification
from the prescribing physician that the enrollee can be safely transitioned to the
new formulary drug without adverse effect, and

(ii) provide for continued in—network coverage of the removed drug during any
such transition.

Rationale: Drug transitions and changes are especially dangerous for targeted
beneficiaries who fit the profile of medically fragile and complex patients. Plans are
responsible for having medication therapy management programs for targeted
beneficiaries. Such programs require active management and monitoring of transitions to
avoid adverse outcomes.
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7. Pharmacy and Therapeutics Committee — The proposed rule only requires that,
minimally, one practicing physician and one practicing pharmacist be independent and
free of conflict of interest and be expert in the care of the elderly or people with
disabilities.

Recommendation: CMS should require that all physicians and pharmacists
serving on a P&T committee have expertise in providing care and prescription drug
therapy to people who are elderly or who have disabilities and all voting members should
be free of conflicts of interests.

Rationale: While the Medicare population is by no means homogeneous, there
are certain shared characteristics including age and disability that distinguish Medicare
beneficiaries from the general population. In order for plans to successfully manage the
treatment needs of this population, they will need P& T committees composed of
physicians and pharmacists with knowledge and expertise in the appropriate fields.
Additionally, while we acknowledge that there is no single industry standard governing
the composition of P&T committees, at NeighborCare, our P&T Committee is composed
of four pharmacy school professors who have no ties to NeighborCare and are experts in
geriatric care, a Medical Director representing one of our customers, NeighborCare’s
Medical Director and a medical ethicist. Only P&T Committee members with no conflict
of interest are able to vote. We believe that the composition of our P&T Committee and
our safeguards against conflicts of interest, ensures that decisions are based on resident
care and outcomes, rather than on financial considerations.

8. Out-of-network Access - In the preamble, CMS states that it expects plans to
guarantee out-of-network access under at least four scenarios including in cases where a
Part D enrollee resides in a long term care facility and the contracted long-term care
pharmacy does not participate in his or her plan’s pharmacy network. However, the
proposed rule only states that a plan must assure out-of-network access “when enrollees
cannot reasonably be expected to obtain such drugs at a network pharmacy.”

Recommendation 1: CMS must state its expectations (including access to out-of-
network long term care pharmacy) as requirements in the actual regulation text.

Rationale: The current text does not adequately protect residents who need to go
out-of-network to obtain covered Part D drugs.

Recommendation 2: CMS needs to clarify the process for appeal of any adverse
decision with respect to out-of-network access.

Rationale: Under the proposed rule, plans have broad discretion to decide when
to provide out-of-network access. If a plan denies out-of-network access and refuses to
pay even the plan allowance, it is not clear how the dispute is adjudicated.
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Recommendation 3: CMS needs to clarify that the out-of-network access
standards also apply to fallback plans.

Rationale: Section 423.855 provides that fallback plans must meet all the
requirements of a PDP sponsor except that it does not have to be a risk-bearing entity.
Fallback plans must also meet other requirements as specified by CMS. For clarity, CMS
must state that fallback plans also must meet the out-of-network standards established
under Section 423.124.

9. Treatment of Out-of-network Cost Differential — Currently, the proposed rule
provides that beneficiaries are responsible for the differential between the plan’s
allowance and the out-of-network pharmacy’s usual and customary charges. Plans are
financially “held harmless” for out-of-network use by enrollees. CMS believes this is
necessary to curb unnecessary use of out-of-network pharmacies and to ensure that plans
can achieve cost savings.

Recommendation: As noted above, NeighborCare believes that access to long
term care pharmacy should be required as an in-plan benefit. However, to the extent that
dual eligible plan enrollees must obtain drugs out-of-network because in-network access
is not reasonable, CMS must: (1) clarify that CMS will pay the cost differential; (2)
amend Subpart G to clarify that CMS is responsible for paying the cost differential
subsidy for dual eligibles directly to the out-of-network pharmacy (3) ensure that plans
are monitoring out-of-network use closely and are reporting data to CMS.

Rationale: While CMS has made clear that plan enrollees are responsible for the
cost differential when they must go out-of-network for covered Part D drugs, dual
eligibles are, by definition, impoverished, and will not be able to pay these costs without
government subsidy. Unless CMS identifies how these costs will be covered and how
out-of-network pharmacies will be paid, dual eligible enrollees effectively will be denied
access to out-of-network coverage. We also believe that out-of-network utilization must
be closely monitored because high utilization of out-of-network pharmacies may indicate
that plan formularies are too restrictive or that plans are not making needed drugs
available.

10._Waiver of public disclosure requirements (Section 423.132): Plans must
disclose the differential between the price of dispensed drug and the price of the lowest
price generic version available at the pharmacy. This requirement is waived for certain
types of pharmacies such as I/T/U pharmacies. However, only the timing of the notice is
changed for LTCP.

Recommendation: We recommend that this notice be waived for LTCP

Rationale: Disclosure of this information will have little or no impact on the
prescribing behavior of treating physicians in a long term care setting, but will increase
administrative burden, thereby increasing costs.
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11. Subpart D — Cost Control and Quality Improvement Requirements: Under
the Act and proposed Section 423.153(d), each PDP sponsor and every Medicare
Advantage organization offering a Medicare Advantage Prescription Drug Plan (MA-PD)
must have: (1) a cost-effective drug utilization management program, (2) a quality
assurance program, and (3) a Medication Therapy Management Program (MTMP).

(1) Cost-effective Drug Utilization Management Program (CDU) — The proposed
rule identifies only two elements of a CDU program: incentives to reduce costs when
medically appropriate; and policies and systems to assist in preventing
over/underutilization of prescribed medication. These two elements focus only on the
cost of medications themselves and not on the total medical costs of treating a particular
beneficiary. By focusing on the cost of medications only, CMS promotes a system that is
very likely to create greater incentives to under-treat or ineffectively treat Medicare
beneficiaries in order to demonstrate cost savings. In order to avoid this result (which
can endanger the frail elderly and other Medicare beneficiaries with chronic illness), any
CDU system must also be linked to clinical outcomes that are tracked and reported.

(2) Quality Assurance — The proposed rule requires each plan to have a quality
assurance program that includes measures to reduce medication errors and adverse drug
reactions and includes processes for drug utilization review, patient counseling, and
patient information record-keeping. These requirements, however, do not go far enough
to identify the elements of a quality assurance program or to require plans to collect data
and to respond to identified issues. We note that under current Medicare regulations,
Medicare Advantage plans must have QA systems that: (1) measure performance using
CMS defined standard measures that relate to both clinical and non-clinical areas and,;
(2) achieve minimum performance levels that CMS establishes locally, regionally or
nationally with respect to the standard measures. We believe that at-risk PDP plans and
MA-PD plans should be held to similar standards. A defined set of measures and defined
minimum performance levels can lead to the development of quality report cards and
other reports that help consumers make informed choices about Part D plans based upon
quality.

(3) Medication Therapy Management Programs (MTMP) — Under the proposed
rule, plans must have MTMPs for all targeted beneficiaries and must meet two
requirements: 1) improved medication use that optimizes therapeutic outcomes, and 2)
reduced risk of adverse events. LTCPs, such as NeighborCare, use MTMP to proactively
manage the pharmacotherapy of frail elders in long term care settings. We therefore have
a number of specific comments and recommendations with respect to the MTMP
provisions of the proposed rule.

Recommendation 1. While CMS would like to give plans some flexibility to
decide whom to target for the medication therapy management program, we strongly
believe that all long term care residents should be deemed targeted beneficiaries.
Therefore, CMS should amend Section 423.153(d) (2) to add to the end of subsection (iii)
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“,or” and add new subsection (iv) as follows: “Are residents of a long term care
facilities.”

Rationale: Long term care facility residents are among the heaviest users of
health care services, including prescription drugs and fit the profile of targeted
beneficiaries which, by statute, are defined as Part D eligible enrollees who have multiple
chronic diseases, are taking multiple covered Part D drugs and have high drug costs. In
fact, medication therapy management is an integral component of what long term care
pharmacy provides to these residents. Yet, because PDP plans have a financial incentive
to cut their costs, including costs for medication therapy management programs, and are
not accountable for total health care costs, plans are unlikely to target long term care
facility residents for medication therapy management unless CMS requires them to do so.
If CMS does not require plans to target long term care facility residents for medication
therapy management programs, CMS is likely to spend much more on the cost of
avoidable hospitalizations.

Recommendation 2: CMS must require PDP and MA-PD plans to provide a
MTMP to targeted beneficiaries that meets specific requirements. Specifically, CMS
should:

Amend Section 423.153(d) to add new section (2) as follows:
(2) A mediation therapy management program, at minimum, should include:

(i) an assessment of the targeted beneficiary’s drug therapy,

(i) a system to ensure that medications are dispensed to the right targeted
beneficiary in the right form and correct amount and can meet emergency
needs,

(iii) a system for data tracking, monitoring, evaluating patient outcomes
include adverse events and drug errors, and

(iv) a staff of licensed pharmacists with specialized expertise in the
management of drug therapy for targeted beneficiaries.

Rationale: While the proposed rule addressing the MTMP identifies important
goals, CMS must go further to identify what plans must do to achieve these goals.
Specifically, CMS must identify the basic elements of an MTMP plan and must hold
plans accountable for MTMP activities and associated health and quality outcomes. This
is especially critical given the structure of the new Part D benefit, which gives PDPs
financial incentives to control costs through restrictive formularies and coverage denials,
but does not hold them accountable for adverse health outcomes that are likely to result
when authorization for needed drug therapy is withheld or delayed.

NeighborCare’s MTMP program consists of the following elements:

1. Prospective Admissions Screening — a review of hospital discharge orders for
appropriate recommendations with respect to possible allergies, drug interactions, generic
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or branded lower cost alternative drug products, long acting products and preferred
products.

2. Point of Service Interchange Program — Operations Pharmacists’ intervention
to review the resident’s drug regimen for utilization of high cost medications, doses,
dosage form and packaging issues and clinical assessment based on evidence-based
treatment protocols.

3. A Retrospective Drug Regimen Review — a patient specific, clinical initiative
driven by consultant pharmacists in the long term care facility that employs automated
consultant software supported by clinical guidelines.

4. A Retrospective Utilization Review — an opportunity for further drug
conversion that identifies trends in physician acceptance/resistance, calculates projected
savings and permits nursing facility staff to establish cost management programs with
prescribers on staff.

Through each of these steps, data tracking is integral to our operations. By tracking
various data elements, we are able to optimize clinical care and cost savings, while
reducing adverse events. CMS should require no less of PDP and MA-Plans that will
become responsible for the administration of the new Part D drug benefit.

12. Subpart M — Grievances Coverage Determinations and Appeals — The
proposed rule sets forth requirements for the exception determination process. While only
the enrollee, the enrollee’s representative or the enrollee’s prescribing physician can
request an exception, the rule does not identify who, within the plan, is qualified to make
decisions about exception requests. The rule also fails to adequately identify the standard
of review. (See comment 13 below).

Recommendation: Only a physician or pharmacist with specialized experience
relevant to the patient population, who has no conflict of interest, should be qualified to
make a decision about an exception determination.

Rationale: The decision maker should be impartial and knowledgeable.

13. Clarification of Coverage Standard — Under Section 423.752, plans may be
sanctioned with civil fines and penalties for substantially failing to provide medically
necessary services that the organization is required to provide (under law or under
contract) to a PDP enrollee, and that failure adversely affects (or is substantially likely to
adversely affect) the enrollee. We note, however, that neither the statute nor the contract
provisions in Section 423.505(b) state that plans are required to provide medically
necessary prescription drug coverage.

Recommendation 1: CMS must amend the rule to make clear that the standard for
coverage is “medically necessary” prescriptions. Specifically, CMS should:
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Amend Section 423.505(b) to include new subsection (4), (and renumber the
remaining subsections), as follows: “To ensure coverage of medically necessary
prescription drugs up to the limits of the plan.”

Rationale: Clarification of the standard for coverage in the contract between
CMS and the plan is essential to ensure that beneficiaries receive the drugs they need and
that plans base decisions, including exception determination decisions, on objective
criteria.

14. Prompt Payment — There is no provision in the rule requiring plans to pay
providers promptly.

Recommendation: Amend Section 423.120(a) to require that plans pay network,
and when appropriate, out-of-network, pharmacies, including long term care pharmacies,
within 30 days of a claim.

Rationale: CMS needs to ensure that plans do not profit by withholding payments
from vendors.

Again, we thank you for the opportunity to comment on this important rulemaking.
Please do not hesitate to contact me if you have any questions.

Sincerely,

Vs e il

John J. Arlotta
Chairman, President and Chief Executive Officer
NeighborCare, Inc.
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Centers for Medicare and Medicaid Services
Department of Health and Human Services
Hubert H. Humphrey Building

ROOM 445-g

200 Independence Avenue, S.W.
Washington, D.C. 20201

File Code: CMS-4068-P

Re: Medicare Program: Medicare Prescription Drug Benefit, Notice of Proposed
Rulemaking, 69 Fed. Reg. 46632 (August 3, 2004).

To Whom It May Concern:

NeighborCare is pleased to submit comments to the Centers for Medicare and Medicaid
Services regarding the proposed rules implementing the Medicare prescription drug
benefit under Part D. Based in Baltimore, Maryland, NeighborCare is now the nation’s
third largest provider of institutional pharmacy services to long term care facilities,
assisted living communities and assorted group settings. NeighborCare’s history goes
back almost half a century and has grown out of a series of strategic and highly
successful acquisitions and mergers.

NeighborCare presently services over 265,000 beds through its 65 pharmacies in 34
states. Additionally, NeighborCare At Home provides and delivers home medical and
respiratory equipment, home infusion, customized seating/wheelchair mobility and more
to more than 1,000,000 covered lives in home settings in fourteen states.

|. Introduction

Prescription drug therapy today is a critical tool in the treatment and management of
patients with both acute and chronic illnesses. For frail elderly seniors confined to
nursing facilities, and for many others with chronic illness, pharmaceutical treatment is
the mainstay of therapy.

Typically, nursing home residents are older, poorer and sicker than community-dwelling
seniors. On average, nursing facility residents take an average of over eight drugs, with
over 40 percent receiving nine or more medications daily. Attaining optimal
pharmaceutical therapy for this population is complicated by several factors. First, the
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prevalence of multiple chronic diseases and co-morbidities is much higher in the elderly.
Second, the elderly react differently to drugs due to physiological changes associated
with aging: metabolism rates change, organ function declines and sensitivity to certain
drugs can be altered. Finally, there is a wider variation in pharmacological action among
the elderly when compared with younger adults.! In sum, nursing home residents require
the highest quality and highest intensity pharmaceutical care due to their health status,
frailty and increased risk of adverse drug interactions.

Unlike retail pharmacies, long term care pharmacies (LTCPS), such as NeighborCare,
have developed expertise in addressing the highly specialized needs of this extremely
vulnerable population. We are not only experts in the pharmacological care of the frail
elderly, as an industry, we are organized to provide nursing and other long term care
facilities with the services they need to attain and maintain compliance with federal
requirements for participation in Medicare and Medicaid and state requirements for
licensure.

Critical to compliance with federal quality standards is adherence to the principal of “one
nursing home, one long term care pharmacy.” Like hospitals, nursing facilities establish
a relationship and contract with a single pharmacy in order to control quality, ensure
delivery and promote consistency and the highest standards of practice. As the contracted
pharmacy, we provide specialized geriatric formularies and alternative dosage forms that
ensure that frail elders have access to a wide range of drugs in the dosage forms that are
most suited to their needs and tolerances. We conduct both prospective and retrospective
reviews of the resident’s pharmaceutical profile to ensure that the right medications have
been prescribed and to identify and eliminate adverse drug interactions. We operate 24
hours a day, seven days a week, to ensure that prescriptions are filled and delivered as
needed, and we provide the nursing home with specialized packaging such as unit dose
and blister packs. We also stock and organize medication carts and emergency drug Kits
to ensure availability and reduce medication administration error rates. Without these
services, very simply, we risk endangering the health and safety of tens of thousands of
frail elderly seniors. We also risk spending more on health care because nursing facilities
will be forced to send frail and chronically ill residents to hospitals obtain the drug
therapy that they need.

Accordingly, while CMS is to be commended for its yeoman’s efforts to develop the
rules to implement Part D, NeighborCare is concerned that the proposed rules do not go
far enough to ensure that frail elderly seniors have access to long term care pharmacy
when they are admitted to a long term care facility. We are also deeply concerned that
nursing facilities and other long term care facilities will not be able to preserve the one
long term care facility, one long term care pharmacy relationship that has served as the
industry’s keystone of quality control and quality assurance.

! Nash, DB, Koenig, J., Chatterton, M., “Why the Elderly Need Individualized Pharmaceutical Care,”
Thomas Jefferson University, April 2000.
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Given these concerns, we felt compelled to provide you comments that elaborate and
expand upon the comments submitted by the Long Term Care Pharmacy Alliance
(LTCPA) — an organization in which NeighborCare participates. We have concluded
that, given the structure of the Part D benefit, the only way to ensure that all Medicare
beneficiaries have access to appropriate, high quality prescription drug therapy in long
term care facilities and to preserve the one pharmacy, one facility relationship is for CMS
to amend the rule to incorporate the following 10 essential elements. Specifically, CMS
must:

(1) Establish network access standards that require plans to contract with long
term care pharmacies to ensure that plans have the capacity to meet the specialized needs
of all Medicare enrollees in long term care facilities and to ensure that long term care
facilities meet federal and state quality, licensure and certification standards.

(2) Provide for standardize long term care pharmacy contracts that recognize long
term care pharmacy’s essential role in the delivery of needed services to long term care
facility residents.

(3) Require PDP sponsors and MA-PD organizations to contract with any willing
long term care pharmacy that meets the plans’ standardized terms and conditions.

(4) Ensure that Medicare enrollees are guaranteed a special enrollment period
upon admission to a long term care facility to enable them to receive services from the
facility’s contracted long term care pharmacy and to minimize out-of-network utilization.

(5) Safeguard Medicare enrollees who are enrolling in or changing drug plans
from being subjected to inappropriate drug changes and substitutions by prohibiting plans
from initiating drug changes or substitutions without clinical review and certification and
by requiring plans to monitor and report all adverse drug events associated with such
changes.

(6) Ensure that Medicare enrollees in long term are facilities have access to
needed drugs by requiring plans to cover all medically necessary drugs and utilize
specialized geriatric formularies; strengthening Pharmacy and Therapeutics Committee
requirements; ensuring coverage of “excluded” Part D drugs, and ensuring that the appeal
and exceptions processes are meaningful.

(7) Strengthen requirements for plan quality assurance and medication therapy
management programs so that plans are held accountable for health outcomes, as well as
Costs.

(8) Close the coverage gap for dual eligibles by ensuring that all dual eligibles
are enrolled in prescription drug plans by January 1, 2006, when Medicaid coverage ends,
or by seeking Congressional approval of an extension of time for dual eligible
enrollment.
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(9) Expand the definition of long term care facility to include assisted living and
other facilities where frail, elderly Medicare beneficiaries rely upon cost-effective, long
term care pharmacy services to obtain pharmaceutical care that keeps them out of more
costly care settings.

(10). Ensure that long term care pharmacies are paid for their specialized services
by clarifying the definition of dispensing fee, ensuring prompt payment of claims and
making sure that when dual eligible beneficiaries must go out-of-network to obtain
services, that CMS pays the difference between the plan allowance and the usual and
customary charge.

Our detailed comments below elaborate on these 10 key provisions in the
rulemaking. We also provide specific recommendations and draft language, where
appropriate.

I1. Specific comments
A. Subpart B — Eligibility and Enrollment

1. Special enrollment periods (Section 423.36(c)) — The proposed rule provides
for special enrollment periods under identified circumstances for specific populations
(e.g., full benefit dual eligibles). Enrollees are also entitled to a special enrollment period
if “[t]he individual demonstrates to CMS, in accordance with guidelines issues by CMS
that . .. (ii) The individual meets other exceptional circumstances as CMS may provide.

Recommendation: CMS must explicitly recognize that admission to a long term
care facility, or a change in placement from one long term care facility to another,
constitutes an exceptional circumstance that should automatically trigger eligibility for a
special enrollment period. Specifically, we recommend that CMS renumber subsection
(8) as subsection (9) and add new subsection (8) as follows:

(8) the individual has been admitted to a long term care facility.

Rationale: To ensure that Medicare enrollees receive appropriate pharmaceutical
services and that long term care facilities are able to maintain quality in compliance with
federal and state standards, a Medicare enrollee who is admitted to a long term care
facility must be assured access to the specialized services of the long term care pharmacy
that is the contracted pharmacy for that long term care facility. Accordingly, enrollees
must be given the choice of enrolling in a PDP plan that includes the LTCP that is under
contract to provide services to residents of that facility. Further, under the Medicare
Discount Drug Card Program, we note that CMS provided for a Special Election Period
whenever the beneficiary changed his or her residence to or from a long-term care
facility. See 42 C.F.R. 8 408.811(b) (2). In absence of a special enrollment period:

e If the enrollee’s plan does not include the facility’s LTCP, and the
enrollee desires to receive pharmacy services from the facility’s
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LTCP, the enrollee will be forced to receive those services as out-
of-network services.

e Enrollees who obtain drugs from an out-of-network LTCP will
bear significant out-of- pocket costs, including the differential
between the plan’s allowance and the usual and customary charges
of the out-of-network pharmacy, while continuing to pay
premiums for plan coverage.

e Dual eligibles and other low-income beneficiaries simply cannot
afford to pay the differential between in and out-of-network drugs
without government subsidy.

e For private pay enrollees, paying out-of-pocket for out-of-network
prescription drug coverage will accelerate the rate at which nursing
home residents spend down their income and become eligible for
Medicaid, as well as catastrophic coverage under Part D.

e If enrollees cannot afford to pay out-of-pocket to obtain drugs out-
of-network, the nursing facility could face a proliferation of
pharmacies operating within a single facility — a situation that will
compromise patient safety and quality of care and will drive up
costs.

2. Enrollment of Dual Eligibles (Section 423.34(d)) — The proposed rule provides
that full benefit dual eligible individuals who fail to enroll in a PDP or MA-PD plan
during the initial enrollment period will be automatically enrolled into a PDP offering
basic prescription drug coverage in the PDP region in which the individual resides, or in
the case of an individual enrolled in a MA plan, a MA-PD plan offered by the same MA
organization. In both situations, by statute, the plan must have a monthly premium that
does not exceed the premium subsidy. Under the proposed rule, automatic enroliment of
dual eligibles will not occur until after May 15, 2006, the end of the initial enrollment
period. However, pursuant to 42 U.C.S. § 1935(d) (1), Medicaid prescription drug
coverage for dual eligibles ends on January 1, 2006. Thus, dual eligibles face up to 4.5
months with no coverage for prescription drugs.

Recommendation 1: CMS must ensure that dual eligibles experience no break in
prescription drug coverage between the time that Medicaid prescription drug coverage
ends and pending auto enrollment in a Part D plan. Specifically, we urge CMS to seek
Congressional approval to extend Medicaid coverage and delay enrollment of dual
eligibles until January 1, 2007. If Medicaid coverage can not be extended and enroliment
of dual eligibles cannot be delayed, CMS must make sure that all dual eligibles are
enrolled in appropriate prescription drug plans prior to January 1, 2006.

Rationale: Compared to the average Medicare beneficiary, dual eligibles are
sicker and have higher drug costs. According to CMS, more than half of dual eligibles
are in poor or fair health, while nearly one-quarter live in nursing homes. Twenty-four
percent have diabetes, 20 percent have pulmonary disease, 15 percent have had a stroke
and 12 percent have Alzheimer’s disease. Over a third are under age 65 and many in this
cohort have serious physical and mental disabilities. Sixty-eight percent of the 20 percent
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of Medicare beneficiaries with HIV/AIDS are dual eligibles. Without prescription drug
coverage, dual eligibles will get sicker and ultimately, will drive up total health care
spending. While recognizing that the “gap” in coverage is the result of the statute, it is
nevertheless imperative that CMS identify a way to ensure that dual eligibles do not
experience any break in prescription drug coverage.

3. Transition of Dual Eligible to New Drug Plans — Dual eligibles, who currently
receive prescription drugs through state Medicaid programs, generally have access to all
medically necessary drugs. The new Part D benefit gives plans broad discretion to use
formularies and other cost and utilization control mechanisms that are more restrictive
than the Medicaid program. In addition, pursuant to Section 1935(d) (2), many drugs,
including barbiturates and benzodiazepines, which have been covered under Medicaid,
are not covered by the new Part D benefit. As a result, dual eligibles who are transitioned
to Part D are likely to find that the drugs that they take are not covered by the new Part D
plan.

Recommendation: To ensure continuity and reduce adverse medication events
and drug errors, CMS must ensure that if and when a dual eligible beneficiary is
automatically enrolled in a PDP or MA-PD plan, the plan is required to notify the
beneficiary and provide him or her with information about coverage and how to access
benefits. For long term care facility residents, plans should be required to notify the
facility in which the resident resides. Specifically, CMS should:

Amend Section 423.128(a)(1) as follows: “to each enrollee, including each full
benefit dual eligible enrollee enrolled in the plan under Section 423.34(d), of a
prescription drug plan offered by the PDP sponsor or the MA-PD plan offered by
the MA organization under this part.”

Amend Section 423.34(d) by adding new subsection (2), (and renumbering the
remaining subsections), as follows: “Upon auto-enrollment in a plan, the plan
immediately shall notify the full-benefit dual eligible individual, or in the case of
a full benefit dual eligible individual residing in a long term care facility, the
long term care facility in which the individual resides, of the following:

(i) the name of the plan in which the individual has been enrolled,
(i) the effective date of enrollment, and
(iii) the information in section 423.128(b).”

Rationale- At whatever point a dual eligible is auto enrolled into a plan, CMS
must require plans to notify enrollees of their auto assignment and how to access benefits.
Otherwise, we know from the early experience with auto assignment in Medicaid manage
care plans, plans may profit by accepting payments without providing any benefits
because the beneficiary is simply unaware of his assignment to a prescription drug plan
and has never been informed about how to access benefits.
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4. Assuring Appropriate Clinical and Administrative Transitions — Neither the
statute nor the regulations address a plan’s obligations to ensure that beneficiaries
enrolling in new plans or changing plans are appropriately transitioned. Experts in drug
benefits management and pharmacy issues recommend that transition planning and
implementation, including data transfers, should start at least six months before the
transition date, though eight to nine months is preferable.’

Recommendation: To ensure continuity of care and to minimize adverse drug
events that occur during transitions, CMS must require plans, as part of their medication
therapy management programs, or otherwise, to:

(1) maintain the beneficiary’s prior drug regimen, and not initiate drug changes
or substitutions prior to a clinical review and certification of the clinical
appropriateness of those changes,

(2) monitor any changes in the drug regimen of a dual eligible and report all
adverse drug events to CMS, and

(3) provide notice of the proposed change to the beneficiary and the prescriber to
inform the beneficiary and the subscriber of the opportunity to file a grievance,
appeal or request for exception.

Specifically, to incorporate the above changes into the rule, we recommend the
following:

Amend Section 423.153(d) as follows: “The Medication Therapy Management
Program:

() shall establish processes for ensuring that PDP and MA-PD plans cover all
drugs, including non- formulary drugs, of full benefit dual eligibles who have
been auto assigned to the plan and may not discontinue, substitute or change
drugs unless the plan has

(1) conducted a clinical review and has certified the clinical
appropriateness of the changes, and

(ii) notified the beneficiary and prescriber of the proposed changes and
the opportunity to file a grievance, appeal or request an exception.

(L) shall monitor the responses of enrollees to all drug changes and track and
report to CMS data concerning all adverse drug events associated with such
changes.”

Rationale: Under Section 1860D-4(c), plans have an affirmative obligation to
establish quality assurance and medication therapy management programs that are
designed, in part, to reduce the risk of adverse events, including adverse drug

2 Medpac, Report to Congress (2004, June). New approaches in Medicare.
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interactions. The obligation to operate a plan under principles that reduce the risk of
adverse events dictates that Part D enrollees should not be subjected to arbitrary
medication changes without clinical review. In the absence of such a requirement,
Medicare beneficiaries, and especially nursing facility residents, and other duals who
have been auto assigned into plans that offer only basic coverage, could face myriad
medication changes dictated by limitations in a plan’s coverage or formulary design.
Given the clinical profile of dual eligibles and particularly the drug sensitivities of the
frail elderly in long term care facilities, such changes require a high level of monitoring
and clinical oversight. Depending on the drugs and the enrollee, gradual dose reductions
may be needed to wean the beneficiary off the old drug, while new drugs may need to be
titrated and added slowly. Simply stated, changing drugs is potentially dangerous to
enrollees and creates a high level of opportunity for drug misadventures and adverse drug
events that could jeopardize a dual eligible’s health.

Recommendation 2: CMS must clarify that when an individual is enrolled in a
new plan or changes plans, the old plan remains financially responsible for payment of
claims until the effective date of enrollment in the new plan.

Rationale: When an individual changes plans (for example, during a special
enrollment period), often it may take several days for enrollment forms to be inputted
into computer systems. If claims are filed in this time period, the new plan may appear to
be the payor, when in fact it is not. To minimize claims disputes, CMS should make
clear that the old plan remains financially responsible for payment of claims until the
beneficiary’s effective date of enrollment in the new plan.

5. Information to enrollees (Section 423.128) — The proposed rule provides that
upon request, plans must provide information to Part D eligible individuals regarding
coverage, benefits, rights and other issues.

Recommendation 1: CMS should specify that plans must include information
about access to long term care pharmacy services. Specifically, we recommend the
following:

Amend Section 423.128(c) (1) (iv) to add new subsection (G) as follows:

The extent to which an enrollee may obtain benefits and services from a specialty
pharmacy including a long term care pharmacy.

Recommendation 2: Under Section 423.48, plans are required to provide CMS
with information to enable CMS to provide current and potential eligible Part D
beneficiaries with information to help them make informed choices. We strongly
recommend that CMS require every plan to provide information that explains the
availability and accessibility of Part D coverage should the enrollee be admitted to a long
term care facility.
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Rationale: Informed consumer choice is key to ensuring that PDPs offer benefits
that are responsive to consumer demand. Seniors will want to know how drug costs will
be covered (or will not be covered) should they require long term care services and
should be informed, up front, about which plans offer access to the specialized consulting
services, packaging and delivery options that are a necessity of LTCP.

B. Subpart C - Benefits and Beneficiary Protections

1. Long-term care facility definition (Section 423.100) — As proposed, CMS has
defined a long-term care facility only as a skilled nursing facility (as defined under §
1819(a) of the Act), or a nursing facility (as defined in § 1919(a) of the Act). However,
CMS is interested in whether other types of facilities contract exclusively with long term
care pharmacies and would consider modifying the definition.

Recommendation: We strongly recommend that CMS expand the definition of
long term care facility to include assisted living facilities and other facilities and
programs that are certified either by the federal government or a state to provide services
to individuals who require long term care. Specifically, we recommend:

Amend the definition of “long term care facility” as follows:

A long term care facility is any facility or program that has been certified by
either a state or federal agency to provide long term care services to individuals
in need of such services. A long term care facility includes, but is not limited to:
skilled nursing facilities (as defined under 1819(a) of the Act), nursing facilities
(as defined in 1919(a) of the Act), programs that provide services under Section
1915(c) or 1115 waivers, PACE programs, assisted living or managed long term
care programs certified and eligible for funding under Title 19, and other assisted
living, adult care or adult day health programs certified under state law to
provide long term care services.

Rationale: Nursing homes are no longer the only environment in which frail
elders and others with long term care needs receive services. Indeed, in recent years,
there has been an overall decline in nursing home utilization and an expansion of
community-based, alternatives. The growth of community-based alternatives to nursing
facility care has been fueled, in part, by consumer demand, demographic changes and the
need to identify more cost-effective approaches to providing long term care to an
expanding population of seniors. Additionally, the Supreme Courts landmark decision in
Olmstead v. L.C. and President Bush’s New Freedom Initiative have spawned increases
in both public and private sector, community-based long term care programs.

Today, NeighborCare, and other long term care pharmacies, provide long term
care pharmacy services to a growing market of assisted living facilities, adult day care
programs and other service sites where the frail elderly receive care. In fact, of the
265,000 people who are served by NeighborCare’s institutional pharmacy services, one-
third reside in assisted living and other non-nursing home settings. In many cases, we are
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the contracted pharmacy because state regulation makes facility and program operators
responsible for quality care and appropriate management and control of drug dispensing,
etc. Increasingly, however, there is growing recognition that long term care pharmacy
provides important quality controls and packaging that can help the frail elderly remain
compliant with medications, avoid adverse drug reactions and reduce medication
misadventures, thus ultimately saving money by supporting the frail elderly and
providing them with optimal drug therapy in less costly care settings. Additionally, as
CMS is certainly aware, as the population has aged, the level of care needs among
residents in assisted living facilities has increased. Today’s assisted living residents
resemble the SNF or ICF residents of ten years ago. Many have chronic diseases,
including Alzheimer’s disease, and take multiple medications. Many assisted living
providers have, in fact, developed a medical model of care for their residents, and
specialized pharmaceutical care is a keystone in their goal to provide quality care.

At NeighborCare, we believe that the structure of the Medicare Part D benefit creates a
tremendous opportunity to allow the market to drive innovation and cost savings. As the
demand for cost effective, community-based long term care increases, plans should be
free to negotiate with long term care pharmacies to provide the long term care pharmacy
services in alternative care settings. Otherwise, if we limit long term care pharmacy only
to skilled nursing facility and nursing facility settings, we create perverse incentives that
may ultimately increase nursing home utilization and drive up health care costs by
forcing people into institutional settings in order to obtain clinically appropriate
medication management services. Accordingly, in order to recognize both the current
and future role of long term care pharmacy in meeting the needs of the frail elderly across
care settings, CMS must expand its definition of long term care facility.

2. Dispensing fee definition (Section 423.100) — Pursuant to Section 423.104(h),
PDP and MA —PDPs are required to provide enrollees with access to negotiated prices for
covered Part D drugs included in its plan’s formulary prices. In the preamble, CMS
states that negotiated prices must take into account price concessions such as discounts,
direct or indirect subsidies, rebates and direct or indirect remunerations, and would
include any applicable dispensing fees. CMS is considering three different definitions of
dispensing fee.” Option 1 would differentiate between dispensing a covered part D drug
and administering one in order to restrict the dispensing fee to include only those charges
for pharmacy services related to the preparation and delivery of a covered Part D drug.
Under this option, the dispensing fee could not include any charges associated with
administering the drug once the drug has already been transferred to the beneficiary.
Option 2 includes the activities in Option 1 but in addition, would include amounts for
the supplies and equipment necessary for the drugs to be provided in a state in which they
can be effectively administered. Option 3 would include the activities in Option 2 but in
addition, would include activities associated with ensuring the proper and ongoing
administration of the drugs, such as professional services or skilled nursing visits and
ongoing monitoring by a clinical pharmacist. Option 2 and 3 are framed to be limited to
cases where (a) a typical patient with the condition at issue could not receive the benefit
of the medication in the absence of the associated supplies, and (b) the patient is
receiving home infusion therapy. None of these definitions, however, clearly encompass
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the additional costs associated with dispensing prescriptions in a long term care setting.
These %osts include the cost of delivery, specialized packaging and around the clock
access.

Recommendation: CMS should make clear that dispensing fees must include the
costs associated with dispensing for both retail and long term care pharmacy, including
the costs of specialized packaging, around-the clock service and delivery to the site of
care.

Rationale: While we concur with CMS that Option 1 represents the best reading
of the statute, since it would limit dispensing fees to a transfer of possession of the drug
and would not include any fees associated with administering the drug, the preamble does
not identify the components of a dispensing fee that are associated with the specialized
services provided by long term care pharmacies.

3. Access to covered Part D drugs (Section 423.120) — Sec. 1860D-4(b)(1)(C)(i)
mandates that the PDP sponsor of the prescription drug plan shall secure the participation
in its network of a sufficient number of pharmacies that dispense (other than by mail
order) drugs directly to patients to ensure convenient access (consistent with rules
established by the Secretary). Pursuant to Sec. 1860D-4(b) (1) (C) (iii), the Secretary is
also required to include adequate emergency access for enrollees.

Pursuant to Sec. 1860D-4(b)(1)(C)(iv), the Secretary may, but is not required to, include
standards with respect to access for enrollees who are residing in long term care facilities
and for pharmacies operated by the Indian Health Service, Indian tribes and tribal
organizations, and urban Indian organizations (I/T/U pharmacies).

In the proposed rule, CMS has proposed access standards for retail pharmacy. Instead of
requiring plans to provide emergency access, however, CMS would require that plans
assure their enrollees have adequate access to drugs dispensed at out-of-network
pharmacies. Similarly, while CMS recognizes that LTCPs have a special mission and
that access to such pharmacies should be preserved because it would “greatly enhance
Part D benefits for enrollees in long term care facilities . . . ,” CMS has not promulgated
standards for access to long term care pharmacy, but seeks to preserve access as an “out-
of-network” benefit. CMS’ reluctance to propose LTCP access standards is based upon a
concern that if plans are required to include LTCP in their networks, plans may be forced
to negotiate preferential contracting terms and conditions (relative to the terms they
would offer other retail pharmacies willing to a participate in their network) with a
number of long term care pharmacies in order to meet the requirement.

CMS also recognizes I/T/U pharmacies have a special mission and that access should be
preserved. But unlike LTCP, CMS proposes using its authority to require plans to
approach 1/T/U pharmacies in their plan service areas.

¥ “Institutional Pharmacy Dispensing Cost Study,” BDO Seidman, LLP, April 5, 2002.
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Under the proposed rule (sec. 423.124(a)), out-of-network access is assured only if the
plan has determined that the enrollee could not reasonably be expected to obtain covered
Part D drugs at a network pharmacy. CMS expects, but has not mandated, that plans
provide “out-of-network” access to long term care pharmacy “when a Part D enrollee
resides in a long term care facility and the contracted LTCP does not participate in his or
her plan’s pharmacy network,” and “the enrollee cannot reasonably be expected to obtain
such drugs from a network pharmacy.” CMS seeks comments regarding how to balance
convenient access to LTCPs with appropriate payment to long term care pharmacies
under MMA. Specifically, CMS seeks comments on two approaches: (1) requiring plans
to contract with LTCPs, or (2) strongly encouraging plans to negotiate and include long
term care pharmacies in their plans.

Recommendation 1: NeighborCare strongly endorses requiring plans to include
long term care pharmacies in their network. CMS should use its authority to establish
minimum access standards for long term care pharmacy. Specifically, CMS should:

Amend Section 423.120(a) (1) as follows: ““Convenient access to network
pharmacies — Except as provided in paragraph (a) (3) of this section, a prescription drug
plan or MA-PD, including any fallback, plan must have a contracted retail pharmacy
network, consisting of pharmacies other than mail order pharmacies, sufficient to ensure
that for beneficiaries residing in the prescription drug plan’s service area, as described
in....”

Add new Section 423.120(a)(2) as follows: ““A prescription drug plan, or MA-
PD plan, including any fallback plan, must have a contracted long term care pharmacy
network, consisting of pharmacies other than mail order pharmacies, sufficient to ensure
that beneficiaries residing in or receiving services in a long term care facility have
access to pharmacy services that:

(i) comply with the facility’s legal obligations under federal and state law with
respect to pharmaceutical services, quality control and quality assurance,

(i) ensure 24 hour, seven day a week access to covered Part D drugs,

(iii) provide for emergency access to covered drugs, and

(iv) meet the specialized needs of Medicare enrollees receiving long term care
services.”

Rationale: Under the proposed rule, PDP sponsors would have to contract with
retail pharmacies to ensure convenient access, but would have no obligation to contract
with long term care pharmacies to ensure that the most vulnerable Medicare
beneficiaries, the frail elderly, have access to the specialized pharmaceutical services that
are critical to their health and safety. Instead, CMS suggests that a liberalized out-of-
network standard is sufficient to ensure that residents of long term care facilities obtain
the services they need. Yet, as we have noted above, long term care facility residents
who must go out-of-network to obtain needed prescription drugs incur substantial out-of-
pocket costs because of the differential between the plan allowance (which is based on
retail pharmacy costs) and the usual and customary charges of the out-of-network, long
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term care pharmacy. Under the proposed rule, Section 423.124(b) (2), CMS makes clear
that it is the Part D enrollee who is responsible for this differential. However, the vast
majority of long term care facility residents do not have the resources to pay this
differential. Consequently, they either will be forced to go without the drugs or they will
try to obtain them in-network, through retail pharmacies. Either way, access and quality
control will be irreparably compromised. We believe that CMS has an obligation to
ensure that the Part D drug benefit works to support and not undermine the one nursing
home, one pharmacy relationship that is key to ensuring that nursing facilities are able to
meet federal requirements for participation.

In addition, we question whether the Secretary has the authority to approve a plan that
fails to include long term care pharmacy as an in-network benefit. Under Section 1860D-
11(e)(2)(D), the Secretary may only approve a prescription drug plan if he “does not find
that the design of the plan and its benefits (including any formulary or tiered formulary
structure) are likely to substantially discourage enrollment by certain Part D eligible
individuals under the plan.” For the frail elderly, it is hard to imagine more of a
deterrent to enrollment than a Part D plan that forces beneficiaries to pay out-of-pocket
for covered Part D drugs because the enrollee receives care in a long term care facility.

Finally, while CMS has raised concerns that long term care access standards might force
plans to negotiate preferential contracting terms and conditions with LTCP (relative to
other pharmacies), we note that the market dynamics for long term care pharmacy are
similar to the market dynamics created by the retail pharmacy access standards.
Moreover, long term care pharmacies can provide plans with much needed expertise that
ultimately will help save lives and dollars. In other words, CMS must require plans to
serve the frail elderly across care settings. Once plans understand they must serve this
population, CMS should allow the market (and competition among plans) to drive
negotiations between plans and LTCPs.

In sum, long term care pharmacy must become a required part of every PDP, MA-PD
and fallback plan with appropriate recognition of the critical role that LTCP plays in
assuring that long term care facility quality is maintained.

Recommendation 2: CMS must develop emergency access standards to ensure
appropriate in-network access to prescription drugs on an emergency basis. In particular,
CMS should make clear that plans must provide for emergency dispensing of covered
Part D drugs, whether or not on the plan’s formulary, for residents of long term care
facilities.

Rationale: Although CMS is required, by statute, to establish adequate
emergency access standards for enrollees, CMS has declined to do so because of the
“inherent difficulties in establishing emergency access standards.” Instead, CMS
suggests that establishing a broader out-of- network access standard will suffice. While
out-of-network access will address certain types of emergency situations, there are, as
noted above, costs to the beneficiary. Furthermore, we do not believe that beneficiaries
should have to go out-of -network to address all emergency situations. Specifically,
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CMS must make clear that Plans must provide for emergency dispensing of drugs to long
term care facility residents, where due to the frailty of the population, a 24 hour,
emergency dispensing is needed to address emergent situations such as seizures, pain,
diabetic emergencies, wounds, infections etc. If plans are not required to provide for
emergency medication needs, long term care facilities will be forced to send their
residents to the hospital. The result will be poorer health outcomes and substantially
increased costs.

Recommendation 3: CMS should use its authority under Section 1860D-4(b) (1)
(C) (iv) of the Act to require PDP sponsors and MA-PD plans to contract with 1/T/U
pharmacies in their plan service areas.

Rationale: Plans are required to serve all enrollees within their service area. In
addition, the Secretary may not approve a plan if it substantially discourages certain
beneficiaries from enrolling. Accordingly, plans must be required to include I/T/U
pharmacies in their networks to ensure that all beneficiaries within a service area are
served.

4. Pharmacy Network Contracting Standards (Section 423.120(a)(4)) — As
currently drafted, the proposed rule merely provides that a PDP or MA-PD plan must
contract with any willing provider who meets the plans terms and conditions and may not
require that a pharmacy accept risk as a condition of participation in the plan’s network.
CMS seeks comments as to whether CMS should require that plans make available to all
pharmacies a standard contract for participation in the plan network. However, CMS
recognizes that this requirement would not preclude plans from negotiating terms and
conditions different from those in standard contracts with a subset of pharmacies
including LTCPS. CMS also states that with the exception of 1/T/U and rural
pharmacies, CMS expects that standard contracts would require network pharmacies to
adjudicate drug claims at point of sale.

Recommendation 1: CMS should require that plans make available to long term
care pharmacies a standard long term care pharmacy contract.

Rationale: We agree that CMS should develop standard contracts for
participation in plan networks. However, we have concerns that a standard retail contract
will not adequately recognize or compensate long term care pharmacies for the
specialized services that we provide, that are essential to the needs of long term care
facility residents and assure compliance with state and federal standards. .

Recommendation 2: CMS should amend Section 423120(a) (4) by renumber
subsection (ii) as subsection (iii) and adding new section (ii) as follows:

(if) must contract with any long term care pharmacy that meets the prescription
drug plan’s or MA-PD plan’s standard terms and condition for long term care
pharmacy, and
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Rationale: Plans should be required to contract with any long term care
pharmacy that is willing to accept the terms of the plans’ standard long term care
pharmacy contract.

5. Formulary requirements (Section 423.120(b)) — The LTCPA has provided CMS
with extensive comments regarding formulary issues and NeighborCare fully endorses
these comments. We note that the failure to provide a specialized geriatric formulary for
long term care facility residents is itself, a plan design element likely to discourage a
substantial number of frail elderly beneficiaries from enrolling in a Part D plan.

Recommendation: CMS should use its authority under 1860D-11(e)(2)(D)(i) to
disapprove of any plan that does not provide adequate access to drugs needed to treat the
specialized pharmaceutical needs of long term care facility residents.

6. Formulary changes — (Section 423.120(b) (5)) — With respect to formulary
changes, the proposed rule provides only that a plan must provide at least 30 days notice
to CMS, affected enrollees, authorized prescribers, pharmacies and pharmacists prior to
removing a covered Part D drug from it’s plans formulary, or making any change in the
preferred or tiered cost-sharing status of a covered Part D drug. Additionally, plans are
prohibited from removing a drug from the formulary, or making any change in the
preferred or tiered cost-sharing status of a covered Part D drug during the annual
coordinated enrollment period or three days after the beginning of the contract year.

Recommendation: CMS must add additional protections for targeted enrollees
who are taking drugs that are being removed from a plan’s formulary. Specifically, CMS
should:

Amend section 423.120(b) by adding new subsection (7) (and renumbering the
remaining subsections) as follows:

A PDP sponsor or MA-PD plan:

(i) must continue in-network coverage of a covered Part D drug that has been
removed from its formulary for all targeted enrollees who were receiving that
drug prior to the date of removal unless the plan has received a certification
from the prescribing physician that the enrollee can be safely transitioned to the
new formulary drug without adverse effect, and

(ii) provide for continued in—network coverage of the removed drug during any
such transition.

Rationale: Drug transitions and changes are especially dangerous for targeted
beneficiaries who fit the profile of medically fragile and complex patients. Plans are
responsible for having medication therapy management programs for targeted
beneficiaries. Such programs require active management and monitoring of transitions to
avoid adverse outcomes.
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7. Pharmacy and Therapeutics Committee — The proposed rule only requires that,
minimally, one practicing physician and one practicing pharmacist be independent and
free of conflict of interest and be expert in the care of the elderly or people with
disabilities.

Recommendation: CMS should require that all physicians and pharmacists
serving on a P&T committee have expertise in providing care and prescription drug
therapy to people who are elderly or who have disabilities and all voting members should
be free of conflicts of interests.

Rationale: While the Medicare population is by no means homogeneous, there
are certain shared characteristics including age and disability that distinguish Medicare
beneficiaries from the general population. In order for plans to successfully manage the
treatment needs of this population, they will need P& T committees composed of
physicians and pharmacists with knowledge and expertise in the appropriate fields.
Additionally, while we acknowledge that there is no single industry standard governing
the composition of P&T committees, at NeighborCare, our P&T Committee is composed
of four pharmacy school professors who have no ties to NeighborCare and are experts in
geriatric care, a Medical Director representing one of our customers, NeighborCare’s
Medical Director and a medical ethicist. Only P&T Committee members with no conflict
of interest are able to vote. We believe that the composition of our P&T Committee and
our safeguards against conflicts of interest, ensures that decisions are based on resident
care and outcomes, rather than on financial considerations.

8. Out-of-network Access - In the preamble, CMS states that it expects plans to
guarantee out-of-network access under at least four scenarios including in cases where a
Part D enrollee resides in a long term care facility and the contracted long-term care
pharmacy does not participate in his or her plan’s pharmacy network. However, the
proposed rule only states that a plan must assure out-of-network access “when enrollees
cannot reasonably be expected to obtain such drugs at a network pharmacy.”

Recommendation 1: CMS must state its expectations (including access to out-of-
network long term care pharmacy) as requirements in the actual regulation text.

Rationale: The current text does not adequately protect residents who need to go
out-of-network to obtain covered Part D drugs.

Recommendation 2: CMS needs to clarify the process for appeal of any adverse
decision with respect to out-of-network access.

Rationale: Under the proposed rule, plans have broad discretion to decide when
to provide out-of-network access. If a plan denies out-of-network access and refuses to
pay even the plan allowance, it is not clear how the dispute is adjudicated.
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Recommendation 3: CMS needs to clarify that the out-of-network access
standards also apply to fallback plans.

Rationale: Section 423.855 provides that fallback plans must meet all the
requirements of a PDP sponsor except that it does not have to be a risk-bearing entity.
Fallback plans must also meet other requirements as specified by CMS. For clarity, CMS
must state that fallback plans also must meet the out-of-network standards established
under Section 423.124.

9. Treatment of Out-of-network Cost Differential — Currently, the proposed rule
provides that beneficiaries are responsible for the differential between the plan’s
allowance and the out-of-network pharmacy’s usual and customary charges. Plans are
financially “held harmless” for out-of-network use by enrollees. CMS believes this is
necessary to curb unnecessary use of out-of-network pharmacies and to ensure that plans
can achieve cost savings.

Recommendation: As noted above, NeighborCare believes that access to long
term care pharmacy should be required as an in-plan benefit. However, to the extent that
dual eligible plan enrollees must obtain drugs out-of-network because in-network access
is not reasonable, CMS must: (1) clarify that CMS will pay the cost differential; (2)
amend Subpart G to clarify that CMS is responsible for paying the cost differential
subsidy for dual eligibles directly to the out-of-network pharmacy (3) ensure that plans
are monitoring out-of-network use closely and are reporting data to CMS.

Rationale: While CMS has made clear that plan enrollees are responsible for the
cost differential when they must go out-of-network for covered Part D drugs, dual
eligibles are, by definition, impoverished, and will not be able to pay these costs without
government subsidy. Unless CMS identifies how these costs will be covered and how
out-of-network pharmacies will be paid, dual eligible enrollees effectively will be denied
access to out-of-network coverage. We also believe that out-of-network utilization must
be closely monitored because high utilization of out-of-network pharmacies may indicate
that plan formularies are too restrictive or that plans are not making needed drugs
available.

10._Waiver of public disclosure requirements (Section 423.132): Plans must
disclose the differential between the price of dispensed drug and the price of the lowest
price generic version available at the pharmacy. This requirement is waived for certain
types of pharmacies such as I/T/U pharmacies. However, only the timing of the notice is
changed for LTCP.

Recommendation: We recommend that this notice be waived for LTCP

Rationale: Disclosure of this information will have little or no impact on the
prescribing behavior of treating physicians in a long term care setting, but will increase
administrative burden, thereby increasing costs.
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11. Subpart D — Cost Control and Quality Improvement Requirements: Under
the Act and proposed Section 423.153(d), each PDP sponsor and every Medicare
Advantage organization offering a Medicare Advantage Prescription Drug Plan (MA-PD)
must have: (1) a cost-effective drug utilization management program, (2) a quality
assurance program, and (3) a Medication Therapy Management Program (MTMP).

(1) Cost-effective Drug Utilization Management Program (CDU) — The proposed
rule identifies only two elements of a CDU program: incentives to reduce costs when
medically appropriate; and policies and systems to assist in preventing
over/underutilization of prescribed medication. These two elements focus only on the
cost of medications themselves and not on the total medical costs of treating a particular
beneficiary. By focusing on the cost of medications only, CMS promotes a system that is
very likely to create greater incentives to under-treat or ineffectively treat Medicare
beneficiaries in order to demonstrate cost savings. In order to avoid this result (which
can endanger the frail elderly and other Medicare beneficiaries with chronic illness), any
CDU system must also be linked to clinical outcomes that are tracked and reported.

(2) Quality Assurance — The proposed rule requires each plan to have a quality
assurance program that includes measures to reduce medication errors and adverse drug
reactions and includes processes for drug utilization review, patient counseling, and
patient information record-keeping. These requirements, however, do not go far enough
to identify the elements of a quality assurance program or to require plans to collect data
and to respond to identified issues. We note that under current Medicare regulations,
Medicare Advantage plans must have QA systems that: (1) measure performance using
CMS defined standard measures that relate to both clinical and non-clinical areas and,;
(2) achieve minimum performance levels that CMS establishes locally, regionally or
nationally with respect to the standard measures. We believe that at-risk PDP plans and
MA-PD plans should be held to similar standards. A defined set of measures and defined
minimum performance levels can lead to the development of quality report cards and
other reports that help consumers make informed choices about Part D plans based upon
quality.

(3) Medication Therapy Management Programs (MTMP) — Under the proposed
rule, plans must have MTMPs for all targeted beneficiaries and must meet two
requirements: 1) improved medication use that optimizes therapeutic outcomes, and 2)
reduced risk of adverse events. LTCPs, such as NeighborCare, use MTMP to proactively
manage the pharmacotherapy of frail elders in long term care settings. We therefore have
a number of specific comments and recommendations with respect to the MTMP
provisions of the proposed rule.

Recommendation 1. While CMS would like to give plans some flexibility to
decide whom to target for the medication therapy management program, we strongly
believe that all long term care residents should be deemed targeted beneficiaries.
Therefore, CMS should amend Section 423.153(d) (2) to add to the end of subsection (iii)
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“,or” and add new subsection (iv) as follows: “Are residents of a long term care
facilities.”

Rationale: Long term care facility residents are among the heaviest users of
health care services, including prescription drugs and fit the profile of targeted
beneficiaries which, by statute, are defined as Part D eligible enrollees who have multiple
chronic diseases, are taking multiple covered Part D drugs and have high drug costs. In
fact, medication therapy management is an integral component of what long term care
pharmacy provides to these residents. Yet, because PDP plans have a financial incentive
to cut their costs, including costs for medication therapy management programs, and are
not accountable for total health care costs, plans are unlikely to target long term care
facility residents for medication therapy management unless CMS requires them to do so.
If CMS does not require plans to target long term care facility residents for medication
therapy management programs, CMS is likely to spend much more on the cost of
avoidable hospitalizations.

Recommendation 2: CMS must require PDP and MA-PD plans to provide a
MTMP to targeted beneficiaries that meets specific requirements. Specifically, CMS
should:

Amend Section 423.153(d) to add new section (2) as follows:
(2) A mediation therapy management program, at minimum, should include:

(i) an assessment of the targeted beneficiary’s drug therapy,

(i) a system to ensure that medications are dispensed to the right targeted
beneficiary in the right form and correct amount and can meet emergency
needs,

(iii) a system for data tracking, monitoring, evaluating patient outcomes
include adverse events and drug errors, and

(iv) a staff of licensed pharmacists with specialized expertise in the
management of drug therapy for targeted beneficiaries.

Rationale: While the proposed rule addressing the MTMP identifies important
goals, CMS must go further to identify what plans must do to achieve these goals.
Specifically, CMS must identify the basic elements of an MTMP plan and must hold
plans accountable for MTMP activities and associated health and quality outcomes. This
is especially critical given the structure of the new Part D benefit, which gives PDPs
financial incentives to control costs through restrictive formularies and coverage denials,
but does not hold them accountable for adverse health outcomes that are likely to result
when authorization for needed drug therapy is withheld or delayed.

NeighborCare’s MTMP program consists of the following elements:

1. Prospective Admissions Screening — a review of hospital discharge orders for
appropriate recommendations with respect to possible allergies, drug interactions, generic
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or branded lower cost alternative drug products, long acting products and preferred
products.

2. Point of Service Interchange Program — Operations Pharmacists’ intervention
to review the resident’s drug regimen for utilization of high cost medications, doses,
dosage form and packaging issues and clinical assessment based on evidence-based
treatment protocols.

3. A Retrospective Drug Regimen Review — a patient specific, clinical initiative
driven by consultant pharmacists in the long term care facility that employs automated
consultant software supported by clinical guidelines.

4. A Retrospective Utilization Review — an opportunity for further drug
conversion that identifies trends in physician acceptance/resistance, calculates projected
savings and permits nursing facility staff to establish cost management programs with
prescribers on staff.

Through each of these steps, data tracking is integral to our operations. By tracking
various data elements, we are able to optimize clinical care and cost savings, while
reducing adverse events. CMS should require no less of PDP and MA-Plans that will
become responsible for the administration of the new Part D drug benefit.

12. Subpart M — Grievances Coverage Determinations and Appeals — The
proposed rule sets forth requirements for the exception determination process. While only
the enrollee, the enrollee’s representative or the enrollee’s prescribing physician can
request an exception, the rule does not identify who, within the plan, is qualified to make
decisions about exception requests. The rule also fails to adequately identify the standard
of review. (See comment 13 below).

Recommendation: Only a physician or pharmacist with specialized experience
relevant to the patient population, who has no conflict of interest, should be qualified to
make a decision about an exception determination.

Rationale: The decision maker should be impartial and knowledgeable.

13. Clarification of Coverage Standard — Under Section 423.752, plans may be
sanctioned with civil fines and penalties for substantially failing to provide medically
necessary services that the organization is required to provide (under law or under
contract) to a PDP enrollee, and that failure adversely affects (or is substantially likely to
adversely affect) the enrollee. We note, however, that neither the statute nor the contract
provisions in Section 423.505(b) state that plans are required to provide medically
necessary prescription drug coverage.

Recommendation 1: CMS must amend the rule to make clear that the standard for
coverage is “medically necessary” prescriptions. Specifically, CMS should:
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Amend Section 423.505(b) to include new subsection (4), (and renumber t