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CMS Issues Proposed Rule on the Part D
Drug Benefit

In a long anticipated announcement, the Centers for Medicare and Medicaid

Services (CMS or the Agency) released a notice of proposed rulemaking (NPRM)

on Monday, July 26, 2004, regarding the new Medicare prescription drug benefit.

This proposed voluminous rulemaking will have a profound effect on the entire

health care marketplace. Running 1342 pages in length and divided into eighteen

subparts, the proposed regulation provides stakeholders with significant insight into

CMS’ vision of how it plans to implement the largest title of the Medicare

Modernization Act (MMA or the Act). Organizations interested in submitting com-

ments must do so by October 3, 2004.

This alert provides a summary of the key regulatory issues that will interest phar-

maceutical manufacturers, plans, employers, pharmacists, health care providers,

financial institutions, and others. The regulation interprets several major statutory

provisions in a creative manner, though not necessarily envisioned by Congress.

Notably, the NPRM permits charitable organizations’ contributions to count

toward a beneficiary’s annual out-of-pocket catastrophic limit of $3,600 and

imposes a less restrictive asset test on beneficiaries seeking to qualify for the MMA’s

low-income subsidies. The regulation also clarifies ambiguities that exist under the

statute, including aspects of electronic prescribing, employer subsidies, the role of the

United States Pharmacopoeia and P&T committees in formulary development, and

the role of CMS in reviewing plans’ bids, beneficiary appeals, and pharmacy access.

Background

On December 8, 2003, President Bush signed the MMA into law. The Act consists

of twelve titles, one of which creates the new Medicare Part D Program, a voluntary

outpatient prescription drug benefit for Medicare beneficiaries. Beginning in 2006,

all Medicare beneficiaries will be entitled to subsidized prescription drug benefits

delivered through a stand-alone prescription drug plan (PDP) or, if they choose, a

Medicare Advantage (MA-PD) plan. Under these plans — offered at an estimated

premium of approximately $35 per month — beneficiaries will be entitled to receive

coverage for a minimum of two drugs per therapeutic class.
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tute legal advice.This information is not intended
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The major policy goal of Part D, while controversial, is

straightforward. While maintaining the Medicare entitlement,

Congress sought to establish an attractive privately-delivered

benefit that would provide incentives to other payers to

maintain coverage. With 75 percent of Medicare beneficiaries

already receiving some form of assistance with their prescrip-

tions, Congress did not wish to simply replace private cover-

age with public dollars.

The NPRM does not address every issue that will have to be

considered as part of the implementation process for the Part

D benefit. Additional “guidance documents” are expected in

the upcoming months or may be provided in the final rule-

making.

This Alert summarizes each of the subparts contained in the

proposed rulemaking. A table of contents of the subpart sum-

maries is listed to the right.
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Subpart A:  General Provisions

Actuarial Equivalence

This section defines many of the key terms used in the Act,

including “actuarial equivalence.” Generally, “actuarial

equivalence” is defined to mean “the dollar value of drug cov-

erage for a set of beneficiaries under one plan can be shown to

be equal to the dollar value for those same beneficiaries under

another plan.” However, CMS proposes a flexible definition

of the term because it must be used to define credible drug

coverage, to determine the value of drug coverage and bid

components, and to calculate the subsidy payments for

employer or union sponsors of qualified retiree coverage.

Accordingly,“actuarial equivalence” will represent a “state of

equivalent values demonstrated through the use of generally

accepted actuarial principles.”

In the NPRM, CMS recognizes the need to address whether

actuarial equivalence is determined from the perspective of

the plan or the beneficiary, but it does not definitively decide

this issue. CMS pledges to provide “additional guidance” at

a later date. Employers will need to continue to review these

guidance documents carefully as they make decisions regard-

ing the level of their contributions to their retiree benefit 

programs.

Geographic Regions

CMS has deferred the issue of defining geographic regions for

PDPs and regional MA-PDs. Consistent with the statute,

CMS is undertaking a market survey to determine the

appropriate number of regions. Additionally, the Agency is

holding Open Door forums designed to solicit comments.

The Act requires that there be no fewer than 10 regions and

no more than 50, though many speculate that the number will

not exceed 15. The boundaries and number of the regions

may affect private plans’ willingness to participate in the

Program.

The rule does make clear that the regions for regional MA

plans and PDPs will likely be the same, though CMS 

ultimately reserves judgment on this point. Local MA plans,

however, will be able to establish their own service areas. All

PDPs and MA-PDs, whether regional or local, will operate

under “consistent” regulations.

Application of Anti-Kickback Laws and Self-Referral
Laws

CMS is careful to state that Part D guidance may not be used

to defend conduct that violates the fraud and abuse laws.

Specifically, the rulemaking states that “the financial relation-

ships that exist between or among PDP sponsors, health care

professionals (including physicians and pharmacists) and

pharmaceutical manufacturers may be subject to the anti-

kickback statute, and if the relationship involves a physician,

the Stark statute.” This provision is likely to disappoint many

stakeholders who had hoped the rule would provide more

clarity regarding the application of these laws to this new pro-

gram. Interested parties may wish to comment regarding the

appropriate application of certain anti-kickback and self-refer-

ral safe harbors and exceptions to the new Part D benefit.

User Fees

The “user fees” established under section 1857(e)(2) of the Act

are discussed in the proposed rule. The user fees will offset

some of the “on-going costs” of the required beneficiary edu-

cation campaign and the counseling assistance. Under the

Act, user fees cannot exceed $200 million or some applicable

portion thereof.

Subpart B:  Eligibility and Enrollment

Subpart B establishes the rules for beneficiary eligibility and

enrollment. Under this section, all Medicare beneficiaries will

be able to enroll in a PDP or an MA-PD plan. Consistent

with the statute, each individual will have a choice of at least

two qualifying plans, one of which must be a PDP.

Generally, in order to enroll in a PDP, the beneficiary must

reside in that plan’s service area. Prisoners and persons living
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outside the United States will be ineligible for Part D 

coverage.

If an individual is enrolled in an MA-PD plan, then he or she

must obtain coverage through that plan. Additionally, if an

individual is enrolled in an MA plan with no prescription

drug coverage, that individual may not enroll in a PDP unless

he or she is enrolled in either an MA private fee-for-service

plan that does not provide qualified prescription drug cover-

age or an MSA plan.

Automatic Enrollment Provisions for Duals

Generally, an individual eligible for Part D must complete a

PDP’s application in order to enroll. Full-benefit dual eligible

beneficiaries who fail to enroll in a PDP or an MA-PD plan,

however, will be enrolled automatically into a “prescription

drug plan.”

Interpreted literally, this language would suggest that such

individuals would be automatically enrolled in a PDP.

However, individuals having an MA plan without prescription

drug coverage cannot be enrolled in a PDP due to the 

eligibility rules discussed above. To avoid this conflict, the

proposed rule interprets the term “prescription drug plan” to

mean both PDPs and MA-PDs. This interpretation allows

current Medicaid-enrolled individuals with managed care

plans to be automatically enrolled in an MA-PD. Some crit-

ics of managed care plans may find fault with this approach,

though there is a statutory inconsistency in the automatic

enrollment rules that needs to be resolved. Significantly, ben-

eficiaries will still retain the option of disenrolling from the

MA plan and enrolling into traditional fee-for-service

Medicare and obtaining a stand alone PDP benefit.

Full-benefit dual eligible individuals can only be automatically

enrolled in plans having a monthly beneficiary premium that

is equal to or lower than the low-income subsidy. If these

individuals are originally enrolled in Medicare Advantage and

fail to enroll in an MA-PD, they cannot be automatically

added to that MA organization’s prescription drug plan if that

plan’s premium is higher than the subsidy amount. CMS

seeks comments on this issue.

Non-Discrimination Among Plans

In a significant change from current Medicaid policy, but con-

sistent with the statute, automatic enrollment will involve all

plans that have premiums equal to or lower than the low-

income subsidy. Unlike the situation that often applies in a

Medicaid context, Medicare will not permit discrimination

against any Medicare approved plans. CMS is still considering

whether CMS, the States or contractors should perform this

automatic and random enrollment function.

Enrollment Issues

The NPRM establishes: (1) an initial enrollment period

when individuals are first eligible to enroll in a Part D plan

(which is generally consistent with Part B rules); (2) an

annual coordinated election period; and (3) special enrollment

periods where an individual can disenroll from one PDP and

enroll in another. Special enrollment periods are granted for

involuntary loss of coverage (failure to pay a premium is con-

sidered voluntary), non-notification of creditable coverage,

erroneous enrollment, and in exceptional circumstances.

CMS is soliciting comments to determine those exceptional

circumstances. Beneficiaries will not be required to actively

re-enroll each year. An individual will enroll in or disenroll

from a PDP directly through the PDP sponsor, which will

notify CMS.

PDPs are required to disenroll individuals who die, lose enti-

tlement, no longer qualify for Part A or Part B benefits, make

material misrepresentations, fail to pay monthly premiums, are

“disruptive,” or no longer reside in the PDP service area.

CMS is considering whether an individual can be prohibited

from re-enrolling in a PDP once a PDP has disenrolled

them.

Designed to encourage early enrollment in Part D, the MMA

requires eligible individuals to pay a late penalty if they are not

covered under any creditable prescription drug coverage or
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are not enrolled in a PDP or MA-PD plan 63 days following

the last day of the individual’s initial enrollment period.

CMS defends this provision by arguing that it is necessary to

ensure the financial integrity of the Part D benefit.

Price Comparisons

CMS will disseminate information discussing benefits, for-

mularies, monthly premiums, cost sharing, quality, perfor-

mance, and results of consumer satisfaction surveys to

beneficiaries at least 30 days prior to the initial enrollment

period. CMS is also considering requiring PDP sponsors and

MA organizations to provide price comparison information

in an effort to stimulate drug cost savings. The Agency intends

to replicate the comparison information provided in the

Medicare Prescription Drug Discount Card Program.

Marketing Requirements   

Consistent with current Medicare Advantage rules, PDP

sponsors must submit marketing materials for approval to

CMS at least 45 days before the date of distribution.

However, under a “file and use” exception, organizations that

have demonstrated to CMS that they have met a specific 

standard of performance over a continual basis will have cer-

tain types of marketing materials deemed approved if CMS

has not disapproved them within 5 days of submission. Swift

approval of marketing materials will be welcomed by insurers.

In the NPRM, CMS raised many questions regarding the

nature and extent of information that should be made avail-

able to PDP sponsors and MA organizations. CMS asks

whether beneficiaries should be able to choose not to have

their information shared with the plans, if plans should only

be permitted to contact beneficiaries through written com-

munications, and whether communications would be limited

to specific, scheduled times during the year.

Creditable Coverage

The presence or absence of creditable coverage is a key issue

in determining and applying late enrollment penalties. No

late enrollment penalty may be applied for periods a benefi-

ciary has “creditable coverage.” The regulation defines “cred-

itable coverage” to include coverage under a PDP or

MA-PD, Medicaid, a group health plan, a State

Pharmaceutical Assistance Program (SPAP); veteran’s cover-

age, Medigap, or military coverage if the benefit is at least

actuarially equivalent to the Medicare benefit. CMS is con-

sidering expanding this list to include health insurance poli-

cies sold in the individual market and coverage provided by

the medical care programs of the Indian Health Service, a

Tribe or Tribal organization, or an Urban Indian organization.

Organizations providing “creditable” coverage must notify

recipients regarding the nature of the coverage.

Subpart C:  Voluntary Prescription Drug Benefit
and Beneficiary Protections

Covered Drug Defined

The NPRM clarifies the definition of a “covered Part D

drug.” Consistent with the statute, a covered Part D drug

must be available only by prescription, approved by the FDA,

used and sold in the United States, and used for a medically-

accepted indication. Under the statute, medically accepted

indication is defined as “any use for a covered outpatient drug

which is approved under the Federal Food, Drug, and

Cosmetic Act, or the use of which is supported by one or

more citations included or approved for inclusion in any of

the compendia.” Manufacturers interested in the off-label

implications of coverage under Part D should pay particular

attention to this section as well as the rule’s access provisions.

The definition of the NPRM includes prescription drugs,

biological products, insulin, and medical supplies associated

with the injection of insulin which CMS interprets to mean

syringes, needles, alcohol swabs, and gauze.

DME manufacturers looking for a broader interpretation of

“medical supplies” will be disappointed by the limited num-

ber of such products included in the Part D benefit. Since the
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passage of the MMA, DME manufacturers have sought to

interpret the term “supplies” in a manner that would permit

them to obtain coverage under Part D so as to avoid or min-

imize concerns about reimbursement reductions contained in

DME-specific portions of the statute.

In accordance with the MMA, Part D will not cover drugs

that are excluded or otherwise restricted under Medicaid,

except for smoking cessation agents. Accordingly, Part D will

not cover products used for anorexia, weight loss or gain, fer-

tility, cosmetic purposes, hair growth, cough and cold symp-

tom relief, prescription vitamins and mineral products

(other than prenatal vitamins and fluoride), nonprescription

drugs, barbiturates, and benzodiazepines. Such drugs may, of

course, be provided separately by SPAPs. The value of these

drugs when covered by a SPAP will not count towards a ben-

eficiary’s out-of-pocket catastrophic limit.

Part D will not cover an outpatient drug when a manufacturer

requires, as a condition of sale, that tests or monitoring ser-

vices associated with the drug be purchased from the manu-

facturer or its designee. CMS believes that this last exclusion

might not be broad enough to reach all inappropriate tying

arrangements, and thus seeks public comments on this issue.

Manufacturers who bundle some of their products together in

the manner described above may want to comment on the

appropriate scope of the exclusion.

Intersection of Part B and Part D Issues

An individual will not receive Part D drug coverage if either

Medicare Parts A or B make payment available for the drug as

prescribed and dispensed or administered to that individual.

The intersection between Part B and Part D coverage rules

may prove to be one of the most complex areas to navigate for

PDPs, manufacturers, and others. CMS emphasizes that the

definition of “payment available” under Part B will vary

because local coverage decisions (LCDs) vary by carrier.

Manufacturers may wish to reexamine some of their coverage

decision and reimbursement strategies in light of this and

other aspects of the relationship between Parts B and D.

Dispensing Fees

CMS does not propose a specific definition of “dispensing

fees.” Instead, CMS sets out three options and invites com-

ments. Option 1 includes only activities related to the trans-

fer of possession of the covered Part D drug from the

pharmacy to the beneficiary, including charges for mixing

drugs, delivery, and overhead. Option 1 would not include

any activities beyond the point of sale or activities by any enti-

ties other than the pharmacy.

Option 2 adds to Option 1 the supplies and equipment that

the drug requires for effective administration. It includes sup-

plies, equipment, and professional services for drug adminis-

tration, but only when a typical patient with the condition

could not otherwise benefit from the medication and the

patient is receiving home infusion therapy.

Option 3 adds to Option 2 the activities associated with prop-

er ongoing administration and monitoring.

CMS believes that Option 1 adheres most faithfully to the

statute, but it notes that Options 2 and 3 would eliminate cur-

rent coverage gaps for home infused drugs and might be con-

sidered essential for the Part D drug benefit to be

implemented successfully. CMS expresses concern about

what it sees as the potential for double billing to occur

under these options, where Part A, Medicaid, or supplemen-

tal insurance cover skilled nursing costs or where these costs

fall under the quality assurance and medication therapy man-

agement programs PDP sponsors and MA organizations

must offer. CMS stresses that the definition of dispensing fees

it promulgates will apply only to Part D, not Part B.

LTC Pharmacies

Long-term care facilities, intermediate care facilities for the

mentally retarded, and any other facilities that are included as

Part D pharmacies should comment on CMS’s proposal to

define long-term care facilities as skilled nursing or nursing

facilities. The rulemaking begins to address the statutory

problem related to how nursing home residents will receive
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their prescription drug coverage. Additional clarification will

be necessary, however. Nevertheless, under the rule, pharma-

cies associated with long-term care facilities now have the

potential to contract separately from retail pharmacies with

PDP and MA-PD plans.

Requirements for Qualified Drug Coverage

The proposed regulations also discuss the requirements for

qualified drug coverage. CMS requires a PDP sponsor to offer

its plan to all Part D eligible individuals in the plan’s service

area. MA-PD plans operate under slightly different rules

because they are eligible for a capacity waiver. For both PDPs

and MA-PDs, though, qualified coverage must be either pro-

vided through standard or alternative coverage.

Beneficiary’s Incurred Costs

The proposed regulations discuss whether certain expendi-

tures should count against a beneficiary’s incurred costs for

purposes of reaching the Part D catastrophic benefit. In gen-

eral, only a beneficiary’s personal expenditures will  be

counted. However, in a decision with huge potential conse-

quences, CMS permits the “persons” that may assist a benefi-

ciary with such expenditures to include charitable

organizations. By undertaking this action, CMS addresses one

of the more controversial aspects of the law. The Agency’s

actions minimize the likelihood that manufacturers will want

to negotiate separate agreements with SPAPs, whose gap-fill-

ing expenditures clearly count under the MMA toward the

catastrophic limit.

Despite the welcome news on charitable organizations, man-

ufacturers should consider commenting on whether their

patient assistance programs should be treated in a manner sim-

ilar to other charitable foundations and under what circum-

stances they might contribute to charitable foundations

offering to gap-fill. The Agency is looking for public com-

ments on the fraud and abuse implications of these questions.

Negotiated Prices 

The MMA requires PDP sponsors and MA organizations to

provide beneficiaries access to negotiated prices. These

negotiated prices must take into account negotiated price

concessions such as discounts, subsidies, rebates, and applica-

ble dispensing fees. Even if the benefit falls within the Part D

“gaps,” the beneficiary must still receive access to the negoti-

ated price. Prices negotiated with manufacturers for covered

Part D drugs or qualified retiree prescription drug plans will

not affect the Medicaid “best price.”

Part D plans must disclose to CMS all aggregate negotiated

price concessions from each pharmaceutical manufacturer

that they pass through to Medicare in the form of lower sub-

sidies or to beneficiaries through lower premiums and prices.

This information will receive the same confidentiality as

Medicaid pricing data, but OIG and CMS may still audit and

evaluate the information. Interested parties may wish to com-

ment on the level of discounts that plans will be expected to

provide directly to beneficiaries. The statute permits plans to

retain some of the negotiated price concessions, but manu-

facturers and others may argue that CMS should use its regu-

latory authority to require that all discounts be passed

directly to beneficiaries.

Pharmacy Access

In accordance with the MMA, the proposed regulations

divide pharmacy access considerations by population density

- urban, suburban, and rural. A Part D plan would have to

meet or exceed access standards across the regions in which it

operates. Moreover, since CMS counts only retail pharmacies

for the purposes of access, pharmacy location could become

an additional element of negotiation for plan providers and

pharmacies. Because CMS permits contracting with phar-

macies outside of plan service areas, the regulations could cre-

ate strategic opportunities for retail pharmacy chains. The

regulations also discuss long-term care pharmacies and

CMS’s consideration of whether to require PDPs and MA-

PD plans to offer at least the same terms as their standard
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pharmacy contracts to some or all of the long-term care phar-

macies in their service areas. CMS calls for comment on the

issue of access to long-term care pharmacies.

The proposed regulations make it clear that modification of

pharmacy contractual terms is not prohibited by the “any

willing pharmacy” provision found in the MMA. This posi-

tion reflects an intent to give meaning to the statute’s tiered

pharmacy provisions. Accordingly, the regulation permits

varying cost-sharing based on a particular pharmacy’s status

within the plans’ network, allowing some to be “preferred.”

CMS will examine network designs to make sure that the dif-

ference does not effectively discourage enrollees in certain

areas from enrolling in the plan. The Agency also asks for

comment on whether it should require plans to offer a 

standard contract.

P&T Committees

CMS requires plans to use a pharmaceutical and therapeutic

(P&T) committee to develop and review their formularies. A

majority of the members must be practicing physicians or

pharmacists and at least one must be an expert in the care of

the elderly and disabled. The proposed regulation makes the

committee’s recommendation binding on the plan and asks

for comments on this important issue. It also mandates that at

least one practicing pharmacist and physician be independent,

meaning that they have no financial or other stake in formu-

lary determinations. This means that the independent expert

must not have ties to plan sponsors and pharmaceutical man-

ufacturers. CMS solicits comment on whether additional

committee members should have to meet this independence

requirement.

The proposed regulations state that CMS has asked the U.S.

Pharmacopoeia (USP) to develop model guidelines which

will list drug classes that plans may use to develop formularies.

The model provisions will include at least one drug approved

by the FDA for the indication in each class, although off-label

drugs may also be included. CMS “strongly encourages” pre-

scribers to document and justify off-label use in clinical

records. CMS envisions multiple consultations and a public

meeting with various stakeholders on the questions. These

forums will identify current best practices in formulary

development. Plans will retain the flexibility to develop their

own classification systems, but, if they use this authority, CMS

will exercise a more in-depth review of their benefit design.

Plans adhering to the USP model will still be reviewed by

CMS with respect to the specific drugs the plans place on the

formularies and the potential for adverse selection.

Beneficiaries and pharmaceutical manufacturers should gen-

erally be pleased by the direction of the formulary language.

CMS’ exercise of its authority to discourage selection bias may

make it more difficult for plans to fully leverage their statuto-

ry authority to limit the number of drugs in each therapeutic

class. CMS promises strict enforcement of the rules on P&T

committees and coverage determination and appeals 

processes.

The preamble to the proposed rule lists a number of mecha-

nisms that plans may use to generate cost savings for both the

plans and the government, including increased generic use,

tiered cost-sharing, prior authorization, therapeutic inter-

change, step therapy, and the use of mail-order pharmacies.

CMS seeks comments on balancing this flexibility with the

potential negative impact on vulnerable populations, such as

enrollees in long-term care facilities who may require special

treatment.

The proposed regulations also discuss what information the

plans must disclose to beneficiaries, including any price dif-

ferential between a covered Part D drug and the price of the

lowest-cost generic available at the pharmacy that is being

used. The proposed regulations require this disclosure at the

time of purchase or delivery for mail-order drugs. CMS pro-

poses waiving this requirement in certain situations, such as

where pharmacies are out-of-network, serve Native

Americans, or are located in U.S. territories. Furthermore,

CMS would waive the requirement if the individual is in an

MA private fee-for-service plan that offers qualified 
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prescription drug coverage and provides access to all phar-

macies without regard to network status and without addi-

tional cost-sharing.

Subpart D:  Cost Control and Quality
Improvement Requirements

Subpart D requires each Part D plan to implement cost con-

trol and quality improvement programs. Specifically, these

programs will include cost and utilization management pro-

grams, quality assurance programs, medication therapy man-

agement programs (MTMPs), programs to control fraud,

abuse, and waste, CMS consumer satisfaction surveys, elec-

tronic prescription programs, and procedures for the approval

of accreditation mechanisms as a basis for determining com-

pliance. Each of these requirements is discussed in greater

detail below.

Significant differences among these requirements should be

noted. For instance, MTMPs typically involve customized

patient care, whereas drug utilization management programs

and quality assurance programs generally assume population-

based approaches. Private fee-for-service MA plans that

offer qualified prescription drug coverage are exempted from

the requirements to implement drug utilization manage-

ment programs and MTMPs. Since industry practices for

MTMPs are not particularly well-established, CMS specifi-

cally has requested comments on the MTMP requirement.

Cost and Utilization Management Programs

The proposed regulations state that a cost-effective drug uti-

lization management program should incentivize the medi-

cally appropriate reduction of costs, such as by facilitating the

selection of less expensive products through the assignment of

different dispensing fees. CMS invites comments as to

whether specific industry standards for cost effective drug uti-

lization management should be adopted in the final rule.

CMS also requests comments on whether the Part D Plan’s

P&T Committee should provide direction and oversight

over the cost-containment and/or the quality assurance pro-

grams. The Agency notes that proper utilization programs

should contain controls to prevent unnecessary interruptions

in drug therapy, such as advance notification of refill require-

ments.

Quality Assurance Programs

Quality assurance programs should reduce medication errors

and adverse drug interactions, improve medication use, and

promote drug utilization review, patient counseling, and

record-keeping. Elements that are recommended but not

required for quality assurance systems include electronic pre-

scribing, clinical decision support systems, educational inter-

ventions, bar codes, adverse event reporting systems, and

provider/patient education.

CMS notes that while the term “medication error” is not

defined, error rates may be required in future reports and as a

basis for comparison among plans. The Agency invites com-

ments as to whether the definition of this term being offered

by the FDA and NCC MERP should be formally adopted in

this context.

The proposed regulations require the implementation of

mechanisms to ensure compliance with the quality assurance

programs and request comments on enforcement mecha-

nisms. CMS notes that Quality Improvement Organizations

(QIOs) will offer assistance with quality improvement 

practices.

Medication Therapy Management Programs (MTMPs)

In the NPRM, the Agency notes that enrollee counseling,

drug regimens, and monitoring of adverse drug events will

facilitate the goal of improved therapeutic outcomes for

beneficiaries with multiple chronic diseases who take multi-

ple Part D covered drugs and whose annual costs exceed a

certain designated level. CMS intends to delegate the deter-

mination of that designated level to the private drug plans, but

it requests comments on the issue. Comments are also

requested to clarify which clinicians, other than pharmacists,
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may furnish such services. CMS envisions a spectrum of

MTMP services involving a collaborative effort between

pharmacists and physicians.

The Agency states that the cost of an MTMP is not an addi-

tional benefit, but is, instead, an administrative cost.

Comments are solicited on the means of integrating MTMPs

and financial incentives into the Medicare Chronic Care

Improvement program (CCIP), a separate program established

under the MMA to manage the care of beneficiaries in the

Medicare fee-for-service program who suffer multiple

chronic conditions.

The proposed regulations state that fees for MTMP services

should reflect the time and resources that were invested,

should be distinguished from dispensing fees, and should be

kept confidential as part of the administrative overhead costs

in a plan bid. Following the statute, the regulations do not

require that providers be paid a set amount for MTMP ser-

vices. Moreover, CMS does not intend to adjudicate fee-

related disputes.

Programs to Control Fraud, Abuse, and Waste

The NPRM also focuses on the implementation of programs

to prevent fraud, abuse, and waste. According to the regula-

tion, these programs should control expenditures, evaluate

internal monitoring procedures, and identify and respond to

potential abuses among providers. CMS suggests that self-

reporting on data analysis, resources, tools, or trend analysis

may be helpful in supporting this objective.

CMS Consumer Satisfaction Surveys

CMS envisions using annual consumer satisfaction survey

tools similar to the Consumer Assessment of Health Plans

(CAHPS) instrument. The Agency believes this will provide

useful comparative information regarding qualified prescrip-

tion drug coverage. CMS plans to work with the Agency for

Healthcare Research and Quality (AHRQ) to develop this

tool.

Electronic Prescription Programs

The MMA requires voluntary initial standards pertaining to

the electronic prescription program to be adopted by

September 1, 2005. Final standards should be published by

April 1, 2008 and will be made effective one year thereafter.

The National Committee on Vital Health Statistics

(NCVHS) and select stakeholder representatives will develop

recommendations. A voluntary pilot project will be

launched from January 2006 through December of 2006

unless final standards are implemented on an expedited basis.

Notwithstanding the requirement that plans have the capac-

ity to support the final e-prescribing standards, CMS notes

that there is no requirement that prescriptions be written or

transmitted electronically. CMS wishes to incentivize elec-

tronic prescribing, however, by having separate or differential

payments made to physician who utilize electronic systems.

CMS cautions that such payments must not violate other State

or federal laws, including the fraud and abuse prohibitions.

Accreditation 

The NPRM sets forth broad accreditation standards for

PDPs. A system of private national accrediting, such as that

required by the MA program, is contemplated. Failure to

meet the accreditation standards could be the basis for

enforcement action, including intermediate sanctions and/or

termination of the PDP contract. Accreditation organizations

will be required to notify CMS upon discovering any defi-

ciency that poses immediate jeopardy to the PDP sponsor’s

enrollees or to the general public.

Subpart E 

This section is reserved for possible later use by CMS.
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Subpart F:  Submission of Bids and Monthly
Premiums: Determining Actuarial Valuation

Under the MMA, an entity seeking to become a Part D plan

must submit a bid which outlines the prescription drug cov-

erage it intends to offer. The NPRM outlines many of the

rules pertaining to the bid process.

Types of Plans

Under the MMA and the Part D rule, there are three types of

plans: full risk plans, limited risk plans, and fallback plans.

CMS expects that most plans will choose to be “full risk

plans.” The three categories of plans are mutually exclusive.

The proposed regulation prohibits an entity from offering a

full or limited risk plan and a fallback plan at the same time.

With the exception of subcontractors to an MA organization,

an entity is treated as submitting a bid for a prescription drug

plan if the entity is acting as a subcontractor of a PDP sponsor.

Bid Requirements

Bids must be submitted no later than the first Monday in June

in the year preceding the year the plan will be offered. The

Part D rule clarifies that the bid must represent the expected

monthly average cost (including reasonable administrative

costs) to be incurred by the plan for qualified drug coverage

with a national average risk profile. CMS will develop and

publish the risk adjustment factors and identify the charac-

teristics of an average individual no later than 

February 18, 2005.

The Part D rule would require that each bid reflect a uniform

benefit package, including the premium and all applicable

cost-sharing. This means that, except for certain low-income

beneficiaries, all enrollees in a given plan would be subject to

the same cost-sharing structure and be charged the same 

premium.

The bid would also have to reflect the applicant’s estimate of

its average monthly revenue requirements to provide qualified

prescription drug coverage (including any supplemental 

coverage). Included costs would be those expenditures for

which the plan was solely responsible, such that any reinsur-

ance amounts and amounts paid by an enrollee would be

excluded.

Actuarial Valuations

When preparing bids, plans would be required to comply

with CMS actuarial guidelines. CMS plans to publish further

information on this topic in the form of interpretive guid-

ance. The actuarial value of bids will have to be certified by a

qualified actuary who is a member of the American Academy

of Actuaries.

Actuarial valuations would be required when, for example, the

plan sponsor chose to vary either the co-payments applicable

before the initial coverage threshold is met or the co-pay-

ments which are applicable after the out-of-pocket threshold

is met. The rule allows sponsors to demonstrate that the actu-

arial value of their alternative cost-sharing as a percentage of

the actuarial value of both cost-sharing and plan payments for

claims up to the initial coverage limit is the same percentage

as the 25 percent coinsurance under standard coverage.

Thus, plans are allowed to have variable co-payments or 

coinsurance—including tiered structures for preferred and non-pre-

ferred drugs—for items covered under the initial coverage

threshold as long as the actuarial equivalence test is met.

CMS provides an example of a plan with a co-payment high-

er than 25 percent for brand name drugs and a co-payment

lower than 25 percent for generic drugs. As long as the 

overall total coinsurance would be actuarially equivalent to an

average 25percent for all beneficiaries, the tiered coinsurance

structure outlined in the example would be permissible.

Importantly, CMS cautioned that any variant in cost-sharing

must not lead to discrimination against any class of 

beneficiaries.

The proposed rule also sets forth standards that plans would

have to demonstrate when the plan offers alternative pre-

scription drug coverage. CMS states that the average plan
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payout has to be at least equal to the sponsor’s estimate of the

payout under the standard coverage.

Under the MMA, each PDP sponsor and MA organization

submitting a bid must submit the actuarial value of qualified

coverage specific to the region for the Part D eligible indi-

vidual with a national average risk profile. CMS interprets this

to mean that the “weighted average of the plan’s expected

risk-standardized costs will represent the plan’s cost for the

theoretical national average-risk Part D individual.”

Information Required Within Bids

The proposed Part D rule specifies some of the information

that CMS will require sponsors to submit with their bids.

Among other information, plan sponsors must included the

following in their bids to offer prescription drug coverage:

• information on the prescription drug coverage to be
offered, including the structure of the benefit,
deductibles, coinsurance (including any tiers), coverage
limits, and out-of-pocket thresholds;

• the plan’s formulary and any drugs excluded from 
coverage;

• the actuarial value of the coverage;

• the portion of the bid attributable to basic benefits;

• the portion of the bid attributable to supplemental
benefits, if any;

• the amount of administrative costs and expected 
profit; and 

• for entities seeking approval as PDP sponsors, the
level of risk assumed in the bid and whether the spon-
sor requires a modification of the risk level.

The Part D rule makes clear that MA-PD plans will not be

permitted to request a modification of their risk levels.

Review and Negotiation of Bids and Plan Approval

Under the MMA, CMS is given the authority to negotiate

bids and benefits “similar to” the Office of Personal

Management (OPM) in negotiating health benefit plans

under the Federal Employees Health Benefits Program

(FEHBP). CMS proposes to operate under regulations simi-

lar to those followed by OPM.

CMS will not determine whether the bids submitted accu-

rately reflect the costs of the plan and are actuarially sound,

but will determine whether the bids are “in keeping with pre-

miums charged in other insurance contexts.” Under the pro-

posed Part D rule, CMS would not approve a bid if it found

that the design of the plan and its benefits (including any for-

mulary and tiered formulary structure) would be likely to sub-

stantially discourage enrollment by certain Part D-eligible

individuals. In deciding whether a benefit structure was dis-

criminatory, CMS will examine benefit design, tiered cost-

sharing, the use of categories and classes in a formulary, and the

choice of drugs within each category. CMS will scrutinize the use

of plan restrictions, such as 90-day prescription requirements

or pre-authorization rules. It also will review supplemental

benefit packages to determine if they “would encourage a

healthier population to join the PDP.”

Plans that follow the model formularies established by the

U.S. Pharmacopoeia would be protected from findings that

their formularies were discriminatory based on the formula-

ry classes used. However,CMS leaves open the possibility that

plans following the U.S. Pharmacopoeia model might never-

theless be found to discriminate on another basis.

In terms of price negotiations, CMS acknowledged that the

MMA prohibits it from interfering with negotiations

between drug manufacturers and pharmacies or plan sponsors.

CMS states that,“[t]o the maximum extent feasible and con-

sistent with the appropriate discharge of our responsibilities,

we prefer to rely on competition rather than negotiation.” At

the same time, however, CMS suggested that it would review

such negotiations if “we found that a plan’s data differed sig-

nificantly from its peers” without adequate explanation.

Where CMS perceives an issue, it would ask bidders to pro-

vide information “in order to ensure that [the plans] are 
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negotiating as vigorously as possible.” The tension in CMS’

policy here is readily apparent. While CMS states it cannot

interfere in negotiations, it may reject bids that do not meet

Agency standards on adverse selection or do not demonstrate

sufficient cost-savings for groups of drugs.

National Average Monthly Bid Amount

The Part D rule specifies that each year, beginning in 2006,

CMS will compute a national average monthly bid amount

from approved bids in order to calculate the base beneficiary

premium. The national average monthly bid amount is equal

to a weighted average of the standardized bid amounts for

each prescription drug plan, excluding bids submitted for

MSA plans, MA PFFS plans, specialized MA plans, PACE pro-

grams and reasonable cost reimbursement contracts. CMS

may adjust the national average monthly bid to take into

account geographical differences. The Preamble to the Part D

rule outlines several possible methodologies for weighting

bids and solicits comments on them.

Calculation of Premiums

In general, the monthly beneficiary premium must be the

same for all Part D eligible individuals enrolled in the plan.

However, late enrollment fees, low-income subsidies and

employer group waivers may reduce or increase a particular

enrollee’s premium payment.

The proposed Part D rule provides that the monthly benefi-

ciary premium is the base beneficiary premium, adjusted by

the difference between the bid and the national average

monthly amount, any supplemental benefits and late enroll-

ment penalties. If the standardized bid amount exceeds the

amount of the adjusted national average monthly bid

amount, the monthly base beneficiary premium is increased

by the amount of the excess. If the amount of the adjusted

national average monthly bid amount exceeds the standard-

ized bid amount, the monthly base beneficiary premium is

decreased by the amount of the excess.

Subpart G:  Payments to PDP Sponsors and MA
Organizations

Subpart G provides greater clarity regarding payments to PDP

sponsors and MA organizations. Most important, the subpart

includes definitions of “allowable reinsurance costs,” and

requests comments about the appropriate methodologies

that should be used by CMS to determine these costs. CMS

specifically asks for comments on how various price conces-

sions (discounts, chargebacks, rebates, and other information)

should be calculated to provide the most accurate and timely

information to CMS.

The proposed rule also discusses administrative fees. In the

NPRM, CMS proposes that any “administrative fees paid to

Part D plans be based upon the fair market value of services

rendered, and that any fees determined to be above or below

fair market value” would be considered to be additional

price concessions. Under Part B,many manufacturers and dis-

tributors are looking for similar guidance, particularly as it

relates to whether bona fide services will be excluded from

the calculation of the Average Sales Price (ASP) methodolo-

gy. Manufacturers and distributors should consider com-

menting on this section in order to clarify this historically

ambiguous area.

While CMS leaves open the frequency of how often plans

must submit claims information, it makes clear that the fol-

lowing data must be submitted to the Agency: beneficiary

name;HIC number; birth date; eleven digit NDC code; quan-

tity dispensed; prescription drug cost before co-payment; co-

payment amount; and date prescription filled. CMS requests

comments on the “nature and form”of these data submissions.

This subsection also details CMS’ current thinking regarding

direct subsidies and risk adjustment. CMS asks for comments

on how a risk adjuster could be developed to provide “neither

an incentive nor a disincentive” for enrolling low-income

patients. Manufacturers that have products with extensive
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Medicaid coverage may be particularly interested in how this

risk adjuster is determined.

Subpart H

This section is reserved for further regulation.

Subpart I:  Organization Compliance with State
Law and Preemption by Federal Law

This subsection provides insurers and entities that have not

met State solvency and licensing requirements with additional

flexibility for the purposes of offering a prescription drug plan

under the MMA.

Unless a waiver applies, a potential PDP sponsor must be

“licensed” as a risk-bearing entity under State law in every

State it anticipates operating or offering health benefits cov-

erage. In addition, the PDP sponsor must assume financial

risk on a prospective basis for the benefits that it offers. CMS

will develop “solvency standards” for unlicensed PDP 

sponsors.

The proposed regulations explicitly provide that the federal

standards supersede any State law or regulation with respect to

prescription drug plans offered by PDP sponsors.

Additionally, States are prohibited from imposing any premi-

um tax or fee on certain payments that CMS may make on

behalf of a MA-PD plan or prescription drug plan enrollees.

Finally, in this subpart, CMS takes aim at critics who contend

that stand-alone drug plans will not materialize. CMS

specifically references the existing stand-alone products of

Pacificare and Medica and argues that other stand-alone

insurance products have succeeded in the past.

Subpart J:  Coordination Under Part D With
Other Prescription Drug Coverage

As a general matter, Subpart J applies Part D rules to

Medicare Part C plans, establishes waivers for employer-

sponsored drug plans, and establishes requirements for coor-

dination of benefits with SPAPs and other providers of drug

coverage.

CMS will waive Part D provisions governing MA-PD plans if

they duplicate or conflict with provisions under Part C or if it

is necessary to improve coordination of Part D benefits with

Part C plans. CMS seeks comments on issues that might hin-

der enrollment in MA plans and states that waivers would be

made available to all similarly situated MA organizations to

contend with such issues.

Part D provisions for employer and union-sponsored drug

plans may be waived by CMS. CMS proposes using the same

approach to granting these waivers as it uses in connection

with MA organizations. However,waivers would only be per-

mitted for employer and union-sponsored plans where the

combined Part D premium contributed by the employee or

retiree and group is identical to the premium charged to an

individual enrolled in the same PDP plan.

In one area certain to elicit comments from the States, CMS

outlines the parameters of the SPAP non-discrimination

provisions. Unlike Medicaid, the authors of the MMA

specifically discouraged States from discriminating against pri-

vate plans in their contracting arrangements under Part D.

The NPRM reaffirms that States must contract with all will-

ing plans if they wish to have beneficiaries’ expenditures count

toward true out-of-pocket catastrophic limits.

One of the most important areas discussed in Subpart J

relates to the coordination of benefits. CMS will institute

mandatory reporting of claims information for all group

health plans, insurers. and other third party entities in order to

help determine when a beneficiary will be eligible for

his/her catastrophic coverage.
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In the NPRM, CMS indicates that it may leave the calcula-

tion of TROOP to the plans or hire a TROOP facilitation

contractor to function as a single point of contact between

primary and secondary insurers.

To further coordinate and maximize drug coverage for bene-

ficiaries, CMS proposes options for employers and unions to

make it easier to assist beneficiaries in accessing high-quality

prescription drug coverage.

Under the proposed rules, PDPs are required to follow the

same Medicare secondary payer procedures and collection of

payment rules as MA organizations. CMS emphasizes the pre-

emption of State law here, which is important for ensuring

that PDPs can effectively pursue third-parties. In discussing

the coordination of Part D plans and SPAPs, the proposed

rules make clear that SPAPs are required to coordinate with or

provide financial assistance to Part D plans, but Pharmacy Plus

waiver programs (i.e., Medicaid) are not SPAPs.

Ensuring the proper payment and recording of drugs covered

by Part D and Parts A and B is a concern of CMS. CMS

expects beneficiaries to experience seamless coordination of

their Part D,Part A, and Part B benefits. In the proposed rules,

CMS outlines possible scenarios and options for coordination.

The proposed rules discuss the power of CMS to impose user

fees on employer plans (but not SPAPs) for the transmittal of

information necessary to ensure coordination of benefits.

Until the benefit is implemented in 2006, CMS will fund the

development and implementation of the coordination of

benefit requirements. However, CMS is seeking comments

on how to employ such user fees and how to bill for them

(e.g., monthly, quarterly, electronically, etc.) thereafter.

Finally, this subpart also invites comments regarding how

States may best coordinate drug coverage for dual eligibles

who are receiving a Medicare-excluded drug.

Manufacturers of barbiturates and other excluded drugs

should pay particular attention to this section.

Subpart K:  Proposed Application Procedures
and Contracts with PDP Sponsors

This section outlines contract requirements for PDP sponsors.

In general, CMS models these requirements after MA con-

tracting provision requirements, but, it is soliciting com-

ments regarding which MA provisions should not be

applicable to PDPs.

Application Requirements

In order for an entity to be considered a PDP sponsor, it must

submit (i) a completed certified application and either docu-

mentation of appropriate State licensure or State certification

or (ii) a Federal waiver to CMS.

Evaluation and Determination Procedures

CMS will base its decision on the application, on-site visits,

and publicly available information. Once CMS has evaluated

an application, it may either approve the application or send a

“notice of intent to deny.” If the applicant receives this notice,

it has 10 days to respond and revise its application before CMS

makes a final decision.

General Provisions that Apply to PDP Sponsor
Contracts

PDP sponsors must have an adequate administrative and

management infrastructure, including a policy-making body,

necessary insurance policies, and a compliance plan. Each

contract is required to provide CMS the authority to inspect

the sponsor’s facilities, books, contracts, and records. CMS is

planning to audit the financial records of at least one-third of

PDP sponsors annually.

Contract Provisions

The contract must contain certain specific provisions stating

that the PDP sponsor will prohibit discrimination, provide

basic benefits, disclose information to beneficiaries, and

comply with reporting requirements. The PDP sponsor

must certify that the organization is fiscally sound. It must

protect its enrollees from incurring liability for payment of
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fees that are the legal obligation of the sponsor. Finally, the

PDP sponsor has to agree that when requesting payment, it

will certify all data relevant to payment is accurate, including

enrollment, claims, and price data. Submission of incorrect

data may subject the plan sponsor to liability under the False

Claims Act.

Effective Date and Term of Contract

CMS proposes that all PDP contracts are effective at the

beginning of each calendar year and will last for twelve

months. However, renewal would not require a further

application process.

Non-renewal of Contract

A PDP sponsor may choose not to renew its contract for any

reason as long as it provides a timely notice to CMS,

enrollees, and the general public. If a PDP sponsor chooses

not to renew its contract, it cannot enter into another contract

with CMS for two years. Similarly, CMS can choose not to

renew a contract with a PDP sponsor, subject to the same

notice requirements as PDP sponsors.

Termination of a Contract by CMS

CMS may terminate a contract for a number of reasons,

including a sponsor failing to carry out the terms of the con-

tract, participating in false, fraudulent, or abusive activities,

experiencing financial difficulties, or failing to comply with

the grievances and appeals procedures. If the reason for ter-

mination involves fraudulent activities or severe financial

difficulties, CMS may terminate immediately with no

opportunity for corrective action. A PDP sponsor would oth-

erwise have the opportunity to take corrective action.

Proposed Minimum Enrollment Requirements

CMS is considering two possibilities for minimum enroll-

ment: a minimum enrollment of 5000 enrollees that is appli-

cable to all PDP sponsors and a separate minimum of 1500

enrollees for PDP sponsors that serve beneficiaries not resid-

ing in urban areas.

Proposed Prohibition of Midyear Additions of New

Regulatory Requirements

Other than at the start of the calendar year, CMS will not

implement any provisions under this section that would

impose a new, significant regulatory requirement on a Part D

plan.

Subpart L :  Effect of Change of Ownership or
Leasing of Facilities During the Term of Contract

This subpart generally sets forth the specific requirements that

a PDP must meet if it changes ownership.

Subpart M:  Grievances, Coverage
Determinations, and Appeals

This subpart outlines the responsibilities of PDP sponsors and

the rights of PDP enrollees with respect to procedures for

grievances, coverage determinations, and appeals.

Grievance Procedures

In the NPRM, CMS states that a grievance is a complaint or

dispute in which an enrollee expresses dissatisfaction with a

PDP sponsor’s operations, activities, or behavior.

Significantly, resolution of a grievance does not constitute a

coverage determination. The proposed regulations generally

do not detail the specifics of grievance procedures. The reg-

ulations do address when a PDP sponsor must respond to a

grievance within twenty-four hours, including situations

where it refuses to grant an enrollee’s request for an 

expedited coverage determination. Minimum record keeping

requirements for PDP sponsors are proposed, including the

receipt date of the grievance, the final disposition, and the date

that the enrollee was notified of the disposition. PDP spon-

sors must provide enrollees with written information about

the grievance and appeal procedures and the quality

improvement organization (QIO) complaint process. They
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must cooperate with a QIO in resolving any quality of care

complaint.

Coverage Determinations

A coverage determination may involve the failure to provide

or pay for a covered Part D drug, the failure to provide a time-

ly coverage determination, or decisions pertaining to the

amount of cost sharing. PDP sponsors must implement pro-

cedures for coverage determinations that are similar to those

of MA organizations. Expedited procedures may be request-

ed when the enrollee’s life, health, or ability to regain maxi-

mum function would be otherwise jeopardized. Coverage

determinations may be requested directly by the enrollee, on

the enrollee’s behalf by an authorized representative, or by the

prescribing physician. CMS invites suggestions as to other

individuals who should be permitted to request coverage

determinations.

Determinations must be made as quickly as possible in light of

the enrollee’s health condition and no later than 14 days after

a request for benefits. An extension of up to 14 days may be

granted if requested by the enrollee or when justified as being

in the enrollee’s interests. The enrollee may file an expedited

grievance if the enrollee disagrees with the sponsor’s request

for an extension. The PDP sponsor must mail written con-

firmation of verbal notice of the extension denial within 3

calendar days. If the extension request is granted, the

enrollee and the prescribing physician must be notified with-

in 72 hours of the request.

Determinations regarding requests for payment must be

made within 30 days of the request. Such requests cannot be

expedited. PDP sponsors must provide written notice of

denials, providing the reason for the denial and noting the

availability of the appeal process.

Formulary Exceptions Procedures

A PDP sponsor with tiered cost-sharing for formulary drugs

must establish an exceptions process. This process may permit

non-preferred drugs to be covered under the same terms as

preferred drugs, if the prescribing physician concludes that the

preferred drug would be less effective and/or would cause

adverse effects.

The exceptions process should address circumstances both in

which there is  pre-existing use of the drug by the enrollee

and where there is not. Additionally, the exception criteria

should describe the processes used to evaluate the physician’s

certification, the impact of the exception request on the

enrollee’s cost sharing obligations, the cost of the requested

drug relative to the preferred drug, and the formulary’s abili-

ty to provide a therapeutic equivalent to the requested drug.

The minimum requirement for the approval of an exception

request is the prescribing physician’s determination that the

preferred drug would be less effective or would cause adverse

effects for the enrollee. Sponsors may request written certifi-

cation of, as well as evidence or support for, that 

determination.

Exceptions and Appeals Rules for Non-Formulary
Determinations

The coverage status of a covered Part D drug that is not on a

PDP’s formulary may be appealed only if the prescribing

physician determines that all covered Part D drugs on any tier

of the formulary would be less effective and/or would cause

an adverse effect for the enrollee. Although the statute does

not require sponsors to develop an exceptions review process

for non-formulary drugs, CMS has proposed such require-

ments in order to reinforce the integrity of the exceptions

process and the formulary itself. The proposed process

would review requests from enrollees pertaining to coverage

of Part D drugs that are not on the sponsor’s formulary,

continued coverage of a drug that was removed from the

sponsor’s formulary, exceptions to a sponsor’s policy regarding

coverage for a step therapy, and exceptions to a sponsor’s dos-

ing limitation.
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Treatment of Determinations Regarding Exception

Requests 

CMS has also proposed that determinations of exception

requests be deemed plan coverage determinations. This

would enable enrollees to request plan redeterminations

which, in turn, could be appealed to the Independent

Review Entity (IRE), which is discussed in greater detail later

in this Alert. The scope of the IRE’s review would be limited

to whether the PDP properly applied its formulary exceptions

criteria for the enrollee at issue. Medical staff of the IRE

would be responsible for any determinations that involve

medical judgment.

While not required by the statute, CMS has proposed safe-

guards for coverage determinations that are made through the

exceptions process. If a drug is being removed from a spon-

sor’s formulary, the sponsor must continue providing coverage

for the drug for a period of up to one month until a decision

is made on the enrollee’s request for an exception for such

drug. Once a sponsor approves an exception request, the

enrollee may obtain refills of the drug for as long as the physi-

cian continues to prescribe it. Finally, PDP sponsors may not

assign drugs that are approved under an exceptions process to

a special formulary tier, co-payment, or other cost-sharing

requirement.

Appeals

Under the proposed regulations, enrollees have the right to a

timely coverage determination and the right to appeal.

However, there is no appeal right if there is no payment lia-

bility or if a non-network provider is responsible for the ben-

efits, unless the PDP is explicitly required to cover such drugs

under Subpart C.

Enrollees may file an oral or written request with the PDP

within 60 days. As a general rule, the appeals system is similar

to the MA program. However, there are several differences —

one of which is that an appeal must be filed directly with the

Plan and not within a Social Security Administration field

office.

Standard redeterminations must be made within 30 days of

the request, although 60 days are permitted for requests

involving payment. The timelines for expedited appeals are

similar to those for expedited exception requests.

IRE Reconsideration

If the sponsor affirms the original adverse determination, the

enrollee may appeal any remaining issue in dispute to the

IRE. However, sponsor redeterminations involving tiering

issues or coverage of non-formulary drugs would not be for-

warded automatically to the IRE. Instead, such reviews

must be requested in writing by the enrollee, and the IRE

must solicit comment from the prescribing physician. If the

enrollee has requested reconsideration of the sponsor’s deter-

mination not to provide for a covered drug that is not on the

PDP formulary, the physician must determine that all Part D

drugs on any tier of the formulary would be less effective

and/or would cause adverse effects. This regulatory require-

ment will effectively buttress the plans’ authority and, as a

practical matter, limit the number of IRE appeals. IRE recon-

sideration will be deemed final and binding on the enrollee

and the plan unless the enrollee requests an Administrative

Law Judge (ALJ) hearing.

Administrative Law Judge Hearings, Medicare
Appeals Council (MAC) Appeals, and Judicial Review

Although the statute only requires the establishment of an

appeals process that is similar to that of the MA program,

CMS has incorporated most of the ALJ, MAC, and judicial

review procedures that are used in the MA program. Upon an

unfavorable reconsideration determination by the IRE, the

enrollee can request a hearing before an ALJ if the amount in

controversy satisfies the requirement to be set by the

Secretary. Upon an unfavorable determination by the ALJ, the

enrollee can request MAC review. Subsequently, the enrollee
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may pursue judicial review if the amount in controversy meets

the designated threshold.

Federal Preemption of Grievances and Appeals

Although the statute requires that the regulations shall super-

sede State law, CMS notes that not all State laws will be pre-

empted, particularly with respect to the areas in which CMS

is not authorized to regulate. For example, the regulations

defer to State law with respect to authorized representatives of

enrollees in the appeals process.

Employer Sponsored Prescription Drug Programs
and Appeals

As envisioned in the statute, an employer’s provision of pre-

scription drug benefits to retirees may establish a group

health plan that is governed by ERISA and by State law. CMS

requests comments about the challenges that may arise from

the potential of parallel appeals procedures for independent

coverage decisions under both Part D and ERISA.

Subpart N:  Medicare Contract Determinations
and Appeals

Under Part D, a single set of procedures relating to contract

determinations and appeals would apply to both MA-PD

Plans and PDPs. The Part D rule would allow plans to request

that CMS reconsider the following determinations:

• a determination that an entity is not qualified to enter

into a contract with CMS;

• a determination to terminate a contract with a PDP

sponsor; and 

• a determination not to authorize a renewal of a con-

tract with a PDP sponsor.

A request for reconsideration must be written and filed with

CMS within 15 days from the date of the notice of CMS’

determination.

Section O:  Sanctions

The imposition of a sanction by CMS (or the Office of the

Inspector General, in certain cases) on a PDP sponsor may be

triggered in the event the PDP sponsor:

• fails to substantially provide medically necessary ser-
vices where that failure adversely affects (or is substan-
tially likely to adversely affect) an enrollee;

• charges premiums in excess of those permitted by law;

• expels or refuses to re-enroll a beneficiary 
inappropriately;

• engages in any practice that may reasonably be
expected to result in adverse selection;

• misrepresents or falsifies information; or

• employs or contracts with an excluded individual or
entity.

Some events that trigger the imposition of sanctions for

MA-PD plans do not apply in the PDP sponsor context. The

most significant are situations where a PDP sponsor fails to

prohibit interference with practitioners’ advice to enrollees.

Four types of sanctions are identified. They are: civil mone-

tary penalties ranging from $10,000 to $100,000; suspension

of enrollment of Medicare beneficiaries; suspension of pay-

ment; and suspension of marketing activities. An additional

provision provides for the imposition of the intermediate

sanction of suspension of enrollment and marketing in lieu of

a contract termination. The preamble specifically requests

comments on the possibility of closing enrollment for PDPs.

CMS expresses some concern that halting marketing or

enrollments would have a negative effect on the level of

choice offered to enrollees, particularly where there are lim-

ited plan options in a region.

CMS must send a written notice to the PDP sponsor stating

the nature and basis of the proposed sanction with a copy to

the OIG. The PDP sponsor is allowed 15 days from receipt of
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this notice to respond with evidence that it has not commit-

ted an act or failed to comply with the applicable require-

ments. Up to a 30 day extension is available upon written

request to CMS.

Upon submission of a timely response to the CMS notice of

sanction, CMS may conduct an informal reconsideration. An

informal reconsideration means that a CMS official who did

not participate in the initial decision to impose sanctions will

review the evidence and issue a concise written decision

explaining the basis for affirming or rescinding the original

determination.

If a violation that triggers the imposition of intermediate

sanctions involves fraudulent or abusive activities on the part

of the PDP sponsor, the OIG may impose civil monetary

penalties in addition to, or in place of, the sanctions that CMS

may impose.

Subpart P:  Premiums and Cost-Sharing
Subsidies for Low-Income Individuals

In this section, CMS defines eligibility criteria and subsidy

assistance amounts. The statute divides individuals eligible for

subsidies into two different groups based on income and

resources. To be eligible for a full subsidy, an individual must

live in one of the 50 States or in the District of Columbia,

have a countable income below 135 percent of the federal

poverty level (FPL) for the individual’s family size, and have

resources that do not exceed $6,000 if single, or $9,000 if mar-

ried, in 2006. Partial subsidy individuals are those who meet

the same residency and countable income requirements, but

whose resources do not exceed $10,000 if single, or $20,000

if married, in 2006.

CMS proposed defining an “individual’s family size” as the

applicant; his or her spouse; and any other individual related to

the applicant who lives in the same residence and depends on

either the applicant or the  applicant’s spouse for at least one-

half of his or her financial support. In determining resources,

CMS proposes to consider only liquid resources (resources

that could be converted to cash within 20 days) and real estate

that is not the applicant’s primary residence. CMS will not

consider other non-liquid resources—a decision that should

be well received by beneficiary groups and pharmaceutical

manufacturers.

The Act requires full-benefit dual eligible individuals and

individuals receiving benefits under the SSI program to be

treated as full subsidy eligible individuals. Under the statute,

the level of co-payment will be determined by income.

CMS intends to treat qualified Medicare beneficiaries

(QMB), specified low-income Medicare beneficiaries

(SLMB), and other qualifying individuals (QI) who are not

full-benefit dual eligible individuals as full-subsidy eligible

individuals. While the Agency does not propose to automat-

ically enroll these individuals in the Part D benefit (as some

had sought), these rules will increase the total number of indi-

viduals accessing the low-income subsidies.

Applicants for subsidy assistance can file their applications

with either the State’s Medicaid office or the Social Security

Administration. The recipient agencies will then submit this

eligibility data to CMS who, in turn, will notify PDP sponsors

and MA organizations. Interested parties may wish to com-

ment on the best mechanisms for maximizing low-income

enrollment.

Individuals eligible for full subsidies are entitled to payment of

the full premium subsidy amount. The premium subsidy

amount is the greater of the low-income benchmark premium

or the lowest monthly premium for a PDP in that region.

Individuals eligible for full subsidies can receive subsidies for

late enrollment penalties, have no deductibles, and have no

coverage gap. Full-benefit dual eligible individuals have no

cost-sharing once they reach their out-of-pocket threshold.

Low-income individuals who do not qualify for full subsidies

may be eligible for a premium subsidy that is based on a slid-

ing scale. CMS is soliciting comments on how best to

administer the low-income subsidy program.



HEALTH CARE INDUSTRY ALERT
PAGE 21

Subpart Q:  Guaranteeing Access to a Choice of
Coverage Qualifying Plans and Fallback Plans

To assure Part D beneficiaries of drug coverage, subpart Q of

the NPRM provides for fallback plans. CMS notes repeated-

ly that its “policy objective” is never to use fallback plans.

CMS interprets an “eligible fallback entity” to mean that a

fallback entity cannot have submitted a risk bid in any region

in the first year of a three-year contract cycle. CMS believes

this restriction along with other limitations in the proposed

rules will force organizations to choose either the fallback

process or the at-risk process.

As envisioned in the Act, CMS anticipates a separate fallback

bidding process where it will “pre-qualify” bidders from eli-

gible fallback entities in the first half of 2005 for 2006.

CMS intends to use the federal acquisition rules in this bid-

ding. In spite of the statutory non-interference prohibition,

CMS plans to use prices offered to group health plans and

large employers as benchmarks to determine if fallback bids

are reasonable. CMS also proposes negotiating price-related

performance targets with fallback plans. Such an interpreta-

tion may be at variance with the statute, though Congress may

not be too concerned that the prohibition of interfering with

plan negotiations is being ignored for fallback plans.

Since the Act requires CMS to pay management fees tied to

performance measures, CMS is contemplating tying perfor-

mance payments for fallback entities to the average discounts

they are able to negotiate. Therefore, plans may gain or lose

some of their performance incentives based on whether the

plans increase or decrease savings (e.g., average discount in

relation to AWP or numerous other targets). Realizing that

AWP may easily be raised to influence prices, CMS welcomes

suggestions on potential reference points that are more 

concrete, such as ASP or prior year’s negotiated and delivered

prices.

Ultimately, CMS believes it can negotiate with fallback plans

in a similar fashion to risk bids by focusing on administrative

costs, aggregate costs, benefit structure, and plan management.

Administrative expenses will be calculated using similar

expenses of non-fallback plans.

The proposed rules set forth the terms and conditions of con-

tracts with fallback entities, which are generally the same as

those with PDPs. Contracts for fallback plans, however: will

be for a period of three years; and will not permit marketing.

Additionally, CMS may adjust the plan’s service area. Finally,

fallback plans may not dictate the premium levels for 

beneficiaries.

Subpart R:  Retiree Prescription Drug Plans

Subpart R, one of the most politically important provisions in

the entire NPRM, addresses the issue of employers’ retiree

subsidies. CMS attempts to balance two competing interests:

the need to incentivize employers to continue offering cov-

erage to retirees, and ensuring that a substantial portion of the

value of the subsidy flows down to beneficiaries.

The key issue in this subpart relates to CMS’ treatment of the

term “actuarial equivalence.” Under the MMA, employers

must offer a benefit that is “actuarially equivalent” to

Medicare’s Part D package in order to qualify for the special

employer subsidy. CMS proposes to create a two-part test of

“actuarial equivalence.” The Agency would first evaluate

whether “expected plan payout” under the retiree program

was equal to the expected amount of claims under the Part D

benefit. Next, it would establish a “net value” test in which

“the gross value of the plan design would be reduced to

account for the level of benefits financed solely by the bene-

ficiary.” Under this approach, the “the net value of the cov-

erage could be calculated by subtracting the retiree premium

from the expected amount of claims paid under the retiree

drug program.” If an employer wished to receive subsidies, it

would need to meet both of these requirements.
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The success of Part D is inextricably linked to CMS’ ability to

keep as many employers offering drug coverage as possible.

Most employers should welcome the discussion contained

within the proposed rule. However, should employers’ levels

of coverage continue to decline in spite of the MMA’s subsi-

dies, some policymakers have indicated they will push for

employer-mandated health care coverage. As the stakes for

employers could not be higher, employers may be particular-

ly interested in providing comments to CMS on this subpart.

Subpart S:  Special Rules for States-Eligibility
Determinations for Low-Income Subsidies and
General Payment Provisions

This subpart sets out the methodology CMS will use to cal-

culate the monthly payments States owe the federal govern-

ment for covering dual-eligible individuals under Medicare

instead of Medicaid. Commonly known as the “clawback,”

this provision seeks to decrease the MMA’s burden on the fed-

eral government by making States pay a percentage of the

amount for which they would otherwise be responsible if the

prescription drug benefit had not been created. This section

also describes important components of the States’ role in eli-

gibility determinations for subsidies.

The NPRM requires States to make initial eligibility deter-

minations for premium and cost sharing subsidies. The pro-

posed regulations also call on States to redetermine subsidy

eligibility in the same manner and with the same frequency as

they do for Medicaid. States must provide CMS the infor-

mation it requires to carry out the requirements of the Part D

drug benefit, including income levels for low-income subsidy

eligible individuals. States must notify individuals of their 

eligibility.

Low-income subsidy applications must then be accepted by

the State beginning July 1, 2005. CMS has proposed a sim-

plified application form and process for the low-income

subsidy program.Additionally, it has developed uniform cri-

teria for determining resources, income, and family size.

CMS wishes to ease the burden on States and ensure 

consistency in the implementation of this system from state to

state. The federal government will continue to provide regu-

lar federal matching funds for administrative costs in deter-

mining eligibility and notifying eligible individuals.

The proposed regulation explains in detail the complicated

formula for determining a State’s monthly contribution.

Due to its complexity, the precise workings of the formula are

beyond the scope of this Alert. In summary form, however,

the State contribution is calculated by initially determining

the State’s base year expenditure. CMS next subtracts the

Federal Medical Assistance Percentage for a given month from

100 percent to secure the State contribution percentage.

CMS reviews the National Health Expenditure projections to

find the applicable growth factor, which for 2006 will reflect

the average percentage change of per capita prescription

drug expenditures from 2004 to 2006. Afterward, the

growth factor will be the annual percentage increase for cov-

ered Part D drugs. CMS then will examine the State data for

the number of full-benefit dual eligible individuals for a given

month and selects the phased-down State reduction factor for

the month. The monthly State contribution is then 1/12

multiplied by the base year State Medicaid per-capita expen-

diture, the number of full-benefit dual eligibles in the State,

the State contribution percentage, one plus the growth factor

for the year, and the phase-down factor.

States make contributions only for Medicare beneficiaries

who would otherwise be eligible for Medicaid outpatient pre-

scription drug benefits. States do not have to make contri-

butions for QMBs not otherwise eligible for Medicaid or for

SLMBs and QIs for whom State pay only Part B premiums or

Medicare cost-sharing amounts.
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Subpart T:  Medigap and Other Rules

This subpart analyzes the impact of the proposed regulations

on the physician self-referral law, cost-based HMOs, PACE

organizations, and Medigap policies.

Physician Self-Referral Law

CMS proposes to amend the definition of “outpatient pre-

scription drugs” to include the drugs that will be covered

under the Part D benefit. This modification would subject the

new prescription drug benefit to the requirements of the

physician self-referral law. CMS has solicited comments on

this proposed revision.

Cost-Based HMOs

CMS would like to apply the Part D rules for local MA-PD

plans to HMOs and Competitive Medical Plans (CMPs) that

offer qualified prescription drug coverage to Part D eligible

enrollees. Reasonable-cost HMOs and CMPs are not autho-

rized to operate as “free standing” PDPs. Reasonable-cost

HMOs and CMPs would have the same waiver authority as

MA-PD plans.

PACE Organizations

A PACE program may elect to provide qualified prescription

drug coverage to Part D eligible enrollees. Even though they

are not fee-for-service or MA enrollees, PACE enrollees will

be eligible for Part D if they are entitled to Part A benefits or

are enrolled under Part B. Significantly, the MMA shifts the

payer source for full-benefit dual eligible PACE enrollees from

Medicaid to Medicare.

Full-benefit dual eligible beneficiaries will lose their eligibil-

ity for medical assistance for covered Part D drugs under

Medicaid. Their only option for coverage will be under 

Part D of Medicare. Therefore, PACE organizations must

offer qualified prescription drug coverage to their Part D eli-

gible enrollees in order to satisfy the statutory requirement to

provide prescription drug coverage and to ensure that they

receive proper payment for such coverage.

Medigap Policies

Medigap policies are currently sold by private insurance

companies to fill the “gaps” in Medicare plan coverage. CMS

has proposed to modify the definition of a Medigap policy to

incorporate the Medicare drug benefit. Specifically, the

revised definition, effective January 1, 2006, will include

insurance policies or riders that contain a prescription bene-

fit and that are primarily designed, marketed, and/or sold to

Medicare beneficiaries. Furthermore, stand-alone drug poli-

cies will be deemed Medigap policies as of the effective date

of the new definition.

The regulations require Medigap issuers to send a written dis-

closure notice to enrollees in plans that have existing pre-

scription drug coverage. Such plans are referred to as

“Medigap Rx policies.” In essence, the notice must advise

such enrollees that, upon the implementation of Part D on

January 1, 2006, the sale of new Medigap Rx policies will be

prohibited. Moreover, drug coverage under Medigap Rx

policies held by enrollees in Part D will be terminated.

However, renewal of Medigap Rx policies will be permitted

if the policy was purchased prior to January 1, 2006 and the

individual does not enroll in Part D.

The Act specifies that higher Part D premiums will be

charged to beneficiaries who do not enroll in Part D during

the Initial Enrollment Period (IEP) unless they can demon-

strate creditable prescription drug coverage prior to their

enrollment in Part D. Accordingly, the Medigap disclosure

notice must advise beneficiaries as to whether their policies

constitute creditable prescription drug coverage. CMS actu-

aries have determined that it is unlikely that standardized

Medigap Plans H, I, and J, as well as prestandardized Medigap

plans and waiver State plans, will constitute creditable drug

coverage.
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The proposed regulations discuss the timing and content for

the proposed disclosure notice and provide a draft model. The

notice must be sent between September 16, 2005, and

November 15, 2005. The notice must outline the individual’s

various Medigap options. For instance, if the individual

enrolls in Part D, the Medigap policy can be retained but the

drug coverage will be terminated. If the individual enrolls in

a PDP during the IEP, the individual has a guaranteed right to

purchase from the same issuer another select Medigap plan

that does not include drug coverage.
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