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T he Medicare Prescription Drug Benefit, known as Medicare 
Part D, is a voluntary insurance program that provides cover-
age for prescription medications for people who are eligible for 

Medicare Part A or Part B. Medicare Part D has changed since its incep-
tion in 2006, with some changes defined by statute and others resulting 
from guidance issued by the Centers for Medicare & Medicaid Services 
(CMS). The year 2010 brings another round of changes, some of them 
significant, to Medicare Part D. The purpose of this article is to describe 
relevant changes to Medicare Part D in 2010 and the implications for 
plan sponsors, pharmacists, beneficiaries, and pharmaceutical compa-
nies. Previous articles addressed changes in years 2007 through 2009.1-3

How Did the Coverage Thresholds for the  
Standard Part D Benefit Change in 2010?

The standard drug benefit is the foundation for Part D coverage. In 
2010, most of the benefit parameters of the standard drug benefit in-
creased (Table).4 Plan sponsors must offer the standard drug benefit or 
one that is actuarially equivalent. In addition to the standard drug bene-
fit, plans may offer 1 or more enhanced coverage options for a higher 
premium. If sponsors have multiple offerings, the choices all must be 
substantially different.6 Based on the bids submitted to CMS by the plan 
sponsors, the average premium that beneficiaries will pay in 2010 for the 
standard drug benefit will increase 7% from $28 in 2009 to $30 in 2010.7 
More realistic is the weighted monthly prescription drug plan premium, 
which is based on the number of enrollees in each type of plan. This 
amount is expected to increase 11% from $35.09 to $38.91.8 Another 
premium benchmark is the base beneficiary premium, which is used each 
year to calculate the late enrollment penalty for beneficiaries who did 
not enroll in Part D when they were initially eligible. For 2010, the base 
beneficiary premium is $31.94.9

Implications. In 2010, the higher costs of the standard drug benefit 
and premiums will place a greater financial burden on beneficiaries. Plan 
sponsors will need to be attentive to the higher cost of administering Part 
D and the increases in pharmaceutical prices. Beneficiaries will continue 
to observe efforts by the plans to manage costs by encouraging generic 

dispensing of medications, and 
implementing utilization con-
trols such as prior authorization 
and step therapy. Pharmaceutical 
companies may oppose plans’ 
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efforts to restrict access or increase cost sharing because any 
of these strategies may lead to reduced adherence or unfilled 
prescriptions. It will be important for the success of the bene-
fit to maintain the balance between beneficiaries’ cost sharing 
and their access to medications so that all stakeholders’ needs 
are being met.

How Has the Definition of “Negotiated Price” 
Changed for 2010?

For 2010, CMS has revised Medicare’s definition of ne-
gotiated prices. Prior to this rule taking effect, plan sponsors 
were permitted to report either the amount paid to their 
pharmacy benefit manager (PBM) for each prescription drug 
event (PDE) or the amount paid to the pharmacy for each 
PDE as their negotiated price. Under the new rule, plans must 
report to CMS the price actually paid to the pharmacy as the 
negotiated price. If a difference exists between the price paid 
by the plan to the PBM and the price paid by the PBM to the 
pharmacy, the difference will be considered an administrative 
cost and must be reported as such.10 

Implications. This move toward greater transparency in 
negotiated pricing has been anticipated by plan sponsors for 
several years. Plan sponsors will now be required to count the 
“spread” captured by their PBM. The spread is the difference 
paid to the PBM by the plan sponsor and what the PBM actu-
ally pays the pharmacy, and is reported as administrative costs 
rather than drug costs. Although plan sponsors will now know 
exactly how much their PBMs are marking up their reimburse-
ments for prescription claims, this new method may impact 
the plan sponsor’s risk corridor payments from CMS and delay 
the time it takes beneficiaries to reach the doughnut hole, put-
ting plan sponsors at greater financial risk. Beneficiaries, how-
ever, will benefit from lower prices at the pharmacy counter 
and the potential delay in the time it takes for them to reach 
the coverage gap. 

What Are the Changes to Utilization  
Management Criteria in 2010?

The most significant changes to utilization management 
criteria in 2010 will be around off-label use requirements 

and overly burdensome criteria. CMS 
has specified that plans will no longer 
be able to require the trial and failure 
of medications for a condition for which 
they do not have US Food and Drug 
Administration (FDA) approval before 
allowing a patient to receive a medica-
tion that does have FDA approval for 
the condition. There is a caveat to this 
new rule stipulating that plans may re-

quire patients to try a medication for an off-label indication 
first only if it is supported by widely used treatment guide-
lines or clinical literature that CMS considers to represent 
best practices.

Furthermore, CMS will prohibit plans from maintaining 
overly burdensome criteria for medication access. As a gener-
al rule, CMS will not allow plan sponsors to require patients 
to try more than 2 formulary agents prior to receiving the 
originally prescribed medication. The only exception will be 
when the originally prescribed medication is considered in 
the clinical literature to be fourth-line therapy.6 

Implications. These rule changes will limit the amount 
of control plan sponsors have on trying to shift patients to 
lower-cost generics. Because plan sponsors are at financial 
risk, it is advantageous for them to have their members on 
medications that cost as little as possible. Some (although 
not all) plan sponsors often take a cost-minimization ap-
proach rather than a cost-effectiveness approach. As a result, 
some sponsors have required trial and failure of medications 
that do not always have the long-term durability and safety 
information demonstrated by an FDA approval, even though 
these medications may have been used in clinical practice 
to treat certain conditions. CMS has made these utilization 
management criteria revisions for 2010 to help ensure that 
Part D beneficiaries receive appropriate evidence-based med-
icine and decrease the number of steps they must go through 
prior to receiving treatment. 

What Is the Nonmatched National Drug Code List?
For a drug to be reimbursed by CMS, it must have a prop-

erly listed National Drug Code (NDC) with the FDA. A 
nonmatched NDC list was constructed by comparing the 
list of NDCs included in the CMS database with those in-
cluded in the FDA NDC directory. Beginning January 1, 
2010, CMS will use this list to reject PDEs that are submit-
ted with a nonmatched NDC. If the prescription claim was 
processed for an NDC on the nonmatched list, then that 
claim will encounter the new PDE edit and be rejected by 
CMS, and the plan sponsor will not be reimbursed for that 
claim.11

Take-Away Points
2010 will be another year of refinement for the Medicare Part D program with several en-
hancements benefiting enrollees. 

n The Centers for Medicare & Medicaid Services has taken actions to reduce the number 
of drug plan reassignments for beneficiaries who qualify for the low-income subsidy.

n The definition of negotiated prices has changed, creating greater transparency in phar-
macy reimbursement. 

n Plan sponsors will be further restricted in their utilization management criteria; overly 
burdensome prior authorization protocols, as well as required trials on non–US Food and 
Drug Administration–approved medications, will be prohibited.
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during the benefit year rather than once yearly. Additionally, 
plan sponsors must target at least 4 of the 7 chronic condition 
categories identified by CMS. These categories are hyperten-
sion, heart failure, diabetes, dyslipidemia, respiratory failure, 
bone disease, and mental health. Plan sponsors may not re-
quire qualifying beneficiaries to have more than 3 of the 4 
targeted chronic conditions and may not require qualifying 
beneficiaries to be receiving more than 8 Part D drugs. Fur-
thermore, the threshold for the annual cost of Part D drugs the 
beneficiary is likely to incur to be eligible for MTM services 
has been reduced from $4000 to $3000. CMS also announced 
minimum requirements for MTM services, and these services 
must target both beneficiary and provider. At a minimum, the 
MTM program must perform a comprehensive medical review, 
which is a comprehensive review of the beneficiary’s medica-
tions (both prescription and nonprescription drugs) done by 
a qualified provider or pharmacist, at least quarterly and the 
program must offer prescriber-targeted communications. 

Implications. Reduced thresholds and opt-out enrollment 
methods will lead to a larger number of beneficiaries participat-
ing in MTM programs. The increased frequency of quarterly 
comprehensive medical reviews will increase the number of op-
portunities to impact outcomes and improve patient care. Pro-
gram requirements and an increased mandate on beneficiary/
prescriber interaction with the plan sponsor will lead to height-
ened demands on sponsors implementing these MTM programs. 
For 2010, plan sponsors will need to decide how to implement 

Implications. It was the intent of CMS to have manufac-
turers properly list their impacted NDCs with the FDA prior 
to January 1, 2010, to limit any potential impact. Should these 
NDCs not be properly listed, rejections will occur at point of 
sale and lead to patient disruption. Proper communication 
with and education of pharmacies by plan sponsors and PBMs 
will help to alleviate confusion and help to identify properly 
listed NDCs to be processed for Medicare beneficiaries. Ge-
neric manufacturers, repackagers, and labelers with NDCs on 
the nonmatched list will need to determine whether a proper 
listing at the FDA for their product(s) is necessary. Wholesal-
ers and pharmacies will need to justify stocking nonmatched 
NDCs as these drugs may not be covered by participating Part 
D plan sponsors. Pressure will be put on plan sponsors and 
PBMs to call for these actions to prevent confusion in their 
beneficiary population. 

How Has the Design of Medication Therapy 
Management Programs Changed for 2010?

In the 2010 Call Letter, CMS mandated several changes 
to medication therapy management (MTM) programs.6 In 
2010, those plan sponsors with an opt-in enrollment MTM 
program will be required to switch to an opt-out enrollment 
program for qualifying beneficiaries. Beneficiaries who meet 
the qualifying criteria, unless they explicitly state otherwise, 
will be automatically enrolled into MTM programs. Plan 
sponsors will be required to target members at least quarterly 

n Table. 2010 Changes to the Medicare Part D Standard Benefita

Benefit Parameters 2009 2010

Annual deductible $295 $310

Initial coverage limit $2700 $2830

OOP threshold $4350 $4550

Total covered Part D drug spending at OOP thresholdb $6154 $6440

Coverage gapc $3454 $3610

LIS copayments, generic/brand

  Institutionalized beneficiaries  $0/$0  $0/$0

  Up to or at 100% of the FPLd $1.10/$3.20 $1.10/$3.30

  Other LIS $2.40/$6.00 $2.50/$6.30

FPL indicates federal poverty level; LIS, low-income subsidy; OOP, out-of-pocket. 
aThe standard benefit design includes the annual deductible, which is the amount of money a beneficiary must spend on medications before the 
plan starts to pick up any portion of medication expenses. Once the member has satisfied the annual deductible, the member enters the initial 
coverage phase. As part of the standard benefit design, the plan pays 75% of prescription costs and the member pays 25% during the initial cover-
age phase up to the initial coverage limit, or an actuarially equivalent amount, above which there is a coverage gap in which the beneficiary pays 
100% of medication costs until the OOP threshold pushes the beneficiary into catastrophic coverage. For costs above the catastrophic threshold, 
the beneficiary is responsible for only a small portion of cost sharing for the remainder of the benefit year.  
bAmount of total drug spending required to attain the OOP threshold if the beneficiary does not have prescription drug coverage through a group 
health plan, insurance, government-funded health program, or similar third-party arrangement. 
cA period of no coverage in which the beneficiary pays the full price of covered Part D drugs. The coverage gap is equal to the difference between 
the total covered Part D drug spending at the OOP threshold and the initial coverage limit. 
dThe FPL is defined as an annual income in 2010 below $10,830 for an individual and $14,570 for a couple; the LIS is available to beneficiaries with 
an annual income below 150% of the FPL (ie, $16,245 for an individual or $21,855 for a couple) and resources below $12,510 for an individual or 
$25,010 for a couple.5
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such programs, or if services will need to be contracted to an 
external MTM vendor. This provision will affect the bid process 
and premiums for 2010 as plan sponsors determine the financial 
impact of these MTM provisions on their Medicare business. 

Looking Ahead
It is generally accepted that Medicare Part D is successful in 

providing access to prescription drug coverage for beneficiaries 
who otherwise lack coverage; however, gaps still remain. One 
of the most challenging aspects of Part D is the coverage gap, 
which impacts 25% of beneficiaries each year. In addition, some 
believe that offering a public option in Part D, in which the 
government negotiates drug prices directly with pharmaceuti-
cal companies, can help to reduce pharmaceutical spending. 

The Patient Protection and Affordable Care Act of 2010, 
signed into law by President Obama on March 23, 2010, made 
many changes to Medicare Part D.12 One of the most impor-
tant changes is the closure of the coverage gap, starting with a 
$250 rebate provided to Medicare beneficiaries who enter the 
coverage gap in 2010. The coinsurance rate in the coverage 
gap will be phased down starting in 2011 until it reaches 25% 
by 2020. Starting in 2011, all brand name drugs for benefi-
ciaries in the coverage gap will be offered at a 50% discount. 
Other changes that will take effect in 2011 include discretion-
ary rights for CMS to designate protected classes of drugs in 
Part D, changes to low-income benchmarks for plans eligible 
for low-income subsidy (LIS) enrollment, allowing plans to 
waive de minimis premiums to maintain LIS enrollment, pro-
viding formulary information to reassigned LIS beneficiaries, 
and free generic first drug fill option for Part D plans.

Conclusions
The year 2010 represents a year of favorable changes to Medi-

care Part D for beneficiaries. Although the standard drug benefit 
parameters and cost-sharing amounts underwent their annual 
increase, there was a move toward greater transparency in ne-
gotiated prices that may result in lower out-of-pocket costs to 
beneficiaries and a potential delay in entering the coverage gap. 
CMS mandated several changes to MTM programs to increase 
the number of beneficiaries enrolled and improve the services 
and quality of the programs. Although the fundamental struc-
ture of Medicare Part D remained the same in 2010, the ben-
eficiary provisions continued to improve. It is anticipated with 
the advent of healthcare reform, Medicare Part D will continue 
to reach toward the goals of access to necessary medications and 
improved therapeutic outcomes for all Medicare beneficiaries.
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