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M edicare’s outpatient prescription drug benefit for senior citizens and people with
disabilities, known as Part D, began in 2006. Part D uses private plans to provide coverage for
prescription-drugs to enrollees. The federal government. does not mandate the amounts that
plans pay for prescription drugs; instead, plans directly negotiate payment rates with pharma-
cies and rebates from drug manufacturers while competing with each other for enrollees. Such
competition provides incentives for plans to control their costs. One important way in which
plans seek to control costs is by encouraging the use of generic drugs. Plans can encourage
enrollees to switch from brand-name drugs to their less expensive generic equivalents, a
practice known as generic substitution. Plans can also encourage enrollees to switch from

a brand-name drug to the generic form of a different drug thar is in the same therapeutic class,
one form of a practice known as therapeutic substitution.

This Congressional Budget Office (CBO) study uses data on Medicare Part D prescription
drug insurance claims from the Centers for Medicare and Medicaid Services (CMS) to assess
how successful plans have been in encouraging the use of generic drugs and the potential for
savings from the additional use of such drugs. The study was prepared at the request of the
Chairman and Ranking Member of the House Budget Committee. In keeping with CBO’s
mandate to provide objective, nonpartisan analysis, this study makes no recommendations.
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supervision of Joseph Kile and David Moore. Anna Cook of CBO’s Health and Human
Resources Division provided useful guidance throughourt and thoughtful comments on drafts.
Carol Frost and Susan Labovich (both formerly of CBO) assisted with data analysis. The anal-
ysis benefited from comments provided by David Austin, Elizabeth Bass, Sheila Campbell,
Julia Christensen, Phil Ellis, Justin Falk, Holly Harvey, Tamara Hayford, Daniel Kao,

Kate Massey (formerly of CBO), Andrea Noda, Allison Percy, Chayim Rosito, Ellen Werble,
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' In 2006, Medicare began offering ouﬁpatient prescrip-

- tion drug berefits to senior citizens and people with-
disabilities in a program called Part D. Unlike other
Medicare benefits covered under the traditional fee-for-
service program—in which providers are paid an admin-
istratively determined price for each covered service (or
bundle of services) they provide—prices in Part D are not
set by the government. Instead, private plans deliver the
drug benefir and negotiate their own drug prices while
competing with each other for enrollees.

That framework was intended to provide those plans
with incentives to make their drug benefits attractive to
potential enrollees and to control their costs. One impor-
tant way in which they do so is by negotiating with man-
ufacturers of brand-name drugs for rebates. Another
important mechanism is managing enrollees’ use of pre-
scription drugs—and in particular, encouraging the use
 of generic drugs. Using differences in copayments and
other methods, plans can encourage enrollees to switch
from brand-name drugs to their less expensive generic
equivalents—a practice known as generic substitution.
Plans can also encourage enrollees to switch from a
brand-name drug to the generic form of a different drug
that is in the same therapeutic class, which is one form of
a practice known as therapeutic substitution. (Therapeu-
tic substitution can also include switching from a higher
priced brand-name drug to a lower priced brand-name
drug in the same class.)

The Congressional Budget Office (CBO) used data from
the Centers for Medicare and Medicaid Services on pre-
scriptions filled in 2007 under Part D to assess how suc-
cessful plans have been in encouraging the use of generic
drugs and how much additional savings could arise from
the wider use of such drugs. Developing policy tools to
achieve additional savings from grearer use of generic

drugs is a further challenge not addressed in this study. -

Potential Savings from

Generic Substitution

In 2007, total payments to plans and pharmacxes

from the Part D program and its enrollees were about
$60 billion. The total number of prescriptions filled
under Part D was about 1 billion, of which 65 percent
were filled with generic drugs, 5 percent were filled with
multiple-source brand-name drugs (brand-name drugs
thar are also available in generic versions), and 30 percent
were filled with single-source brand-name drugs (brand-
name drugs for which no chemically equivalent generic
versions are available). Even though a majority of pre-
scriptions were filled with generic drugs, their lower
prices meant that those prescriptions accounted for only

25 percent of total prescription drug costs.

Using the Part D data, CBO estimates that dispensing
generic drugs rather than their brand-name counterparts
reduced total prescription drug costs in 2007 by about
$33 billion. Thus, total payments to plans and pharma-
cies from the Part D program and its enrollees would
have been about $93 billion—or 55 percent higher—if
no generics had been available. That analysis holds several
factors constant and reflects CBO’s assessment (discussed
below) thart generic entry is unlikely to have a substantial
effect on either the price of the brand-name drug or the
total quantity (including brand-name and generic ver-

sions) of the drug sold.

The savings from using generic drugs accrued to Medi-
care and its enrollees. In 2007, Medicare made 72 percent
of the total payments to plans and pharmacies under

Part D, and enrollees paid for the remainder through.
premiums, deductibles, coinsurance, and copayments.

A reasonable judgment is that those shares of payments
would also apply to the savmgs from generic utilization—

which translates into savings of about $24 billion for the

Past D program in 2007 and about $9 billion for its -
enrollees. The accual share of savings going to each group




i, -

S could have been somewhat hlgher or lower, however, e
S dependlng on 4 number. of factors, such as how the sav-.
" ings altered- spendmg across the various coverage phases .

o of the Parc D program .

A ‘CBO also a.nalyzed the potentxal for addmonal savings

" from increased generic substitution and-found that it is

comparatively small. If all of the 45 million prescriptions

- filled with multiple-source brand-name drugs had instead
“been filled with their generic counterparts, an additional
$900 million—representing less than 2 percent of total -

payments to plans and pharmacies from the Part D pro-

gram and its enrollees in 2007—would have been saved.
Using their shares of payments to plans and pharmacies
- to allocate those savings, the Part D program would have
" saved about $650 million, and its enrollees would have

saved about $250 million.

Potential Savings from
Therapeutic Substitution

Single-source brand-name drugs accounted for 68 per-
cent of total prescription drug costs under Part D in
2007, even though those drugs accounted for only about
30 percent of prescriptions. Plans could have achieved
some savings from that group of drugs by encouraging
enrollees to switch to the generic form of a different drug
in the same therapeutic class—that is, a drug designed to
treat the same medical condition.

The potential to reduce costs by promoting such thera-
peutic substitution depends on the number of single-
source prescriptions that it would be medically appropri-
ate to switch. To assess the potential for such savings,
CBO examined potential therapeutic substitution for
seven therapeutic classes identified by the Medicare pro-
gram as providing opportunities for such substitution. If
all of the single-source brand-name prescriptions in those
seven classes had been switched to generic drugs from the
same class, prescription drug costs would have been
reduced by $4 billion in 2007, or 7 percent of total pay-
ments to plans and pharmacies in thart year. Again using
their overall shares of payments to plans and pharmacies
to allocare those savings, Medicare spending would have:
been reduced by $2.9.billion, and enrollees’ spending
would have been reduced by $1.1 billion. As with generic
substitution, the actual share of the savings going to
either group could have been somewhat higher or lower.

The potential savings from therapeutic substitution to.

 generic drugs could have been higher or lower than those-
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: estlmates, for WO reasons On the one hand the’ reduc—
‘tion.in costs in. the seven therapeunc classes: that feambly
'-_".could have been achleved would be less than $4 billion
" because in many cases it would have been medically i inap- -
. propriate to switch a prescription. from a single-source -~ .-

brand-name drug to the generic f form of a therapeutically
, similar drug. Some drugs in a class either may be more .

effective than others for some of the population or may
. hot be safe for people with other health conditions. Con-

sequently, a pharmacist must obtain the consent of the
prescribing physician before substituting a generic drug

for a single-source drug that is in the same therapeutlc

class but is not chemically equlvalent :

- On the other hand,-savmgs from therapeutic substitution

to generic drugs could have been much higher than

~ $4 billion to the extent that other classes of drugs also

would have presented options for substitution. The seven
classes that CBO evaluated represented only about one-
fifth of total prescription drug costs and 15 percent of the
cost of single-source brand-name drugs under Part D.
Even if the share of drugs that feasibly could have been
switched in those other classes had been lower than in the
classes that Medicare highlighted, those switches would
generate additional savings. Compared with the potential

" for additional savings from generic substitution, the

potential for additional savings from therapeutic substitu-
tion was greater both because the savings per prescription

were greater (given the relative prices of the specific drugs

involved) and because slightly more prescriptions had the
potential to be switched.

Policymakers would face several challenges in developing
tools to achieve any addirional savings from the expanded
use of generic drugs—particularly in the case of therapeu-
tic substitution. About half of Part D spending is on
behalf of enrollees who have lower incomes and thus
qualify for additional subsidies. Policies that used finan-

cial incentives to steer enrollees toward certain drugs

might not be effective for that population because
Medicare pays nearly all of their costs. In addition, plans

‘must meet certain requirements intended to ensure that
. enrollees have access to the drugs that they need and to

prevent the plans from discouraging beneficiaries with
high drug costs from enrolling; those requirements limic
plans’ ability to steer drug use. Finally, it could be diffi-
cult for policymakers to design policies so that switches

- from single-source brand-name drugs to generic drugs

were made only when miedically appropriate. -
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L Imphcatlons of Future Developments
. The estimates of actual savings from generic subsntuuon -
-7 in 2007 and potentxal savings- that could have béen real-
= ized from grearer generic and. therapeunc substxtutlon

* duting that year illustrate that using generic drugs in the

" furure can reduce spending under Part D. However, the -
. “potential forsuch savings will vary from year to year
depending on many factors, including the extent to
which generic drugs and new brand-name drugs enter the
-market. : :

. tion drugs will benefit from a wave of brand-name drugs
in high-priced therapeutic classes losing patent protection
or other periods of exclusivity, which will allow generic
drugs to enter those markets for the first time. Also, rela-
tively few new brand-name drug products are expected to

reach the market in the near term. If the current rate of
generic substitution is maintained, first-time generic
entry occurring through 2012 will generate about

$14 billion in addirional savings from generic substitu-
tion, in addition to the $33 billion in savings calculated
above (where both figures apply to 2007 spending pat-
terns). However, potential savings from therapeutic
substitution for the classes that CBO considered would
be reduced from $4 billion to about $2 billion (also based

on 2007 spending). That reduction occurs because some

of the prescnptlons that would have been shxfted to a.
- different generic drug (when generating the estimate for .
: :.therapeunc substltuuon in.2007) will have theirown
_:b_'generlc competn:or by 2012; those savings are thus. - Lo
 included in the $14 billion ﬁgure for add1t10nal savmgs S
from generlc substu:uuon . S

Twwo other 1mportant conmderanons stem from the prov1—> o
sions of the recently enacted legislation on health care

(the Patient Protection and Affordable Care Act; as modi-
fied by the Health and Education Reconciliation Actof '

Over the next several years, entities that pay for prescrip- _ 2010). First and foremost, the coverage gap in the Part D

benefit—a range of spending in which many enrollees
have to pay all of their drug costs—will gradually be
closed. As a result, the total amount of drug spending -
under Part D, the mix of generic and brand-name drugs
used, and the federal government’s share of drug spend-
ing will all change ar least to some degree. In addition,
the legislation created a regulatory pathway for approving
drugs that are “biosimilar” to brand-name biologic
products—drugs that are made from living organisms
and that tend to be very expensive. How quickly those
biosimilar drugs are developed and used, how they are
priced, and whether they will be treated under regulation
in the same manner as generic drugs for purposes of clos-
ing the coverage gap under Pare D will all have important
implications for future prescription drug spendmg






Effects of Usmg Generlc Drugs on
Medlcare S Prescrlptlon Drug Spendmg

n 2006, Medicare began offering outpatient prescrip- -

tion drug benefits to senior citizens and people with dis-
abilities through the Medicare Prescription Drug Benefit
Program (Part D). The program relies upon private plans
to deliver those benefits to its enrollees. In contrast to the
traditional fee-for-service programs employed to deliver
othér Medicare benefits—in which providers of health
care are paid an administratively determined price for
each covered service, or bundle of services, that enrollees
receive—prices in Part D are negotiated by private plans
that compete with one another for enrollees. That frame-
work was intended to give plans incentives to make their
drug benefits attractive to potential enrollees and to con-
trol costs. Toward that end, plans use various techniques
to manage enrollees’ use of drugs and to negotiate price
rebates from drug manufacturers and discounts from
pharmacies.

Generic substitution, the practice of switching a prescrip-
tion from a brand-name drug to a less expensive chemi-
cally equivalent generic drug, is one prominent approach
to controlling costs.' This analysis uses data provided by
the Centers for Medicare and Medicaid Services (CMS)
on prescriptions filled under Part D in 2007 to assess the
extent to which generic substitution reduced prescription
drug spending in that year. The study also provides esti- -
mates of how much more spending could have been
reduced in 2007 by additional generic substitution and
by one form of another practice—known as therapeutic
substitution—in which a prescription is switched from a
brand-name drug to the generic form of a different drug

1. The term “chemically equivalent generic” is used throughout this
~ study to refer to a generic drug that the Food and Drug Adminis-
tration has determined is identical or bioequivalent to a brand-
_name drug in'dosage form, safety, strength, route of administra-
* tion, quality, performance characteristics, and inrended use.

that is in the sane therapeutic class In addmon, the out-
look for future savings from using generic drugs is briefly -
discussed. To explain who benefits from lower prescrip-
tion drug spending and the incentives of enrollees and
private plans to control such spending, the study begins
by describing the design of the Part D benefit, the distri-
bution of spending under Part D, and the role of private
plans in the Part D program.

Overview of the Medicare Prescription
Drug Benefit Program

Medicare Part D has about 28 million enrollees, and the
Congressional Budget Office (CBO) estimates that net
outlays will amount to $48 billion in fiscal year 2010.?
The program as it existed during its first five years is
described below, with a particular focus on 2007 because
this study uses detailed data from that year. The health
care legislation enacted in March 2010 makes changes to
Part D that will be phased in over a 10-year period.” The

2. Figures exclude enrollees in and payments to plans that receive the
retiree driug subsidy (a subsidy that Medicare provides to certain
prescription drug plans offered by employers and union groups to
their retirees). For details, see enrollment dara for 2010, available
at www.cms.gov/PrescriptionDrugCovGenln/. Net outlays are
spending on payment benefits minus payments from the states
and the portion of premiums paid by enrollees through withhold-
ings from Social Security benefits. (When DPart D coverage began,
the responsibility for paying for drugs for individuals who are
enrolled in both Medicaid and Medicare shifted from the Medic-

. aid program to the Medicare Part D program. In recognition of
. that change, states are required to contribute to Part D a portion
of theit estimated avoided drug costs for that population.)

3. Patient Protection and Affordable Care Act (Public Law 111-148)
and Health Care and Educarion Reconciliation Act of 2010
: (PL 111-152):
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o 'changes expected in' 2011 and beyond from that Iegxsla—

' -tion are also descnbed

: .Des1gn of the Medlcare Prescrlptlon Drug Beneﬁt
‘The Medicare prescnpnon drug benefit is delivered by
privare plans. Private prescription drug plans—-some-

. times ¢alled “stand-alone” drug plans—offer only pre- -

© scription drug coverage and are designed for enrollees '
who get their other Medicare benefits in the traditional -
fee-for-service program. In addition, private health plans,
called Medicare Advantage plans, offer prescription drug
coverage that is integrated with the health care coverage
they provide to Medicare beneficiaries under Part C.4

Origmal Benefit Design. Before the recent enactment of

health care legislation, the Part D standard prescription
drug benefit included these phases of coverage:

® A deductible paid by the beneficiary ($265 in 2007);

m Coverage paid by the plan for 75 percent of drug costs
between the deductible and the initial coverage limit
($2,400 in 2007);

W A coverage gap beyond the initial coverage limit in
which no further coverage is provided until an enrollee
has incurred out-of-pocket drug costs for the year -
exceeding the catastrophic threshold ($3,850 in 2007,
which corresponds to about $5,450 in total drug
spending for someone who has no supplemental drug
coverage); and ' '

m Coverage of about 95 percent of drug costs beyond
thar threshold, with 15 percent of those costs paid by
the plan and 80 percent paid by the Part D program.
That coverage is not capped.

Over time, the dollar values that set those thresholds are
indexed to growth in drug spending per enrollee, so that
the beniefit covers roughly the same share of drug costs
from year to year.

4. In addition to Part D, Medicare consists of Parts A, B, and C,
which pay for other health care services for seniors and people
with disabilicies. Part A coversinpatient hospiral stays, skilled
nursing facilicies, home health care, and hospice care. Part B cov-
ers outpatient hospital care, doctors’ services, and many other
medical services not covered by Part A. The health care services
offered under Parts A,B,and D (except hospice care) can be
obtained through private health plans operaring under Parc C. For
more information on Medicare, see Hinda Chaikind and others,

. Medicare Primer, CRS Report for Congress R40425 (Congressio-
nal Research Service, March 10, 2009). : .

o PIans may- yoffer the standard beneﬁt estabhshed in law, e

_ "_alternanve prescription drug beneﬁts thar are actuanally -
.equivalent to the standard. prescnpuon drug benefit, or.
' benefits thar are enhariced in some ‘way. The standard

benefit establishes the minimal level of coverage. wn;hm
' Part D, but.most people receive benefirs that have differ-

_ent cost-shanng requirements—sich as havmg a copay- -
~ment that is a fixed dollar amount per prescription rather

than a percentage of the prescnptlons cost. To be actuari-
ally equivalent, an alternative benefit design must cover.

“the same share of enrollees’ drug costs, on average, as the

standard benefit. Enhanced plans have a hlgher actuarlal

* value.

" For enrollees in stand-alone plans in 2007, about 20 per-

cent were in standard benefit plans, 60 percent were in
actuarially equivalent plans, and 20 percent were in
enhanced benefit plans. By 2009; about 10 percent of
enrollees in stand-alone plans were in standard benefit
plans, 64 percent were in actuarially equivalent plans, and
26 percent were in enhanced benefit plans. Enrollees in
Medicare Advantage plans were predominantly in
enhanced benefit plans (80 percent in 2007 and 94 per-
cent in 2009). Only about 1 percent of enrollees in Medi-
care Advantage plans were in standard benefit plans over
that time period.’

For each enrollee, Medicare provides plans with a subsidy
of about 75 percent of the average cost of the standard
prescription drug benefit. (A portion of that subsidy is
provided by paying 80 percent of drug costs above the
catastrophic threshold, and the rest is made as a per-
enrollee payment.) Most enrollees pay for the rest of the
benefit and any enhanced benefits through premiums.
Enrollees who have low income and few assets, however,
may qualify for additional subsidies. For those enrollees,
Medicare pays for nearly-all of the premiums, deduct-
ibles, coinsurance, and copayments and for drug spend-
ing in the coverage gap.®

5. Medicare Payment Advisory Commission, Report to the Congress:
Medicare Payment Policy (March 2008), p. 290 and p. 292; and
Report.to the Congress: Medicare Pa}'ment Policy (March 2010),

p. 287.

6. Enrollees qualifying for low-income subsidies are liable for addi-

tional costs if they choose plans with higher premiums than the
limits set by the Centers for Medicare and Medicaid Services.
Those limits ensure that enrollees will have at least one stand-
alone drug plan available to them for which they do not have to
pay a premium. See Patricia A. Davis, Medicare Part D Prescription
. Drug Benefir, CRS Report for Congress R40611 (Congressional
Research Service, June 1, 2009), p. 12. )
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'_';"Table 1. ‘. , _ . : S
" Cost Sharing and Manufacturers Dlscounts for Prescrlptlon Drugs m the
Former Medicare- PartD Coverage Gap B .

»(Percentage of prescrlptlon drug spendmg) _ ‘ L L
: : . Brand- Name Drugs . .. . .. GenericDrugs -

Enrolless  Plans Manufacturers‘ ~ Enrolieess - Plans' Manufacturers'

. Cost Sharing CostSharmg - Discounts - Cost Sharing. Cost Sharing - Discounts
2010~ ¢ . 1000 na; . na © 1000 - - ona ¢ na
2011 - .50 - - na - 500 - - 90 . .70 3 na. .
2012 ’ 50.0 : na.’ 500 . 86.0 . 140 - na.
2013 . 475 25 500 . 790 21.0 . n.a.
2014 475 25 50.0 720 280 na.
2015 , 45.0 . 50 50.0 65.0 35.0 na.
2016 o 450 ‘5.0 50.0 -58.0 . 420 ©ona
2017 40.0 10.0 50.0 51.0 - 490 n.a.
2018 35.0 ‘ 15.0 50.0 44.0 56.0 n.a.
2019 30.0 20.0 50.0 37.0 63.0 n.a.
2020 and Beyond 25.0 25.0 50.0 25.0 75.0 n.a.

Source: Congressional Budget Office based on the provisions of the Patient Protection and Affordable Care Act (Public Law 111-148) and the
Health Care and Education Reconciliation Act of 2010 (Public Law 111-152).

Notes: Those provisions do not apply to the prescription drug spending of enrollees with low-income subsidies or enrollees who are in plans
that receive the retiree drug subsidy.

n.a. = not applicable.

Medicare also subsidizes prescription drug plans provided ~ In addition, and also starting in 2011, plans will provide
by employers and unions for their retirees. To qualify for ~ an increasing amount of coverage under the standard pre-
that subsidy (called the retiree drug subsidy), the plans scription drug benefit for drugs purchased in the range of
must offer benefits that are at least actuarially equivalent spending that Vf’ould have censtitutefi the coverage gap;
to the standard prescription drug benefit under Pait D. plans that provide an actuarially equivalent benefir will

As long as they meet those requi he ol have to increase their value correspondingly. For brand-
& Y ose requirements, te p af spon- name drugs purchased in that spending range, plans will

sors have complete flexibility over the design of the pay 2.5 percent of their cost in 2013, increasing o
benefits they provide. 25 percent by 2020 and beyond. For generic drugs pur-
v chased in that spending range, plans will pay 7 percent of
Recently Enacted Changes. The recently enacted health the cost in 201 f . that f ove rig eE:;vill incr efseyea i year to
care legislation makes several changes affecting the cover-  reach a rotal of 75 percent by 2020, where it will remain
age gap in Part D. Beginning in 2011, manufacturers will (see Table 1). As a result, by 2020, enrollees will pay
be required to provide a 50 percent discount off the nego- 25 percent of drug costs in the former coverage gap, just
tiated price of brand-name drugs included in a plan’s for-  as they do in the initial phase of coverage.

mulary—a list of drugs that the plan will pay for—to an
enrollee when his or her prescription drug spending is in

Distribution of Spending in Medicare Part D
- Enrollees pay premiums to Part D plans and also pay
deductibles, coinsurance, and copayments to pharmacies
under the program. (Those premiums and cost-sharing
) ) o requirements may be covered by third parties, such as
threshold. Enrollees who receive low-income subsidiesor  p . ities or employers.) Medicare pays a premium sub-
are in plans receiving the retiree drug subsidy will notbe . sidy to drug plans for all enrollees and additional subsi-
 eligible for the discount (presumably because they would  dies for premiums and cost-sharing for low-income
not have faced the coverage gap under prior law). enrollees. All together, those payments to plans and

the coverage gap. Those manufacturers’ discounts will be
counted toward enrollees” out-of-pocket costs for deter-
mining whether they have reached the catastrophic
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Flgure 1 .

; Dlstnbutlon of Payments to Plans and Pharmac1es for Enrollees
Prescrlptlon Drug Spendmg Under Medlcare Part D 2007

Enroliegs!
Premiums

Source: Congressional Budget Office based on Medicare Board of Trustees, 2010 Annual Report of the Boards of Trustees of the Federal
Hospital Insurance and Federal Supplementary Medical Insurance Trust Funds (August 5, 2010), p. 186, Table IV.B10, and p. 189,
Table IV.B11; information from the Office of the Actuary at the Centers for Medicare and Medicaid Services; and claims data
(Prescription Drug Event data) reported to the Centers for Medicare and Medicaid Services by plans.

Notes: In dollars, the total payments to plans and pharmacies ($59.8 billion) breaks down into the following categories: $5.5 billion for
enrollees’ premiums, $11.4 bitlion for enrollees’ out-of-pocket spending, $16.8 billion for the Medicare Part D pregram benefit for
low-income subsidies, $14.6 billion for the Medicare Part D program payment for the standard benefit for enrollees receiving those
subsidies, and $11.5 billion for the Medicare Part D program payment for the standard benefit for other anrollees.

Enrollees’ out-of-pocket spending includes spending by other organizations (such as charitable organizations) on an enrollee’s behalf.

Medicare Part D program payments for low-income subsidies include payments for premfums made by the Part D program to plans on
behalf of enroflees receiving low-income subsidies.

Medicare Part D program payments exclude payments made under the retiree drug subsidy; those payments totaled about $4 billion
in 2007.
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- pharmac1es totaled $59 8 bllhon in 2007 (That amount

.- excludes prescription. drug spendmg under plans r_hat

" receive the retiree drug sub51dy) Enrollees paid 9. percent y
- of that total amount in premiums to plansand - _:
-+ 19 percent in out-of-pocket payments to pharmacies (see :
' Figure 1), for a total of 28 percent.® The Part D program- ‘

“paid 28 percent of the ‘total for low-income subsidies
beyond the standard benefit, 25 percent for the standard
- benefit of enrollees receiving low-income subsidies, and

19 percent for the standard benefit of other enrollees.” In '
‘sum, the Part D program paid 72 percent of the total. (As

- aresult of the recently enacted health care legislation, the
- share covered by Part D will increase gradually, reaching
75 percent in 2019 )

" The contribution from the Part D program differed
greatly depending on whether an enrollee received a low-
income subsidy. In 2007, 24 million people were enrolled
in Part D (excluding those enrolled in plans that received
the retiree drug subsidy). Low-income subsidies were pro-
vided to 38 percent (or 9 million) of the enrollees.™ For
those enrollees, the Part D program paid nearly all of the
payments to plans and pharmacies. For enrollees who did

7. Toral payments to plans and pharmacies of $59.8 billion exceeded
prescription diug costs net of rebates in 2007, which CBO esti-
mated ar $56.2 billion. The difference between the two amounts,
in part, reflects administrative expenses and profits of plans. See
the appendix for more details.

8. Enrollees’ premiums are the sum of premiums for the standard
benefit and for enhanced benefits that have greater actuarial value:

Premiums for the standard benefit-(or a-benefit of equal actuarial .

value to the standard benefit) are from Medicare Board of Trust-
ees, 2010 Annual Report of the Boards of Trustees of the Federal Hos-
pital Insurance and Federal Supplementary Medical Insurance Trust
Funds (August 5, 2010), p.189, Table IV.B11, the column labeled
“Premiums.” For enrollees with enhanced benefits, that report
includes only a portion of their premiums-—the amount they
would have paid if they had received a benefit of equal value to the
standard benefit. Information on additional premium amounts
for enrollees with enhanced benefits, which amounted to

$1.5 billion in 2007, was provided by the Office of the Actuary at
CMS.

Enrollees’ out-of-pocker spending is based on data on prescription
drug expenditures and includes spending in the categories “Patient
Pay Amount” (amounts paid by enrollees), “Other True Out-of-
“Pocket (TtOOP)” (for example; amounts paid by a qualified State
Pharmiacy Assistance Programy), and “Patient Liability Reduction
Due to Other Payer Amount” (for example, amounts paid by pro-
grams for workers’ compensation). “True Out-of-Pocket” refers ro
the requirement that enrollees must generally incur out-of-pocker
costs themselves (and not be reimbursed by a third party) for those
costs to count toward reaching the carastrophic threshold.

. not receive those: subsuhes, the Part D program pald
'.'.V_'about 40 percent of the payments o plans and
pharmac1es o

. The Role. of Prlvate Plans in Medlcare PartD
" The Part D program was demgned to have private plans

compete for enrollees on the basis of price; access to pre-

" scription drugs, qualn:y, and performance. Each year,.

plans submit bids to CMS for the cost of offering the

base premium using the nationwide average bid and
determines its subsidy paymments on that basis. (Steps that

_reduce the average bid thus reduce Medicare’s costs.)
Entrollees must pay the base premium plus any difference

between their plan’s bid and the nationwide average bid.
Thus, enrollees in costlier plans face higher-than-average
premiums for standard Part D benefits, and enrollees in
less expensive plans pay lower-than-average premiums.

Plans try to reduce the cost of providing Part D benefits
by managing enrollees’ use of prescription drugs, by
negotiating rebates with manufacturers of brand-name
drugs, and by negotiaring payment rates with pharma-
cies. Plans can petform those functions within their
organization, but often they contract them out to
pharmacy benefit managers (PBMs)—similar to the way
that private health plans, including health maintenance
organizations and employers’ plans, often use PBMs to
manage pharmacy benefits on their behalf.

Manage Enrollees’ Use of Prescription Drugs. Many
plans use tiered copayments to give enrollees incentives to
follow a plan’s formulary and to use less expensive drugs.
A three-tier copayment structure is common: Enrollees
pay a low copayment for generic drugs (the first tier), a

9. Medicare Part D program payments to plans for the standard
benefit are based on information provided by the Office of the
Actuary at CMS. Part D program payments to plans-for low-
income subsidies are from Medicare Board of Trustees, 2010
Annual Repore of the Boards of Trustees of the Federal Hospital
Insurance and Federal Supplementary Medical Insurance Trust Funds
{August 5, 2010), p. 186, Table IV.B10. They include payments
for premiums, déductibles, coinsurance, and copayments made by
the Part D program to plans on behalf of enrollees receiving low-
income subsidies. Part D program payments exclude those made
under the retiree drug subsidy, which, according to the same
report, totaled abour $4 billion in 2007.

 standard benefit to an average enrollee. CMS calculatesa

10. See Medicare Board of Trustees, 2010 Annual Repm_'t of the Boards ‘
* of Trustees of the Federal Hospital Insurance and Federal Supplemen-

tary Medical Insurance Trust Funds, p. 183.



o _'.hlgher one for preferred brand—name drugs (the second
"tier), and the highest copayment for nonpreferred brand—.'j .
name. drugs (the third tier). In 2007, the median copay- -
‘ments for stand-alone prescription drug plans were $5 for . -

generic drugs, $28 for preferred brand-name drugs, and .

- $60 for nonpreferred brand-name drugs i (In the cover- -

age gap, many enrollees must pay the full ¢ price for their-
~ drugs, so they may have even stronger ﬁnancral incentives
. to use less costly drugs ) ’

Plans may also combine formulanes with other rules—
~ such as step therapy and prior authorization—to manage-
enrollees’ use of prescription drugs. Step therapy requires
that enrollees try a cheaper generic drug or preferred
brand-name drug before using a more expensive non-
preferred brand-name drug. The use of nonpreferred
brand-name drugs may also require prior authorization
from the plan, meaning that an enrollee’s physician may
have to explain why a more costly nonpreferred drug is
required over a lower-cost generic or preferred brand.

About half of total prescription drug spending under
Part D is on behalf of enrollees with low-income subsi-
dies. Because those enrollees have very little cost sharing,
a tiered copayment structure that relies on financial
incentives may not be as effective in steering their drug
use. Even so, rules such as step therapy and prior authori-
zation could still be used to manage their drug use.

Negotiate Rebates with Manufacturers. Plans (or PBMs
acting on their behalf) also use formularies to negotiate
rebates with manufacturers of brand-name drugs: In
developing its formulary, a plan determines which drugs
are therapeutically similar. Then, for brand-name drugs
with one or more close substitutes, the plan negotiates
with manufacturers for rebates to be paid to the plan in
return for placing manufacturers’ drugs on the plan’s pre-
ferred drug list.

In general, rebates are paid to plans for single-source
brand-name drugs that are in classes containing similar
drugs from which to choose. Rebates are typically not
paid to plans (or are small) for multiple-source brand-
name drugs and generic drugs. Once a drug is available in
a generic version, pharmacists can dispense either the
generic or the brand. At that pomt, prescription drug

11; Patricia Neuma.na a.nd ]uhet Cubanskr, “Medicare Pact D
" Update—Lessons Learned and Unfinished Business,” New Eng-
land Journal anm’mne, vol. 361 no. 4 (July 23, 2009), p. 408.

" EHFECTS OF USING GENERIC DRUGS ON MEDICARE'S PRESCRIPTION DRUG SPENDING ~ L

~ plansare notina posrtron o prorote err_her the . - .
mulnple—source brand-name drug or the generic versron, T
sor they do not typlca.lly recéive rebates on them '

: 'Restncrrve formulanes that hst fewer drugs in each thera- -
- peutic class will generate higher rebates than less restric-
- tive formilaries that list several drugs in each’ therapeutic

class, because plans with more restrictive formularies will

~ be better able to steer enrollees to a partrcular manufac-

turer’s drug and away from the drug’s competitoss. Plans
with more restrictive formularies may be less attracuve to
enrollees, however.

Pharmaceutlcal manufacturers pard rebates to prescrrp-
tion drug plans under Part D that totaled about $6 bil-
lion in 2007. Costs of single-source brand-name drugs in
that year totaled about $44 billion in the Part D program.
If the $6 billion in rebates were paid primarily for single-
source brand-name drugs, then rebates constituted about
14 percent of the cost of those drugs. (Unless otherwise
indicated, figures for total prescription drug costs are net
of those rebates.)

Negotiate Payment Rates with Pharmacies. Plans (or
PBMs acting on their behalf) negotiate payment rates
with pharmacies and seek discounts in exchange for
including pharmacies in their networks. Drugs purchased
at pharmacies outside a plan’s network may not be cov-
ered or may require a higher copayment or coinsurance
rate.

Pharmacies may be willing to accépt lower payments per
prescription in exchange for the greater volume of sales
that can result from being part of a plan’s pharmacy net-
work. The plan’s ability to achieve large discounts is
greater the more restrictive the pharmacy network.
However, like restrictive formularies, an overly restrictive
pharmacy network may make a plan less attractive to
enrollees.

Restrictions on Private Plans in Medicare Part D. Plans
must meet certain requirements that limit their ability to
reduce the costs of providing Part D benefits. Those

~ requirements are intended to ensure that enrollees have

access to the drugs that they need and to prevent plans
from discouraging beneficiaries with high drug costs from
enrolling. For example, some requirements concern how

‘many drugs in a category or class of drugs must be-

covered; others mvolve having an adequate pharmacy

network.



Classnﬁcatlon systems for drugs are “used by plans when o
- -devclopmg their; formulanes "The classification systems -
- group drugs into ‘therapeutic categories and pharma—

: cologlc classes of drugs that work in a similar way or are .

- used to treat the same condition. 12 There are many differ-"
- entc classification systems. ° Model Guidelines” is one such
system specxﬁcally developed for Medlcare PareD.® Plans

may adopt the Model Guidelines or may use their own

classificarion systems:-A- plan’s formulary must include at .

least two drugs in each therapeutic category and class =~
and must include all, or substantially all, of the drugs in
the following six “protected” categories or classes: anti-
convulsant, antidepressant, antineoplastic, antipsychotic,
antiretroviral, and immunosuppressant.

Generic Drugs in Medicare Part D

CBO examined the use of generic drugs in Medicare
Part D for calendar year 2007 using a sample of claims
dara containing about 10 million prescription records
submitted by plans to the Centers for Medicare and
Medicaid Services."* (For a description of the claims data
used in the analysis, see the appendix.) CBO analyzed
how much was saved as a result of the use of generic
drugs and the potential for savings from increasing the
use of those drugs. The analysis examined savings from
generic substitution—substituting a chemically equiva-
lent generic drug for a brand-name drug,. It also examined
one form of therapeutic substitution—namely, substitut-
ing a generic drug for a brand-name drug when the
generic is not chemically equivalent to the brand bur is in
the same therapeutic class. Therapeutic substitution can
also include substituting a lower priced brand for a higher
priced brand that is in the same therapeutic class, but
that approach is beyond the scope of this report. (For
information about the role of generic drugs in the U.S.
pharmaceutical marketplace more generally, see Box 1.)

12. For example, Lipitor, a top-selling drug that lowers cholesterol, is
in the “cardiovascular agents” therapeutic category. That category
is further subdivided into pharmacologic classes. Lipitor is in the
pharmacologic class “dyslipidemics.”

13. For more about the development of the Model Guidelines, see
The USP Model Guidelines Expert Committee and U.S, Pharma-
copeia Staff, “Narrative Review: The U.S. Pharmacopeia and
Model Guidelines for Medicare Part D Formularies,” Annals of
Internal Mea’zcme, vol. 145 (2006), pp. 448-453.

14, Cla.lms dara from calendar year 2007 were the most recent avail-
able for Medicare Part D.when CBO ] a.na.lysxs began.

* Genéric Substltutlon
102007, about 65 percent of Part D prescnptlons Werc
. filled with generic drugs, | but. those prescriptions

accounted for about.one-quarter of total prescnpuon

D prescriptions written for multiple-source drugs. (drugs
that are avallable in brand-name and generic vers1ons)

* more than 90 percent were filled with the generic option.

That figure reflects the strong -financial incentives for
plans to encourage the use of generic drugs and for -

enrollees to use generics when available. .

Those estimates for Part D of the percentage of prescrip-
tions filled with generic drugs (65 percent) and the per-
centage of prescriptions written for multiple-source drugs
that were filled with the generic option (more than

90 percent) are similar to estimates from other studies of
the U.S. market as a whole and of Medicaid. One study
found that 69 percent of prescriptions in the United
States were filled with generic drugs at the end of 2008.¢
Another study found that 89 percent of prescriptions
written for multiple-source drugs were filled with the
generic option under the Medicaid program in 2004."
Other industry observers have reported that 90 percent or
more of prescriptions written for multiple-source drugs
were filled with the generic option under plans in the pri-
vate sector by 2006."®

Savings from Generic Substitution in Medicare Part D.
CBO estimates that, in 2007, about $33 billion was saved
because a generic drug was dispensed instead of its

15. Estimates of generic utilization can vary depending on which -
database of drug information is used. CBO used Thomson
Micromedex’s Red Book database o classify prescription drugs as
either brand-name or generic. Medi-Span and First DataBank also
publish databases of drug information.

16. Generic Pharmaceutical Association, Generic Pharmacenticals,
1999-2008: $734 Billion in Health Care Savings (May 2009),
p- 4.

.. 17. Deparcment of Health and Human Services; Office of Inspector

General, Generic Drug Utilization in State Medicaid Programs,
OEI-05-05-00360 (July 2006), p. 7.

.18. Statement of Matk Metrir, Pharmaceutical Care Management

.Association, before the United States Senate Special Committee
on Aging, The Generic Drug Maze: Spmz’mgAcce;s to Aﬁ%m’able,
Life Szzwng Drugs (]uly 20, 2006). '
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drug costs (see Table 2-on page 12) 1By contrast, 30 per- -~
" cent of Part D prescriptions were filled with single-source
" brand-name drugs, but those prescriptions accounted for
68 percent of total prescription drug costs. Among Part -
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brand-name counterpart. Thus, total payments to plans
and pharmacies from the Part D program and its enroll-
ees would have been about $93 billion—or 55 percent
higher—if no generics had been available. The estimate is
based on the number of prescriptions filled with a generic
drug and the observed difference between prices for

- brand-name drugs and the generic alternatives. The
analysis holds several factors constant and reflects CBO’s
assessment that generic entry is not likely to have a sub-
stantial effect on either the price of the brand-name drug
or the total quantity (including brand-name and generic
versions) of the drug sold (see Box 2 on page 10).

Based on the data that CBO analyzed, about 600 million
prescriptions were filled with a generic drug in 2007.
For about 500 million of those, a multiple-source brand-
name drug was available. (A brand-name drug is not
always available because the manufacturer may choose to

Continued

exit the market after generic entry.) For those 500 million
prescriptions, the average price (weighted by the number
of generic prescriptions) of the multiple-source brand-
name drugs was $89 per prescription, whereas the average
price of their generic counterparts was $23 per prescrip-
tion. The savings per prescription equals $66—the differ-
ence between those two average prices. The savings per
prescription multiplied by the 500 million prescriptions
yields the estimate of about $33 billion in savings (see
Table 3 on page 13).”

19. The estimate of savings from generic substitution does notinclude
savings from the approximately 100 million prescriptions filled
with a generic drug for which there is no alternative brand
available because the brand’s manufacturer exited the market.
“Those prescriptions represent about 4 percent of total prescription
drug spending. o




The $33 billion in savings was shared by enrollees and
the Part D program through a combination of lower
copayments and lower premiums than would have been
charged otherwise, but determining the precise share that
accrued to each payer is difficult. A reasonable estimate is
that the savings were shared in the same proportion as
total payments by those groups to plans and pharmacies
in 2007 (see Figure 1 on page 4). On that basis, enrollees
saved about $9 billion (or 28 percent), and the Part D
program saved about $24 billion (or 72 percent).

The actual split of the savings between enrollees and the
Part D program depends on several factors: how the sav-
ings from switching to generic drugs affects spending
across the different phases of coverage, such as the cover-

- age gap and the range of spending above the catastrophic

. ERFBCTS OF USING GENERIC DRUGS ON MEDICARE' PRESCRIPTION DRUG SPENDING -

threshold; the mix of prices and copayments for generic
drugs and their brand-name counterparts; and whether

the use of generic drugs is different for enrollees who
receive low-income subsidies than for the rest of the

Part D population. As a result, the shares of savings for
enrollees and the Part D program could have been higher
or lower. For example, the share of savings that accrued to
enrollees could have been higher than 28 percent if the

- savings from switching to generic drugs reduced spending

in the coverage gap disproportionately. Alternatively, the
share of savings that accrued to enrollees could have been
less than 28 percent if the savings from switching to

“generic drugs disproportionately reduced spending for

catastrophic coverage, because that spending is borne
mostly by the Part D program. ‘
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Caz

o ':Table 2, s
' Share of Part D Prescrlptlons and

: rPrescrlptlon Drug Costs by Drug ’IYpe,;

"2007

' Percéntage of -

L Percentage of Prescription
Drug Type Prescriptions - Drug Costs
- Generic - 6 . 25
- Multiple-SourceBrand . -~ = 5. » 7
Singie-Source Brand - 30 _ 68
Total - 100 - © - 100
Source:- Congressional Budget Office based on Medieare PartD

Prescription Drug Event claims data for 2007 provided by
the Centers for Medicare and Medicaid Services and
rebate data from the Medicare Board of Trustees, 2010
Annual Report of the Boards of Trustees of the Federal
Hospital Insurance and Federal Supplementary Medical
Insurance Trust Funds (August 5, 2010}, p. 185.

Note: Multiple-source brand refars to a drug that is sold under a
brand name but is also available in generic versions from
other manufacturers. Single-source brand refers to a drug
that is sold under a brand name and is under patent protec-
tion—-and thus is available from only one manufacturer (or
occasionally from other manufacturers under license from
the patent holder) and for which no chemically equivalent
generic version is available.

Another complication in the analysis stems from the fact
that plans were also encouraging therapeutic substitution
to varying degrees (if only by using tiered copayments).
Consequently, some of the $33 billion in savings attrib-
uted to generic substitution was instead a result of thera-
peutic substitution. However, the amount of savings
attributable to each form of substitution cannot be
calculated from the available data. Because not enough is
known about enrollees’ medical histories or the brand-
name drugs they might have been prescribed initially, ic is
difficult to determine when therapeutic substxtutlons
might have occurred. ‘

Potential Additional Sairings from Generic Substitution
in Medicare Part D. Generic substitution has produced

substantial savings for Part D prescription drug spending, | _
buc the porential for addltlonal savings from mcreased

'EEFECTS 'OF,USIN(_.}-AGENERIC_DRUGS.}ON MEDICARE'S PRESCRIPTION DRUG'SPENDING .~ " " -

8 generxc substn:unon is comparauvely small If all prescnp- S i
" . tions for muluple-source brand—name drugs had instead
" been. filled using generic drugs, about $900 million—or -
less than 2 petcent.of total payments to- plansand phar—

macies from the Part D program and its enrollees—' o

T would have been saved in 2007 CBO esmmates

That estimate was derwed as follows About 45 mxlhon
prescriptions (or 5 percent) were filled with multiple-
source brand-name drugs in 2007. Those drugs were
most often dispensed when the difference between the -

price of the brand-name and generic drugs was relatively

small. Specifically, the average price of multiple-source
brand-name drugs was $89 per prescription, whereas the
average price of their generic counterparts (weighted by
the number of multiple-source brand-name prescrip-
tions) was $69 per prescription. The savings per prescrip-
tion equals the difference of about $20 in the average
prices. The savings per prescription multiplied by the

45 million prescriptions results in about $900 million

in potential additional savings from generic substitution
(see Table 4 on page 14). Again, the analysis holds several
factors constant and reflects CBO’s assessment that
generic entry is not likely to have a substantial effect

on either the price of the brand-name drug or the total
quantity (including brand-name and generic versions) of

the drug sold.

The potential additional savings would have been shared
by entollees and the Part D programi, but the amounts
that would have accrued to each party are not known.
Again, using the average shares of payments by enrollees
and the Part D program to allocate those savings, about
$250 million (or 28 percent) would have accrued to
enrollees, and about $650 million (or 72 percent) would
have accrued to the Part D program. Because the addi-
tional savings would have come from drugs for which the
generic alternative was more expensive than average,
however, the savings to the Part D program could have
been less than 72 percent if the switch to a generic drug
reduced enrollees’ spending by a proportionately larger
amount. For example, on the basis of the difference -
between the median copayments in 2007 for a preferred
brand-name drug ($28) and for a generic drug ($5) and
with other factors held constant, the switch from a
multiple-source brand-name drug to a generic drug

- would have saved the enrollee $23, but the plan would



