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This memorandum summarizes the Office of the Actuary’s (OACT’s) estimates of Titles | and 11
of H.R. 3, “Lower Drug Costs Now Act of 2019,” which was introduced on September 19, 2019.
Included are estimates of the proposal’s effects on Medicare, Medicaid, the Federal Health
Insurance Marketplace, and elements of the national health expenditures. We will update this
analysis to include the effects of Title 111 of the legislation as time permits.

Summary
Federal Budget Impacts

OACT considered impacts on the Federal Budget of the legislation and Table 1 shows the
change in spending for the key federal programs. The results are based on the FY2020 Mid-
Session Review baseline which are on a fiscal-year basis and do not reflect the effects of
sequestration after 2021. Over 2020-2029, the estimated impacts include a decrease in overall
federal spending of $219 billion, $187 billion of which is attributable to Medicare Part D, $30
billion to Medicare Part B, and $4 billion to the Marketplace while federal Medicaid spending
would increase by $2 billion.

Table 1: Estimated Federal Costs (+) or Savings (—) for Fiscal Years 2020-2029

(in billions)
Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029  2020-29
Total Federal* $0.3 $0.9 -$10.1 -$22.1 -$25.1 -$29.6 -$30.9 -$325 -$36.6 -$33.0 -$218.7
Medicare Part D 0.1 0.5 -89 -193 -216 -255 265 277 311 -27.3 -$1874
Medicare Part B 0.1 0.2 -1.2 -2.6 -3.2 -3.7 -4.1 -4.6 5.2 5.4 -$29.6
Medicaid 0.1 0.2 -0.2 -0.3 -0.2 0.1 0.3 0.5 0.6 0.8 $1.9
Marketplace 0.0 0.0 0.2 0.1 -0.1 -0.5 -0.6 -0.7 -0.9 -11 -$3.6

! Does not include impacts for federal employee benefits
Note: Totals do not necessarily equal the sums of rounded components.

Market Impacts

OACT also considered the overall impact on all parts of the market, using the national health
expenditures (NHE) as the basis for developing these estimates. Unlike the Federal Budget
estimates presented in Table 1 and in the balance of this memorandum, these estimates are on a
calendar-year basis and are net of sequestration. Table 2 shows the impacts to Medicare Part D,



Medicaid, Medicare Part B drugs, the commercial private health insurance (PHI) market, other
public programs, and the uninsured. The legislation would directly affect each of these
components, and the interactions among them are complex.

Table 2: Estimated Payer Costs (+) or Savings (—) for Calendar Years 2020-2029

(in billions)

Calendar Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Total Spending (NHE) ! $1.0 $25 -$25 -$30.4 -$474 -$63.0 -$71.0 -$79.4 -$895 -3$101.1 -$480.7
Household 0.3 0.7 25 -75 -13.9 -20.5 -24.1 =27.7 -31.9 -36.2 -158.3

Out-of-Pocket
(OOP)?/Cost Sharing 0.1 0.3 3.3 -2.2 -63 -104 -132 -155 181 -20.6 -82.6
Premium 0.2 0.4 -0.8 -5.2 -7.6 -10.1 -10.9 -12.2 -13.8 -15.7 —75.7
Federal Government® 0.5 1.2 -106 -242 -294 314 324 341 -365 -39.9 -236.9
State Government? 0.1 0.3 14 0.6 -15 -4.7 -6.5 -8.0 -9.6 -11.3 -39.3
Private Business 0.2 0.3 4.3 0.7 -2.5 -6.4 -8.0 -96 -115 -13.7 -46.3

YIncludes spending for prescription drugs purchased in retail settings and Medicare and Medicaid spending in non-retail settings,
particularly expenditures associated with Medicare Part B physician-administered drugs. Does not reflect spending in other non-
retail settings, in particular expenditures paid for through private health insurance.

2 Includes spending paid directly by the consumer at the point of sale.

3 Includes impacts on Government programs and on Governments as employers.

Note: Totals do not necessarily equal the sums of rounded components.

As shown in table 2, the estimated impacts include a decrease in overall spending of $481 billion
over the 10-year period, $158 billion of which is attributable to households, $237 billion to the
Federal Government, $39 billion to State Government, and $46 billion to private businesses.
Table 3 offers additional details of the drug market, by segment, under the legislation.



Table 3: Estimated Costs (+) or Savings (—) by Market for Calendar Years 2020-2029

(in billions)
Calendar Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029  2020-29
Total Drug Spending (NHE) $1.0 $25 -$25 -$304 -$474 -$63.0 -$71.0 -$794 -$895 -$101.1  -$480.7
Medicare (Parts B and D)* 0.4 12 -143 -31.7 393 442 479 519 -56.6 -62.3 -346.5
Enrollees (Parts B and D) 0.1 0.4 -2.2 -79 -103 121 136 -152 -171 -19.1 -96.9
Part D Retail Prescription
OOP 0.1 0.2 1.8 -1.6 -3.8 -55 -7.2 -86 -10.0 -115 —46.2
Premiums (Parts B and D) 0.1 0.2 -3.6 -5.7 -6.0 -5.8 -5.6 -5.8 -6.2 6.6 -45.0
Part B Cost Sharing? 0.0 0.0 -0.3 -05 -0.6 -0.7 -0.8 -0.8 -0.9 -1.0 -5.6
Federal Government 0.3 09 -12.2 -243 284 298 306 319 -338 -36.6 -226.4
State Government
— 0.0 0.1 0.5 -0.5 24 -3.7 -4.8 -5.7 -6.7 -23.2
Medicaid 0.2 03 -06 -0.4 -0.3 0.2 0.5 0.9 1.0 1.2 3.2
Beneficiary
OooP
Premium
Federal Government 0.1 02 -04 -0.2 -0.2 0.2 0.3 0.6 0.7 0.8 21
State Government 0.1 0.1 -0.2 -0.1 -0.1 0.1 0.2 0.3 0.4 0.4 11
Private Health Insurance
(PHI)3 0.4 0.9 111 15 -72 178 222 -266 -319 -37.6 -129.5
Enrollee 0.2 0.3 43 0.4 -3.2 7.6 95 -112 -133 -15.5 -55.0
OOP 0.1 0.1 14 -0.0 -15 -3.3 —4.2 —4.8 5.7 -6.4 -24.4
Premium 0.1 0.2 2.8 0.4 -1.7 —4.2 -5.3 —6.4 —7.7 -9.1 -30.7
Federal Government 0.0 0.1 1.0 0.2 -0.6 -15 -1.9 -2.3 -2.8 -3.3 -11.0
State Government 0.1 0.1 1.5 0.2 -0.9 -2.3 -2.9 -3.5 -4.3 -5.1 -17.1
Private Business 0.2 0.3 4.3 0.7 -2.5 —6.4 -8.0 -9.6 -115 -13.7 —46.3
Other Government Programs
and Those without Insurance 0.0 0.1 1.3 0.2 -0.6 -1.2 -1.4 =17 =21 -25 -7.9
1 Spending for Medicare coverage for Part D enrollees and spending for physician-administered drugs for Medicare Part B

enrollees.

2 Represents all Part B cost sharing, even if the Medicare enrollee were to purchase supplemental coverage for these costs.

3 Does not reflect prescription drug spending in non-retail settings, such as spending by hospitals, physicians, and other health
care providers. Includes supplemental coverage spending for Part D enrollees.

Note: Totals do not necessarily equal the sums of rounded components.

Description

The legislation aims to address the disparity between brand-name prescription drugs in the
United States compared to other countries and the level of price increases on those drugs that has
been observed in recent years. The legislation would grant the Secretary of Health and Human
Services (HHS) the authority to negotiate prices with drug manufacturers, set a boundary on
those negotiations along with a penalty for failure to negotiate, and create an inflation rebate paid
by drug manufacturers for certain Medicare Part B and Part D drugs.
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The negotiation component of the legislation requires that the Secretary of HHS negotiate at least
25 drugs per year beginning in 2023. These drugs must be brand-name agents with no generic
competition and must be selected from the 125 highest-spending drugs in Medicare Part D or
from the 125 highest-spending drugs outside of Part D. The negotiation must arrive at a price no
greater than 120 percent of the average price in Australia, Canada, France, Germany, and the
United Kingdom. Crucially, the resulting negotiated price must apply to all sectors of the U.S.
drug market, including the private sector and the determination of Medicaid best price. Under the
proposal, in the event that the Secretary and the manufacturer could not agree on a price, the
manufacturer would be required to pay a penalty starting at 65 percent of the total U.S. sales to
the Treasury and rising to 95 percent after three quarters.

The inflation rebate component of the legislation establishes a new payment from drug
manufacturers to the Federal Government for drugs in Medicare Part B or Medicare Part D that
have price increases in excess of the Consumer Price Index (CPI) inflation rate. This rebate
would be effective on January 1, 2022 and would account for price increases in 2016 and later.
For Part D drugs, the calculation of the inflation rebate would include an adjustment for
manufacturer rebates paid to Part D sponsors and pharmacy benefit managers for Part D
enrollees.

Key Assumptions—Negotiation

To develop our estimates, we considered the responses to the legislation by manufacturers and
consumers, the Secretary’s ability to negotiate drug prices and requirements for doing so, and the
current disparity between drug prices in developed countries and the U.S. For the negotiated
price provisions, we needed to account for the projected impacts on three main components: list
prices, manufacturer rebates, and trends.

The penalty of up to 95 percent of total U.S. sales is so significant that all brand-name
manufacturers are assumed to participate in the negotiations. The negotiated prices are specified
in the proposal to apply to Medicare Parts B and D, Medicaid, and the private sector. While
many factors are identified that the Secretary must consider, the proposed legislation places a
firm limit on the upper bound of negotiations: 120 percent of the average of prices across
Canada, France, Germany, Japan, Australia, and the United Kingdom. As there is no historical
experience regarding negotiations between the Secretary and drug manufacturers, we assumed
that the negotiations would result in the lesser of 120 percent of the international price or the
current Part D price less rebates. It is possible that the Secretary would be able to negotiate
greater discounts than this on some of the drugs, but results could vary from one HHS Secretary
to the next, and manufacturers would likely utilize their full bargaining leverage to remain as
close to the statutory upper limit as possible. Additionally, reductions to 120 percent of the
international price would represent a significant change for many prices, and it could be more
challenging for the Secretary to negotiate greater reductions when these provisions initially
become effective.

We assume that the Secretary will select 25 drugs per year by the highest net spending in Part B
and Part D, as the legislation directs the Secretary to prioritize drugs with the greatest potential
Federal savings. To determine the impact of switching to the lesser of 120 percent of the
international price or the current Part D price less rebates, we examined drug price relativities for

a representative sample of brand-name drugs from Medicare Part D and Part B experience. We
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compared the list price in the U.S. to the international pricing data obtained from the IHS Markit
PharmOnline International database. Because the international price data contained wide
variations for the countries identified in the legislation, and because the data set may not fully
account for dosing differences or other nuances of foreign nation prices, we chose the maximum
available price for a comparable dose and administration. In addition, because the effects on the
distribution system payments between the manufacturer and the retailer are unclear and
unprecedented, we assumed that the relativities between U.S. and international prices persist
throughout the payment system of their respective components. For example, if the current price
of a Part D drug is $100 and the international price is $50, we assumed that the gross cost for the
drug after the negotiation is $50 multiplied by 1.2, or $60.

We observed substantial differences between international prices by cost and rebate level for
particular drugs. Accordingly, we separated the results from the representative sample of drugs
we examined into three categories: specialty drugs with low rebates, specialty drugs with high
rebates, and other brand-name drugs. Because the legislation specifies that the top 125 highest
net spending Medicare Part D brand-name drugs without generic competitors are eligible for
negotiation, we found that all such drugs were in one of these three categories.

As we considered what measures drug manufacturers could take to limit the full impact of the
negotiated price changes, we concluded that they would use their capability and leverage to
either obscure or increase international prices. These results could be accomplished by
persuading other countries to accept higher list prices accompanied by additional rebates or by
otherwise establishing complicated payment arrangements that could mask the ultimate price of a
drug paid by a foreign country. Such arrangements exist today, as countries establish an initial
price paid per use and then subsequently reconcile to a different price based on total volume.
These manufacturer responses are reflected in our assumptions as a gradual increase in
international prices and a corresponding decrease in discount levels. The assumptions on gross
cost discounts for negotiated drugs, by category, are shown in table 4.

Table 4: Assumed Gross Price Discounts from Negotiations

Calendar Year 2023 2024 2025 2026 2027 2028 2029
Specialty, Low Rebate 45% 35% 25% 15% 15% 15% 15%
Specialty, High Rebate 43% 37% 31% 25% 25% 25% 25%
Other Brands 72% 62% 51% 41% 41% 41% 41%

Discounts shown reflect net price reductions to account for 120 percent of international prices.

As the statutory requirement for manufacturers to negotiate their prices with the Secretary took
effect, we expect that they would significantly reduce rebate levels to compensate for the lost
revenue on list prices at the time the drug was negotiated. At the same time, the incentives to use
rebates rather than list prices to achieve a desired competitive result would remain the same. For
the category with the highest rebate, we assumed that there would be a gradual increase in rebate
levels following the initial decrease after negotiation. This result reflects Part D sponsors’
continued incentives to prefer rebates to lower point-of-sale prices as time elapses. Table 5
shows the change in rebates, expressed as a percentage of the rebate level prior to the legislation.



Table 5: Post-Negotiation Percentage Point (or Percentage) Change in Rebate Levels Relative to Current

Calendar Year 2023 2024 2025 2026 2027 2028 2029
Specialty, Low Rebate —100% —100% —100% —100% —100% —100% —100%
Specialty, High Rebate —95% —-95% —95% —95% -95% —-95% —-95%
Other Brands —90% —-89% —88% —87% —-86% —-85% —84%

We also considered the potential impacts on trend from three sources: the possibility of higher
new drug launch costs, the requirement that negotiated prices increase by no more than the
change in the CPI, and induced utilization from lower beneficiary cost sharing. To quantify the
impact of higher launch prices, we assumed that 2 percent of Medicare Part D gross costs were
for new drugs based on the historical pattern and that manufacturers would increase prices for
these drugs by 25 percent. This assumption accounted for the possibility that manufacturers
would raise the prices on truly novel products and that they would launch additional drugs with
minimal differences to current products. To implement the effect of limiting price increases on
negotiated drugs, we used a CPI assumption of 2.6 percent per year, resulting in a reduction of
approximately 0.5 percent per year in price increases across all drugs. Induced utilization has a
comparatively small impact, which we estimated based on historical differences in utilization
between the low-income and non-low-income Medicare Part D beneficiaries. Table 6 shows the
additive impact of these three adjustments to the baseline trend by year.

Table 6: Trend Increases (+) or Decreases (-) in Calendar Years 2020-2029

Calendar Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029

Trend Impact 0.3% 0.5% 05% —-06% -05% -02% -0.6% -0.7% -0.8% —0.9%

Key Assumptions—Inflation Rebate

The inflation rebate provisions of the legislation apply only to Medicare Parts B and D, but we
expect other segments of the prescription drug market to be affected indirectly. In Part D, the
provisions would establish a payment to the Treasury for the differences between the observed
list price increases and the CPI-level increase, reduced by manufacturer rebates. The legislation
specifies calendar year 2016 as the starting price level. As the inflation rebate provisions would
take effect in 2022 and the negotiation provisions would be implemented in 2023, there would be
one year in which all brand-name drugs would be subject to the inflation rebate, and there would
be a gradual transition to a smaller subset of drugs subject to the inflation rebate as more drugs
become negotiated. For 2021 and later, we assumed a 2.6-percent annual CPI increase.

Manufacturers would gain no competitive advantage by paying inflation rebates to the Federal
Government. They, could, however, secure formulary position and preferential status relative to
competing drugs by paying additional rebates to Part D sponsors. Similarly, manufacturers could
offer incentive payments to providers for preference of a particular Part B drug. These payments
would be counted toward the Average Sales Price (ASP) and could thus serve to reduce inflation
rebates. Lastly, manufacturers could lower price trends on these drugs to reduce their inflation
rebate liability. Since all of these options are preferable to paying inflation rebate dollars to the
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Federal Government, we assumed that manufacturers would choose to utilize them, resulting in
higher rebates for Part D or lower ASP in Part B.

Because the inflation rebate provisions do not apply to private market sales, we assumed that
manufacturers would attempt to recover some of the new rebate payments through increased list
prices. In 2022, the negotiated prices from the legislation would not be in effect, so we assumed
that manufacturers would recover 85 percent of the inflation rebate through list price changes in
all markets. As negotiated prices phased in over time on an increasing number of drugs,
manufacturers would have less opportunity to change list prices and would face the risk that
drugs with dramatic price increases could then be targets for negotiation. Accordingly, we
gradually decreased the assumed rebate recovery percentage to 55 percent, as shown in table 7.
The 55-percent assumption also takes into account the possibility that manufacturers would opt
to raise prices on non-negotiated brand-name drugs in response to the entire legislative proposal.

Table 7: Inflation Rebate Recovery Percentage in Calendar Years 2020-2029

Calendar Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029

Inflation Rebate Recovered 0% 0% 85% 75% 65% 55%  55% 55% 55% 55%

Medicare Part D Impacts

The Part D effects are shown separately for the negotiation provisions, the inflation rebate
provisions, and in total.

Negotiation Provision Results from 10-Year Impact Analysis

The legislative provisions on negotiation are estimated to result in decreased costs for both
beneficiaries and the Federal Government. Fundamentally, there would be two major changes
from the legislation: lower drug costs at the point of sale and a large reduction in manufacturer
rebates as manufacturers compensated for the lower list prices. In addition, the negotiation
impacts would include changes to price trends from restrictions on price changes for negotiated
drugs, induction effects from the lower costs at the point of sale, and expected growth in new
drug costs, as described in the Part D-Specific Assumptions section. We also note that the
beneficiary cost-sharing responsibility measures the change in cost sharing under the Defined
Standard benefit, excluding the manufacturer gap discount, for non-low-income beneficiaries. In
practice, other components—such as additional employer contributions or enhanced Part D
coverage—reduce the actual out-of-pocket expenditures by beneficiaries. We did not separately
quantify these amounts because they are in excess of basic Part D coverage.

Table 8 shows estimated Part D expenditures, on a fiscal-year cash basis before sequestration, for
Medicare beneficiaries, the Part D program, the Federal Government, and the State clawback
payments for Medicare beneficiaries who have full Medicaid benefits.



Table 8: Estimated Federal and Beneficiary Costs (+) or Savings (—) due to Negotiation Provisions
for Medicare Part D in Fiscal Years 2020-2029

(in billions)
Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Beneficiary Costs $0.1  $04  $07  —$7.0 -$117 -$141 -$165 -$19.0 -$20.2 -$25.9 ~$113.2
Cost Sharing
Responsibility 01 03 05 58 -100 -125 152 175 186 -239 -$102.6
Premium 00 01 02 11 17  -16 -14 14  -16  -19 ~$10.6
Part D Costs 01 05 1.1 72 -109 -154 -181 211 -248 -239 ~$119.5
Direct Subsidy 00 00 0.1 3.1 5.0 6.6 8.3 9.2 112 10.4 $54.0
Reinsurance 0.1 0.3 0.6 -6.9 -94 120 137 -154 174 -164 -$90.3
Low-Income Cost-
Sharing Subsidy 01 02 04 32 61 96 -123 146 -182 -175 -$80.7
Low-Income
Premium Subsidy 0.0 0.0 0.0 -0.3 -0.4 -0.4 -0.3 -0.3 -0.4 -0.4 -$2.5
Federal Impact 0.1 0.5 11 -7.3 -10.1 -12.8 -14.0 -15.9 -18.6 -16.8 —-$93.9
State Clawback
Impact 00 00 0.1 01 07 26 41 52 1 71 ~$25.6

Note: Totals do not necessarily equal the sums of rounded components.

Direct subsidy costs are estimated to increase by $54 billion, as the reduction in manufacturer
rebates would have a greater effect on the direct subsidy than the price reductions. Because of
the lower costs at the point of sale, utilizing beneficiaries would receive a benefit at the point of
sale through reduced cost sharing. Low-income cost-sharing subsidies would also be reduced
dramatically as a result of this dynamic. Similarly, a large decrease in catastrophic costs due to
lower prices would lead to lower reinsurance costs and a small reduction in premiums. In total,
Part D costs would be reduced by an estimated $120 billion over the 10-year period. Of this
amount, Federal spending would be reduced by $94 billion, and State spending would be reduced
by $26 billion.

For Part D beneficiaries, the negotiation provisions would reduce spending by an estimated
$113 billion, as shown in table 8. Both the beneficiary cost-sharing responsibility and the Part D
premiums would be reduced—because of the same interaction between rebates and point-of-sale
costs mentioned above—though the vast majority of savings ($103 billion) would be due to cost
sharing. The small decrease in premiums occurs because the portion of the beneficiary premium
that is attributable to reinsurance decreases more than the bid portion increases.

We recognize that the Secretary may be able to negotiate prices below the upper limit for some
drugs. Because there is no precedent for these negotiations, we did not have a basis for assuming
additional negotiation savings. Under the upper limit there would still be significant reductions to
drug prices, and we expect that manufacturers would use the full extent of their negotiation
expertise to limit negotiations beyond this amount. To illustrate the sensitivity of this
assumption, we estimated that to the extent that the Secretary could negotiate the average drug
price to be 110 percent of the international price, Federal Part D savings would increase from an
estimated $94 billion, as shown in table 8, to approximately $105 billion.



Inflation Rebate Provision Results from 10-Year Impact Analysis

The inflation rebate provisions of the legislation would impose a rebate, effective January 1,
2022, to be paid to the Treasury for price increases since 2016 that, having been adjusted for
manufacturer rebates, are greater than inflation, for all Part D brand-name drugs, excluding
biosimilars, without generic competition. While the legislation structures the inflation rebate as a
payment to the Treasury, manufacturers could choose to offset this payment through enhanced
manufacturer rebates under Part D. Since the manufacturer rebates could be used to improve
competitive position, and since manufacturers would receive no benefit from an inflation rebate
paid directly to the Federal Government, we assume that manufacturers would opt for increased
Part D rebates.

At the same time, we expect manufacturers to increase list prices in an attempt to recoup the cost
of their additional rebates under Part D. This behavior would lead to the opposite dynamic from
the negotiation provisions—namely, increases in manufacturer rebates and increases in prices at
the point of sale. The inflation rebate provisions would still result in savings for beneficiaries and
the Federal Government, but through different elements. Part D costs would decrease by

$89 billion over the 10-year period, predominately due to a $62-billion decrease in direct subsidy
costs and a decrease in reinsurance costs of $32 billion. The reductions in Part D costs would
result in lower Federal Government spending ($93 billion) and increased State spending

(%4 billion). Beneficiary spending would decrease by $12 billion, with premiums decreasing by
$24 billion and the cost-sharing responsibility increasing by $12 billion. The estimated impacts
are shown in table 9 on a fiscal-year cash basis.

Table 9: Estimated Federal and Beneficiary Costs (+) or Savings (—) due to Inflation Provisions
for Medicare Part D in Fiscal Years 2020-2029

(in billions)
Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Beneficiary Costs $0.0 $0.0 -$0.8 -$1.8 -$1.7 -$1.7 -$1.7 -$16 -$16 -$1.3 -$12.3
Cost Sharing
Responsibility 0.0 0.0 1.7 15 1.6 15 15 1.5 1.4 16 $12.2
Premium 0.0 00 -25 33 -33 -3.2 -3.1 -3.1 -3.0 -3.0 -$24.5
Part D Costs 0.0 00 -100 -118 -110 -120 -119 -112 -118  -938 -$89.4
Direct Subsidy 0.0 00 -71 -83 -75 -8.1 -7.9 -7.8 -8.3 6.9 -$61.8
Reinsurance 00 00 -33 -39 -39 45 45 40  -42  -35 ~$31.8
Low-Income Cost-
Sharing Subsidy 0.0 0.0 1.1 1.3 1.2 1.3 1.3 1.3 1.5 1.2 $10.3
Low-Income
Premium Subsidy 0.0 00 -07 -08 -08 -08 -0.8 -0.8 -0.8 -0.7 -$6.1
Federal Impact 0.0 00 -100 -120 -115 -127 -125 -118 -125 -104 -$935
State Clawback
Impact 0.0 0.0 0.0 0.2 0.5 0.7 0.7 0.7 0.7 0.7 $4.0

Note: Totals do not necessarily equal the sums of rounded components.

To better describe and explain the impacts from the components of the legislation, we estimated
the effects of the negotiation and inflation provisions separately and discretely. The combined

results of both the inflation and negotiation proposals are estimated to amount to beneficiary
savings of $126 billion, Part D savings of $209 billion, Federal Government savings of



$187 billion, and State Government savings of $22 billion over the 10-year period, as shown on a
fiscal-year cash basis in table 10.

Table 10: Estimated Federal and Beneficiary Costs (+) or Savings (—) due to Negotiation and Inflation Provisions
for Medicare Part D in Fiscal Years 2020-2029

(in billions)
Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Beneficiary Costs $0.1  $04 -$02  -$8.8 —$134 —$159 -$182 —$206 —$21.8 —$27.2 ~$1255
Cost Sharing
Responsibility 0.1 0.3 2.2 43 -84  -110 -137 -160 -172  -22.3 ~$90.4
Premium 0.0 0.1 23 4.4 -5.0 48 45 45 4.7 -4.9 —$35.1
Part D Costs 0.1 05 -89 -190 -218 274 -299 -322 -366 -33.7 -$208.9
Direct Subsidy 00 00 70 52 25 15 04 14 29 35 -$7.9
Reinsurance 0.1 0.3 28 108 133 -164 182 194 216  -19.9 ~$122.1
Low-Income Cost-
Sharing Subsidy 0.1 0.2 15 -18 48 83 -110 -132  -167 -16.2 ~$70.4
Low-Income
Premium Subsidy 0.0 0.0 -0.7 -1.2 -11 -1.2 -1.1 -1.1 -1.2 -1.1 -$8.6
Federal Impact 0.1 0.5 -8.9 -19.3 -21.6 -25.5 -26.5 -21.7 =311 -27.3 -$187.4
State Clawback
Impact 0.0 0.0 0.1 0.3 0.2 -19 -3.4 45 55 6.4 ~$21.5

Note: Totals do not necessarily equal the sums of rounded components.

Methodology

Using the international price relativities described in the key assumptions, we modeled the
anticipated effects of the negotiation provisions and determined an estimate of the negotiated
price by drug and year for all of the Part D drugs eligible for negotiation. Then, for each year
from the effective date to the end of the budget window, we modeled the effects of these price
changes on 2017 Prescription Drug Event (PDE) data. Using beneficiary-level experience, we
calculated each beneficiary’s progression through the phases of the Part D Defined Standard
benefit under the negotiated prices, including the anticipated effects to benefit parameters such as
the deductible and the initial coverage limit. This modeling produced estimated impacts to the
gross drug cost, plan costs, and catastrophic costs by year, separately for low-income and non-
low-income populations.

We applied the results from the beneficiary modeling to our 10-year Part D benefit model and
added further adjustments to account for the trend and rebate changes described in the key
assumptions. We then used this model to project the impacts of the negotiation provisions for the
10-year budget window across the Part D program. We note that some drugs would be negotiated
later than fiscal year 2029, which is the end of the budget window, and would continue to
produce savings.

To estimate impacts from the inflation rebate provisions, we tracked the price per days’ supply
and the manufacturer rebate for 2016 for all brand-name drugs. We then projected the cost and
rebate at the drug level. Comparing this history and projection to the projection under a
seasonally adjusted CPI for All Urban Consumers—all items (CPI-U) price increase allowed us
to determine the total amount of inflation rebate due in 2021, which we used as our basis for
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modeling the 10-year projection. We also considered the impact of price changes that increased
below the rate of inflation, but we found that these changes did not produce a significant
contribution to the overall result. Our understanding of the policy is that the inflation rebate for a
particular drug would be reduced by the increase in manufacturer rebates provided in Medicare
Part D. We then performed a similar analysis excluding the drugs that are expected to be
negotiated by 2029 under the proposal.

Our next step was to take the 2021 values for all brand-name drugs and for the estimated non-
negotiated drugs and incorporate them into separate Part D benefit model projections to project
the effects under each case. Because rebate payments to plan sponsors have a value to
manufacturers in improved formulary position or increased market share, we assumed that the
manufacturers would choose to increase rebates to plan sponsors rather than pay the inflation
rebate to the Federal Government. To account for the expected manufacturer price increases, we
estimated the total U.S. prescription drug market using values from the NHE projections. We
then calculated the increase necessary for the manufacturers to recoup a percentage of the
inflation rebate amount under the proposal and applied that result to the Part D projections.
Because this price increase in turn increases the inflation rebate, we iterated this process until the
price increases across the entire market balanced the expected recovery percentage for each year.
This procedure was used for both the model with all brand-name drugs and the model with only
non-negotiated drugs. Finally, we took the results from each of these models and interpolated
between them, and accordingly the results shift from all brand-name drugs in 2022 to non-
negotiated brand-name drugs in 2029.

Part D-Specific Assumptions

In developing these estimates, we made several assumptions regarding how the legislation would
be implemented and operationalized. In particular, we assumed that the negotiated prices would
be used through the existing distribution system and would not radically alter the relationships
among Part D sponsors, pharmacy benefit managers, or pharmacies. This analysis does not
consider changes to the Part D benefit structure in Title 111 of the proposed legislation.

Medicare Part B Impacts

Results from 10-Year Impact Analysis

The legislation would also significantly affect Part B separately payable drugs. While a small
cost increase is estimated for 2020 and 2021 due to the expected growth in new drug spending,
the overall effect would be considerable savings for both beneficiaries and the Federal
Government across the budget window. Table 11 shows the projected impacts by year, on a
fiscal-year cash basis.
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Table 11: Estimated Federal and Beneficiary Costs (+) or Savings (-) for Medicare Part B Drugs
in Fiscal Years 2020-2029

(in billions)
Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Federal Impact $0.1 $0.2 -$1.2 -$2.6 -$3.2 -$3.7 -$41  -$46  -$5.2 -$5.4 -$29.6
Beneficiary Impact 0.0 0.1 -0.6 -1.3 -1.7 -1.9 2.1 2.4 -2.6 -2.8 -15.3
Cost Sharing 0.0 0.0 -0.2 -0.5 -0.6 -0.7 -0.8 -0.8 -0.9 -1.0 -5.4
Premium offset 0.0 0.1 -0.4 -0.9 -1.1 -1.2 -14 -1.5 -1.7 -1.8 -9.9

Note: Totals do not necessarily equal the sums of rounded components.

Methodology and Assumptions

Medicare pays the Average Sales Price (ASP) plus 6 percent for most Part B drugs. ASP is based
on manufacturers’ sales to all purchasers, net of manufacturer rebates, discounts, and price
concessions. Using the Healthcare Common Procedure Coding System (HCPCS) from 2016, we
measured the price trend by drug code to estimate the impact of the inflation rebate provisions of
the proposal. Based on the 2017 spending levels, we categorized drugs eligible for the
negotiation provisions by year. We then estimated the impact of these negotiations using the
international price relativity, accounting for expected manufacturer international price changes
by year.

Medicaid Impacts
Results from 10-Year Impact Analysis

Table 12 shows the estimated Medicaid impacts of the proposal for calendar years 2020-2029.
Prescription drug expenditures (net of rebates) are estimated to increase by $3 billion during this
period, while Federal Government expenditures on Medicaid prescription drugs (net of rebates)
would increase by $2 billion and State expenditures would increase by $1 billion. We expect that
there would be no direct impact on Medicaid beneficiaries’ expenditures because the cost-
sharing responsibility is minimal and would likely not be affected by any price changes resulting
from this proposal.
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Table 12: Estimated Federal and State Costs (+) or Savings (-) for Medicaid in Fiscal Years 2020-2029

(in billions)

Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Total $0.1 $03 -%0.4 -$0.4 -%$0.3 $0.1 $05 $08 $10 $1.2 $2.9
Negotiation 0.1 0.3 0.3 0.5 0.5 0.8 1.1 1.4 1.6 1.8 $8.4

Increased launch
prices 0.1 0.3 0.3 0.4 0.4 0.4 0.4 0.4 0.5 0.5 $3.6

Drug price

negotiations 0.0 0.0 0.0 0.1 0.1 0.4 0.7 1.0 1.2 13 $4.7
Inflation rebate 0.0 o0 -06 07 -06 -05 -04 -04 -04 -04 -$4.0
Medicare buy-in 0.0 60 -01 -01 -02 -02 -02 -02 -03 -03 -$1.5
Net Federal Impact 0.1 02 -02 -03 -02 0.1 0.3 0.5 0.6 0.8 $1.9
Net State Impact 0.0 01 -01 -01 -01 0.0 0.2 0.3 0.3 0.4 $1.0

Note: Totals do not necessarily equal the sums of rounded components.

Most of the estimated increase in Medicaid expenditures is due the price negotiations for
Medicare prescription drugs. We project that these negotiations would increase Medicaid
prescription drug expenditures (net of rebates) by $5 billion over the 10-year period. To
understand why this increase would occur, it is important to understand that there are generally
two parts to the statutory prescription drug rebates in Medicaid. The first part is the base rebate,
which is the greater of (i) the average manufacturer price (AMP) multiplied by 23.1 percent (for
brand-name drugs) and (ii) the AMP minus the best price. (The determination of the AMP and
best price can be complex and is not described in detail in this memorandum.) To the extent that
prescription drug prices decrease, the base rebate also decreases; however, the base rebate would
never be expected to decrease by more than the decrease in the AMP.

The second part of the rebate is the inflationary rebate, which is equal to the difference between
(i) the AMP and (ii) the AMP when the drug was initially launched increased by the change in
the CPI1 over time. For drugs with relatively large inflationary rebates, decreases in the AMP
reduce these rebates dollar for dollar. Thus, in cases in which the Medicaid program also
receives an inflationary rebate, a decrease in drug prices can result in a decrease in the rebate
amount that is larger than the reduction in the drug price, leading to a net increase in drug
expenditures. Under this proposal, gross drug expenditures (excluding any rebates) would
decrease by $38 billion, but rebates would decrease by $42 billion, resulting in a net increase in
expenditures of $5 billion, as shown in table 12.

In addition, there are significant effects from higher launch prices, which we project to increase
Medicaid expenditures for prescription drugs (net of rebates) by $4 billion from 2020 through
2029, as table 12 shows. Although higher prices for prescription drugs would result in additional
prescription drug expenditures, the spending increase would be reduced in part by higher rebate
amounts on those drugs. Medicaid payments for Medicare Part B premiums would also decrease
by $2 billion, as a result of the Part B impacts discussed above.

Conversely, increased prescription drug prices related to the inflation rebate adjustment under
the proposal would decrease Medicaid prescription drug expenditures (net of rebates) by

$4 billion. While the increase in prescription drug prices is projected to increase gross
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expenditures (prior to rebates) by $17 billion, prescription drug rebates are projected to increase
by $21 billion.

Methodology

Using the results of the analysis on Part D drug price changes due to direct negotiations with
manufacturers, along with available drug rebate data, we modeled the changes to Medicaid drug
prices and rebates. We took the estimated change in drug prices (table 4) and recalculated the
average Medicaid price paid and the base and inflation rebates for each drug. We assumed that
the relative price changes due to direct negotiations would lower each drug’s AMP, best price,
and average Medicaid price paid. We assumed no change in utilization under the proposal,
because we do not expect Medicaid beneficiaries to be affected by any price or rebate changes
(due to the minimal cost-sharing requirements in Medicaid).

To account for higher launch prices, we increased the prescription drug expenditure trend by the
same percentage as under Part D (assuming that 2 percent of expenditures each year were for
new drugs and prices for these drugs would increase by 25 percent, as described previously). We
assumed that these new drugs would be subject to the statutory rebates (23.1-percent rebate off
of AMP) but that the higher prices would not lead to any inflationary rebates.

To project the impacts of the inflationary rebates, we assumed that prescription drug prices
would increase by the same percentage that they would for private health insurance plans. This
increase would result in higher statutory rebates along with higher inflationary rebates, and, for
existing drugs, it would potentially lead to additional inflationary rebates as well.

Private Health Insurance Impacts

Since the proposal would affect spending in all segments of the U.S. drug market, we estimated
impacts for those with private health insurance (PHI); those covered by other public payers, such
as the Department of Defense and the Department of Veterans Affairs; and the uninsured. PHI
enrollees are estimated to save $55 billion over 2020-2029 (table 3)—$24 billion in OOP savings
and $31 billion in the form of lower premiums. These savings are the net result of (i) lower
brand-name prices (because of negotiation) and their associated lower price trends, partially
offset by reductions in the level of rebates paid by manufacturers; (ii) higher brand-name prices
associated with higher expected launch prices and higher list prices to partially offset the
Medicare inflation rebate; and (iii) induced utilization from lower cost sharing. Other sponsors of
PHI coverage are expected to experience savings as well, such as Federal and State Governments
(%28 billion) and private businesses ($46 billion) (table 3). Those covered by other public
programs and those with no insurance are also expected to benefit from the changes related to
lower list prices through negotiation. Savings for these segments of the market are projected to
total $8 billion over 2020-2029 (table 3), with most of these savings attributed to those without
insurance.

Methodology

We estimated total U.S. prescription drug spending and non-Medicare and non-Medicaid
spending (including PHI, OOP, and other public spending) using the 2018-2027 national health

14



expenditure projections, extended to 2029.* The estimates associated with enrollees of given
types of coverage (and the uninsured) were derived using relationships observed on a sponsor
basis (households, Federal Government, State and local Governments, and private businesses)
from those same data, supplemented with survey data (where applicable).

To account for the applicable estimated rebate percentages, we adjusted the estimates of gross
PHI and other public drug spending. The impacts of price negotiation were developed on a drug-
by-drug basis using market shares from the 2017 Truven MarketScan data. We used assumptions
for the price negotiation component, as well as expected changes in rebates, and behavioral
assumptions regarding launch prices, the Medicare inflation rebate, and induction that were
consistent with those described in the key assumptions sections. As we did with the Medicare
estimates, we assumed that the negotiated prices would be used throughout the existing
distribution system and that they would not radically alter the relationships among commercial
insurers, pharmacy benefit managers, or pharmacies. Additionally, we assumed that the
employee would fully benefit from the price reductions through a reduction in cost sharing and
that premium reductions would be shared based on the baseline employer and employee
contribution ratio.

Marketplace Impacts

To calculate the impact on Federal Marketplace spending, we applied the private market
assumptions regarding the impact of the proposed rule to the estimated spending for Marketplace
drugs. This calculation resulted in Federal savings of approximately $4 billion for calendar years
2020-2029. We estimate that the projected 2029 gross premium of $873 per month would be
reduced by $14. Our projected impacts on Federal spending by fiscal-year cash basis are shown
in table 13.

Table 13: Estimated Federal Costs (+) or Savings (—) for Marketplace in Fiscal Years 2020-2029

(in billions)
Fiscal Year 2020 2021 2022 2023 2024 2025 2026 2027 2028 2029 2020-29
Federal Impact $0.0 $0.0 $0.2 $0.1 -$0.1 -$05 -$0.6 -$0.7 -$0.9 -$1.1 -$3.6

Conclusion

We estimate that Titles I and 11 of H.R. 3, “Lower Drug Costs Now Act of 2019,” would have
broad effects on the prescription drug market in the United States. The overall impact would be a
significant savings as manufacturers reduced prices and paid for price inflation in excess of the
CPI. While there would be savings overall for the Federal Government, Medicare beneficiaries,
and the PHI market, Medicaid costs are projected to increase. The legislation would represent a
dramatic and unprecedented shift in how the prescription drug market operates.

! https://www.cms.gov/Research-Statistics-Data-and-Systems/Statistics-Trends-and-
Reports/NationalHealthExpendData/NationalHealthAccountsProjected.html
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In developing our estimates, we made assumptions to account for manufacturer and consumer
behavior, but actual responses may differ from our assumptions. We also assumed that the
current distribution system would remain in place, but key actors—such as pharmacy benefit
managers, wholesalers, and insurers—may adopt new business strategies in reaction to the
legislation. Moreover, the Secretary’s ability to negotiate with manufacturers is untested and may
lead to results that are different from what we have assumed. Because of the potential for actual
experience to differ from these assumptions, and because of the substantial changes to the drug
market under the legislation as well as any unanticipated effects, there is a significant degree of
uncertainty in our estimates.
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