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SPECIAL SERIES: ECONOMIC ISSUES IN CANCER CARE

Review of Current Policy Strategies to Reduce US

Cancer Drug Costs

Recent breakthroughs in cancer drugs have led to
practice-changing paradigms in cancer care and new
treatment options, yet patients, insurers, and policy-
makers struggle with determining how to afford them.
Although cancer is currently among the fastest growing
therapeutic areas for drug sales and the primary focus
for industry research and development,® rising cancer
drug costs are unsustainable for the US health care
system. Furthermore, financial toxicity compromises
access to recommended therapies, reduces quality of
life, and potentially shortens survival among patients
with cancer.>® Averaging 12% to 15% growth each
year, US health care spending on cancer drugs is
projected to grow to $100 billion by 2022.5 In 2017,
the chimeric antigen receptor (CAR) T-cell therapies,
tisagenlecleucel (Kymriah; Novartis, Basel, Switzer-
land), and axicabtagene ciloleucel (Yescarta; Kite
Pharma, Santa Monica, CA) broke the price record
with one-time price tags of $475,000 and $373,000,
respectively, far exceeding the estimated $150,000
average cost of cancer care and treatment.®”

Nearly 80% of all first-in-class drugs in the pharma-
ceutical pipeline are indicated for cancer, and without
effective policy intervention, launch prices are ex-
pected to increase with abandon given the dysfunction
of the current pharmaceutical marketplace.® This
fragmented purchasing and reimbursement system
has facilitated the rise in cancer drug prices, in many
cases, at a rate that is disproportionate to the in-
cremental clinical benefit.®1° Efforts to curb prices and
associated health care spending are complicated by
the high willingness to pay for drugs with uncertain
benefits and the low price elasticity of demand.!3
Furthermore, efforts to counter costs by insurers has
led to use management strategies that may limit pa-
tient access to cancer drugs.!*!> The American
public’s top health care concern in 2019 is the rising
price of drugs and, in response, lowering drug prices is
a stated bipartisan policy priority, leading to continued
congressional inquiries.'® This support has prompted
regulatory and legislative developments with proposals
aimed at controlling health care costs and alleviating
patient out-of-pocket expenses.

In 2018, the administration outlined proposals to
reduce drug costs in key areas of Medicare reform.!”
In addition, there are ongoing efforts to increase
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competition among biologics and encourage value-
based pricing for drugs. The policies outlined here
are the major recent federal proposals that affect drug
pricing in oncology for both drugs administered under
Medicare Part B and Part D (Table 1). The over-
arching goals of these policy measures include re-
moving the financial incentives that favor prescribing
higher-priced versus more affordable cancer drugs,
encouraging free-market pressures to counteract the
current price trajectory, implementing government
regulations to prevent market exploitation and anti-
competitive tactics, and realigning drug prices with
their clinical value. Of note, this review does not
address policy reforms that are directed at the
commercial insurance sector, which has a complex
regulatory and competitive landscape that differs
from the Medicare system.

REFORMS INFLUENCING MEDICARE PART B
DRUG REIMBURSEMENT

Cancer drugs covered under Medicare Part B—intravenous
(IV) and injectable drugs administered in the hospital
or outpatient setting—represent a significant propor-
tion of health care spending. These include most
traditional chemotherapies, immunotherapies, and
targeted monoclonal antibodies, as well as rare oral
cancer drugs used interchangeably with IV counter-
parts, such as capecitabine. In 2017, rituximab and
nivolumab, both Part B drugs, accounted for the
greatest cancer drug-related spending by Medicare
with average annual expenditures of $1.75 billion and
$1.47 billion, respectively.'® Proposals affecting Part B
drugs are put forth in 4 major policy areas and are
listed in Table 1: physician reimbursement reform,
a “buy and bill” system for distribution and reimburse-
ment of provider-administered outpatient drugs®’;
international drug price benchmarking through imple-
mentation of a model based on pricing data from other
countries?®; a 340B drug discount system modification
of reimbursement for Part B drugs to qualifying hos-
pitals?!; and cost reduction by recapturing costs of drug
waste.?223

Physician Reimbursement Transaction (buy and
bill) Reform

The current buy and bill system for physician re-
imbursement of Part B drugs incentivizes the use of
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expensive drugs over lower-price alternatives. Buy and bill
describes the mechanism by which physician practices
or hospital outpatient departments purchase drugs and
bill Medicare the cost of the drug plus a percentage
markup.?*2° Current policy sets the reimbursement level as
a 6% markup plus the average sales price (ASP), com-
monly referred to as ASP + 6. As a result, administration of
expensive drugs is rewarded and physician behavior shifts
accordingly.

In response, the Department of Health and Human Ser-
vices (HHS) and the Centers for Medicare & Medicaid
Services (CMS) propose reimbursement based on a flat fee
addition and using third-party vendors to purchase drugs in
lieu of the physician practices or hospitals.?® This is es-
sentially a resurrection of the 2003 Medicare Moderniza-
tion Act’'s Competitive Acquisition Plan (CAP), which was
largely unsuccessful, with few practices participating.?® The
original 2003 program was voluntary, however, and im-
posing a mandate for CAP vendors, particularly for high-
cost Part B drugs, is expected to help this proposal realize
its goal for drug cost savings.?” This is controversial,
however, because of concerns that a CAP model may result
in use management policies—for example, step therapy,
which could interfere with or delay treatment of patients
with cancer, the implementation of which has been con-
tested by oncologists.?2 More recent legislative proposals
included within the Prescription Drug Pricing Reduction
Act of 2019 attempt to further refine reductions in re-
imbursement for Part B drugs (Table 1).

International Drug Price Benchmarks

Proposed international drug price models use the global
price differences to institute price benchmarks. In an
analysis by HHS,?° among the top drugs based on
spending, prices in the United States are 1.8 times those of
other developed countries, and as of 2017, the United
States accounted for 46% of the total cancer drug spending
worldwide according to IQVIA estimates.® CMS proposes an
international pricing framework for determining Medicare
reimbursement for Part B drugs using a target price based
on what other countries pay. The Advance Notice of Pro-
posed Rulemaking intends to better align Medicare pay-
ment with that of other developed countries, which pay
substantially less for the highest-cost drugs, using payment
models based on international sales data provided by
manufacturers. However, the details of this proposal re-
main uncertain and several issues require consideration
before its implementation. These include clarifying the
reference countries used to determine Medicare payments
and how to account for the lag time in international sales
data when new drugs enter the market. Additional in-
formation gathered through pilot testing would assist in
predicting the impact of the proposed International Price
Index model on the pharmaceutical marketplace in the
United States and its potential influence on drug availability
and access for Medicare beneficiaries.*°
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340B Drug Discount Program Modification

Proposals to modify the 340B drug discount program are
aimed at the opaque implementation and misaligned
distortions of the original intent for this program. Instituted
in 1992 to reduce drug costs for health care facilities
serving disadvantaged patients, 340B hospitals are able to
purchase Part B drugs for substantial discounts from the
manufacturer while receiving full reimbursement from
Medicare. Steering from the original intention, 340B in-
creasingly provides benefits to larger, well-financed
hospitals.>*? The number of hospitals that qualify for
340B now accounts for 48% of critical access hospitals,
sole community hospitals, and general acute care hospi-
tals.?! Within 340B-covered entities, there are few re-
strictions on qualifying patients who do not need to be
uninsured. Unintended consequences of the 340B drug
discount program, which increase costs for cancer care,
include incentivizing the prescribing of expensive drugs in
lieu of cheaper alternatives to increase profit margins,
encouraging consolidation and the creation of more lu-
crative hospital-based outpatient infusion suites, and lastly,
likely spurring higher list prices by manufacturers to ac-
count for revenue lost through 340B discounts.®? Although
hospital systems have generated billions of dollars in rev-
enue as a result, there is limited evidence of a direct benefit
to the disadvantaged patient population that the policy was
intended to serve.

In @ measure contested by the American Hospital Asso-
ciation, CMS in 2017 decreased its Part B drug re-
imbursement rate for 340B hospitals to reflect the provided
discounts and mitigate the distortions of the program. The
reimbursement rate for Part B drugs under 340B was
reduced to 22.5% below the ASP before the 340B dis-
count, a notable difference from the current reimburse-
ment of ASP + 6% for Part B drugs, effectively decreasing
hospital profits. The impact on cancer drug spending by
Medicare would depend on the extent to which prescribing
at 340B hospitals shifts to more affordable alternatives.
Legal issues, including a lawsuit filed against HHS by
multiple hospital organizations, have threatened the fea-
sibility of this measure and, as of May 2019, a federal court
ruled that 340B cuts to hospitals imposed in 2018 and
2019 were unlawful 323435

Discarded Cancer Drug Cost Recovery

Discarded IV drugs leftover from single-dose vials for
weight-based dosing is a source of excess health care
spending. Part B drugs are priced per unit and, as a result
of limited vial sizes made available by the manufacturer,
a substantial proportion of the drug often is wasted after
a patient is treated. This generates additional profits for the
pharmaceutical manufacturers, but expenses for the health
care system. Bach and colleagues®? previously recom-
mended policy strategies to counter this source of over-
spending, including requirements for manufacturers to

Downloaded from ascopubs.org by Western General Hospital on December 9, 2019 from 129.215.017.190
Copyright © 2019 American Society of Clinical Oncology. All rights reserved.



Current Policy Strategies to Reduce US Cancer Drug Costs

TABLE 1. 2018-2019 Proposed Federal Legislation and Regulation to Affect Cancer Drugs

Year Proposed

Policy Area

Bill or Rule/Regulation

Policy Proposal

2018

Physician reimbursement
transaction (“buy and
bill”) reform

Medicare program; International
Pricing Index Model for Medicare
Part B Drugs

Replace physician administration
reimbursement of ASP + 6% (with
sequestration ASP + 4.3%) markup with
ASP + alternative set payment amount.
Alternative add on could be set according
to the class of drug being administered,
physician’s specialty, or physician’s
practice type.

2019

Physician reimbursement
transaction (“buy and
bill”) reform

The Prescription Drug Pricing
Reduction Act of 2019

Establish a $1,000 maximum markup for
the physician administration
reimbursement for a drug, biologic, or
biosimilar.

2019

Physician reimbursement
transaction (“buy and
bill”) reform

The Prescription Drug Pricing
Reduction Act of 2019

Reduce physician administration
reimbursement for new drugs from 6% of
the WAC to 3% of WAC until ASP is
available.

2018

International drug price
benchmarks

Medicare program; International
Pricing Index Model for Medicare
Part B Drugs

Implement international pricing index
model to reduce Medicare Part B
payment on the basis of a composite of
prices from other developed countries
(eg, Denmark, Austria, Belgium, United
Kingdom). The initial model would
include single-source drugs that
represent significant Part B expenditures.

2019

International drug price
benchmarks

Prescription Drug Price Relief Act of
2019

Require manufacturers to price drugs
according to the median of the price in
other developed countries. Establish
a penalty around the exclusivity of drugs
determined to be priced in excess of this
benchmark.

2018

3408 drug discount program
modification

Ensuring the Value of the 340B
Program Act of 2018

Require hospitals to provide information of
drug acquisition costs for 340B drugs
along with information on the hospital’s
revenues received for such drugs.

2018

340B drug discount program
modification

Helping Ensure Low-Income
Patients Have Access to Care and
Treatment Act

Provide a moratorium on registration of new
340B hospitals (excluding rural hospitals)
and issue new programming reporting
requirements. US Office of Inspector
General and Government Accountability
Office to submit reports on the covered
entities.

2019

3408 drug discount program
modification

340B budget modifications

Modify the 340B drug discount program to
reward hospitals that provide significant
charity care and reduce payment through
the program to hospitals that provide little
charity care.

2019

Discarded cancer drug cost
recovery

Recovering Excessive Funds for
Unused and Needless Drugs Act

Require manufacturers of single-use vial
drugs under Medicare Part B to provide
the program with rebates for discarded
drug.

2019

Discarded cancer drug cost
recovery

The Prescription Drug Pricing
Reduction Act of 2019

Require manufacturers to provide a refund
to providers for unused amounts of
single-use vial drugs under Medicare Part
B when the unused amount meets
a minimum threshold.

(continued on following page)

Journal of Clinical Oncology

Downloaded from ascopubs.org by Western General Hospital on December 9, 2019 from 129.215.017.190
Copyright © 2019 American Society of Clinical Oncology. All rights reserved.



Green, Ohn, and Bach

TABLE 1. 2018-2019 Proposed Federal Legislation and Regulation to Affect Cancer Drugs (continued)

Year Proposed

Policy Area

Bill or Rule/Regulation

Policy Proposal

2019

Part D rebate and point-of-

sale rebate reform

Fraud and abuse; removal of safe
harbor protection for rebates
involving prescription
pharmaceuticals and creation of
new safe harbor protection for
certain point-of-sale reductions in
price on prescription
pharmaceuticals and certain
pharmacy benefit manager
service fees

Create new safe harbor for point-of-sale
drug rebates, removing safe harbor for all
other drug rebates from manufacturers.

2019

Increasing biosimilar
competition

The Creating and Restoring Equal
Access to Equivalent Samples Act

Promote competition in the drug market by
facilitating the entry of lower-cost generic
and biosimilar versions of drugs. Create
biosimilar specific cause of action to
obtain timely brand samples needed.

2019

Increasing biosimilar
competition

Preserve Access to Affordable
Generics and Biosimilars Act

Prohibit pharmaceutical companies from
pay-for-delay tactics of generics and
biosimilars.

2019

Increasing biosimilar
competition

The Prescription Drug Pricing
Reduction Act of 2019

Increase the Part B add-on payment for
biosimilars from 6% of the reference
product ASP to 8% for a period of 5 years.

2019

Reforms influencing
Medicare Part D drug
reimbursement

Medicare Drug Price Negotiation Act

Allow the Secretary of Health and Human
Services to negotiate Part D drug prices
directly with manufacturers; allow the
creation of a formulary for Medicare Part
D.

2019

Other, DTC advertising

Medicare and Medicaid programs;
regulation to require drug pricing
transparency

Require DTC television ads to disclose the
WAC price of the drug on drugs that
exceed $35.

2018

Other, importation

Affordable and Safe Prescription
Drug Importation Act

Allow importation of safe drugs from
a certified foreign seller within
Organization for Economic Cooperation
and Development countries or countries
with comparable statutory and regulatory
standards of approval.

2018

Other, reference pricing

Low Drug Prices Act

Require the Secretary of Health and Human
Services to create annual reference
prices for prescription drugs for federal
health programs. The annual reference
prices will be determined by the median
price for the same drug in reference
countries.

2019

Other, inflation price penalty

The Prescription Drug Pricing
Reduction Act of 2019

Establish a mandatory rebate for Medicare
Part B and D in case a manufacturer
increases a drug or biologic’s list price
above the inflation rate, the Consumer
Price Index for All Urban Consumers.

Abbreviations: ASP, average sales price; DTC, direct to consumer; WAC, wholesale acquisition cost.

offer a variety of size options to minimize waste or to
refund the wasted amount. Legislators have recently
introduced a bipartisan bill that would require manu-
facturers to refund the majority of these costs to pro-
viders. In 2019, legislators introduced the Recovering
Excessive Funds for Unused and Needless Drugs Act.®
This measure would require that the drug manufacturer
rebate 90% of the amount of discarded medication to

4 © 2019 by American Society of Clinical Oncology

CMS, which would in turn reimburse beneficiaries for the
out-of-pocket costs attributed to the discarded drug.
Consistent guidance from US regulators on vial combi-
nations (example, using multiple sizes to minimize waste)
and vial sharing (administering leftover drug to other
patients while ensuring quality control) is still needed to
develop effective methods to reduce spending associated
with leftover drugs.
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REFORMS INFLUENCING MEDICARE PART D
DRUG REIMBURSEMENT

Cancer drugs covered under Medicare Part D, the pre-
scription pharmacy benefit for Medicare beneficiaries
enacted under the Medicare Modernization Act of 2003,*”
include most oral cancer drugs dispensed through a phar-
macy and self-administered, as for example, oral tyrosine
kinase inhibitors and other small-molecule targeted drugs
as well as hormonal agents. Medicare Part D, intended to
assist beneficiaries in paying for prescription drugs, is
a complex program with private insurers offering plans with
varying formularies and an opaque intermediary system
used for drug price negotiation. The Medicare Moderni-
zation Act explicitly prohibits the government from in-
terfering in drug price negotiations between manufacturers
and Part D plan sponsors, a clause originally intended to
protect free-market principles and ensure drug access for
Medicare beneficiaries. Intermediaries, called pharmacy
benefit managers (PBMs), generally negotiate purchases
for the Medicare Part D plan sponsors by offering preferred
formulary placement. Unintended consequences of the
Medicare Part D design include the lack of price trans-
parency and consistency, the formation of a perverse and
secretive rebate system governed by PBMs, and the in-
appropriate linkage of patient out-of-pocket expenses and
government spending to the list price of a drug as opposed
to net price.® These have allowed drug costs to rise steeply
at the expense of patients and taxpayers and to the benefit
of insurers, intermediaries, and drug manufacturers. An
additional barrier to lowering drug costs for cancer spe-
cifically is that cancer drugs are considered a protected
class. Under the protected class status, Medicare Part D
plans are required to cover all US Food and Drug Ad-
ministration (FDA)-approved drugs, thereby limiting the
power of formulary exclusion as a negotiating tactic to lower
cancer drug prices.

Part D Rebate and Point-of-Sale Rebate Reform

PBMs obtain rebates from the manufacturer, instead of
upfront discounted prices, in exchange for formulary
preference. Yet out-of-pocket costs for Medicare benefi-
ciaries are calculated on the basis of the pre-rebate price
rather than the net price. This leads to higher patient cost
sharing, which has drawn scrutiny to the Part D rebate
system. Historically, manufacturer rebates for Part D drugs
are used as a defense against high list prices, but patients
have not benefited from the resulting discounts. As a result,
earlier this year HHS proposed a rule, now abandoned by
the administration, to eliminate rebates paid by manu-
facturers to PBMs by removing protections under the
Federal antikickback statute. The rule also proposed that
manufacturers compensate PBMs on the basis of a flat fee,
instead of by a percentage of the drug’s list price, to delink
intermediary profits from drug list prices. Although elimi-
nating rebates was applauded as a measure to improve
price transparency and promote lower costs for patients,

Journal of Clinical Oncology

there remained uncertainty regarding the response of
stakeholders to the regulation and manufacturers’ will-
ingness to discount prices upfront in lieu of postsale re-
bates. Whereas analyses predicted that total cost-sharing
savings for patients would offset an increase in premiums,
the overall impact on Medicare health care spending varied
widely because of its dependence on the behavior of
manufacturers.® For cancer specifically, rebate reform was
expected to have little effect on lowering costs for patients
as drugs in the protected classes experience few price
concessions at baseline regardless of the mechanism.

Other Part D Reforms

Ultimately, an extensive restructuring of the Part D system
beyond rebate reform is likely necessary to lower cancer
drug costs for the health care system and Medicare ben-
eficiaries, as previously suggested by Bach and Duset-
zina.*® As mentioned, particularly problematic is the lack of
formulary flexibility in the protected drug classes, which has
allowed manufacturers to essentially dictate the prices for
oral cancer drugs. In November 2018, CMS proposed
a rule to allow for formulary flexibility within the protected
drug classes to allow Part D plans to exclude drugs with
price increases greater than inflation, exclude drugs that
lack sufficient innovation over available agents, and allow
plans to require step therapy and/or prior authorization
while maintaining patient protections.** CMS has previously
attempted to propose limits to the protected classes in 2014
but, because of concerns regarding drug access from
stakeholders, it did not finalize this policy. In a separate
measure to improve price transparency for Part D drugs, as
of 2019, HHS and CMS passed and finalized a rule that
requires manufacturers to disclose the list price for drugs in
direct-to-consumer advertisements for drugs with a list
price greater than $35 for a 1-month supply.*? Yet after
pharmaceutical manufacturers filed a lawsuit against the
rule in June 2019, the federal justice system ruled that HHS
does not have the authority to require pharmaceutical
companies to disclose drug prices in advertisements,
blocking the rule from taking effect.*®

Capping out-of-pocket spending at the catastrophic thresh-
old for Part D drugs is another recommended policy change
to decrease the direct cost burden among Medicare
beneficiaries. According to data from the Henry Kaiser
Family Foundation, median out-of-pocket costs for Medi-
care patients in 2019 for 14 specialty cancer drugs—drugs
that cost $670 or more per month—exceeds $8,000 an-
nually, with most spending occurring in the catastrophic
phase.** Patients reach the catastrophic phase after paying
$5,100 annually in 2019 for Part D medications and then
are responsible for 5% coinsurance on drugs for the re-
mainder of the year. Setting an out-of-pocket maximum to
this amount would relieve financial toxicity and ideally
improve accessibility for patients who require high-cost
cancer drugs. In addition, the Medicare Drug Price Ne-
gotiation Act, introduced earlier in 2019 by Congress,
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proposes to allow CMS to negotiate covered part D drug
prices with pharmaceutical companies on behalf of Medi-
care beneficiaries.*>*¢ The effect of such legislation on drug
costs is controversial. According to the Congressional Budget
Office, to have effective leverage to drive down cancer costs,
Medicare must be able to refuse coverage, similar to the
Veterans Administration model, which in consequence has
raised concerns regarding drug access for beneficiaries.*”

COMPETITION AMONG BIOLOGIC DRUGS

Biologics play a key role in the treatment of a variety of
cancers and account for 70% of the growth in drug spending
from 2010 to 2015.4%4° FDA-approved biologics for cancer
indications include monoclonal antibodies with a range of
targets (eg, rituximab, trastuzumab, bevacizumab, and
pembrolizumab), immune modulators, oncolytic viruses,
and adaptive cell therapy, including CAR T-cell therapy.
Under the Hatch Waxman Act of 1984, small-molecule
brand name drugs are granted 5 years of market exclusiv-
ity, until generics, chemical copies of small-molecule drugs,
are able to enter. These generic drugs have generated bil-
lions of dollars in health care savings and account for 90% of
all prescriptions in the United States.*®5° Given the success
of generic drugs in reducing health care costs, Congress
created a parallel pathway for the introduction of biosimilar
products under the Biologics Price Competition and In-
novation Act of 2009 as the follow-on agents for biologics,
which have a 12-year period of market exclusivity.5!

Unfortunately, the market entrance of biosimilars, mole-
cules that are highly similar to the reference product, has
been limited by multiple barriers to entry. Biologics are
complex large molecules derived from living organisms
often using recombinant DNA technology and relying on
extensive purification to ensure quality control for human
use. Thus, biosimilars are far more difficult and costly
to recreate from the reference product compared with
chemically synthesized generics. In addition, because of
concerns regarding variability in the biosimilar product, the
approval process for biosimilars is onerous and requires the
sponsor to demonstrate safety and clinical equivalency to
the reference product with phase | and Il clinical trials.

Even after successful FDA approval, the marketing launch
and clinical use of biosimilars in the United States has been
delayed by patent infringement lawsuits and other anti-
competitive tactics by brand name manufacturers.5>5
Legislation has been proposed to prohibit brand name
manufacturers from such delay tactics for the introduction
of biosimilar drugs and to encourage biosimilar competi-
tion. As of August 2019, the FDA has approved 9 bio-
similars for the treatment of cancer and yet, 7 remain
unmarketed to date. In addition, physicians raise concerns
about perceptions of the efficacy and safety of biosimilars,
adding potential negative impact in uptake in clinical
practice.®® In turn, biosimilars are expected to have
a meager effect on cancer-related drug costs, which has

6 © 2019 by American Society of Clinical Oncology

even led to calls to abandon the use of biosimilars in the
United States in favor of postexclusivity price regulations.>®

VALUE-BASED PRICING FOR CANCER DRUGS

The current system of pricing based on what the market will
bear has resulted in launch prices for drugs that are often
disproportionately high for the benefit that they provide to
patients. Value-based pricing is defined as setting the price
of a drug at market entry on the basis of its clinical benefits
and harms, although the concept is often applied more
broadly to include other nontraditional payment models.%”
A component of value-based pricing, indication-based
pricing, allows for varying prices of a drug for different
approved indications when the clinical benefits differ. In
contrast, outcomes-based pricing contracts, which have
been pursued for CAR T-cell therapy reimbursement, do
not base price on benefit but instead offer money back in
case a prespecified outcome of disease response is not
met. For example, Novartis introduced an outcomes-based
pricing mechanism for its CAR T-cell therapy tisagenle-
cleucel for its indication in pediatric or young adult acute
lymphoblastic leukemia.®® Under this contract, insurers
would only pay the company for the drug if a patient
achieves a disease response 30 days after therapy. How-
ever, innovative outcomes-based contracts pose logistical
challenges to implement, require a more comprehensive
discussion of meaningful disease outcomes for payment
decisions, do not address the primary issue of too high
launch prices, and, in their current state, are expected to
produce only minimal drug cost savings overall.5%6!

Value-based frameworks that take into account the clinical
benefit and cost of drugs are commonly used in Europe for
coverage and reimbursement purposes. In the United
States, the Institute for Clinical and Economic Review is
focused on clarifying the value-based price for expensive
drugs to inform a value-driven pricing system. With this
knowledge, insurers could provide incentives to manu-
facturers for drugs that meet value-driven price thresholds,
such as guaranteed formulary inclusion or placement in
preferred tiers.®? In contrast, drugs priced above the value-
driven price could be subject to higher tier placement,
larger coinsurance burdens, and use strategies for cost
containment. The goal of such strategies is to induce the
appropriate market pressures to drive prices for cancer
drugs to be in line with the benefit that they provide to
patients with cancer. ASCO, which publishes its own value
framework to facilitate shared decision making with pa-
tients, has also expressed support for a value-based pricing
system as an ideal method to manage cancer drug prices
without compromising patient access to cancer therapy.®®
The unsustainable trajectory of cancer drug costs reveals
the underlying dysfunction of the current system and has
led to the re-examination of government policies that have
facilitated this trend. Public outcry has motivated biparti-
san scrutiny of industry price-gouging tactics and has
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encouraged greater transparency within the pharmaceu-
tical supply chain. By implementing effective policy mea-
sures, legislators have the power to minimize the incentives
for prescribing high-cost drugs, reduce Medicare reimburse-
ment rates to control spending, and introduce leverage within
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the pharmaceutical marketplace. Although more work is
needed, the recent flurry of policy measures is promising for
influencing real change in cancer drug costs that can improve
the affordability and quality of care that patients with cancer
deserve.
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