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Introduction and summary

In any given month, about half of all Americans—and 90 percent of seniors—take 
a prescription drug.1 These medications help millions of patients fight illnesses 
and recover from injuries; they also shorten the duration of common illnesses, 
alleviate pain, and treat life-threatening illnesses. Simply put, prescription drugs 
save lives and can prevent costlier, more invasive treatments.

Yet not all drugs offer the same value, and too often, patients and insurers pay 
exorbitant prices for their medications, even for products that are no more effec-
tive than cheaper options. In 2014, more than half a million Americans took at 
least $50,000 worth of prescription drugs each.2 Americans pay out of pocket for 
a much greater share of prescription drug costs than hospital costs.3 Not surpris-
ingly, almost three-quarters of the public thinks that drug costs are too high.4 
And while drug prices keep going up, a significant percentage of new prescription 
drugs are designed to treat the same conditions and offer little clinical advantage 
over existing drugs.5

Spending on prescription drugs is now growing at a faster rate than spending 
on any other health care item or service.6 Furthermore, drug prices are rising 
at a rapid enough rate that they are affecting the overall rate of health care cost 
growth.7 For example, Medicare’s costs per beneficiary increased by 2.3 percent 
during 2014, after two years of no growth, due in large part to the almost 11 per-
cent increase in drug costs for the program.8 

There are numerous reasons why patients and health care payers pay such exorbi-
tant prices for prescription drugs. Unlike other nations, the United States does not 
directly regulate the prices that drug companies can charge for their products. In 
addition, patent protection and market exclusivity shield drug manufacturers from 
normal market competition, giving manufacturers significantly greater bargaining 
power than insurers. Without any competition or additional regulation of prices, 
the price is simply what the manufacturer sets for its monopoly product. 



2  Center for American Progress  |  Enough Is Enough

All consumers end up paying more for health care because of these high prices. 
Patients in need of expensive medications often will pay thousands of dollars per 
month. But it is not just patients who need these products who help pay these 
costs. Rising drug costs also increase premiums and cost sharing for all con-
sumers.9 These costs also will continue to squeeze federal and state budgets as 
Medicare, Medicaid, and other health care programs pay for these treatments. At 
the same time, drug company profits continue to increase at a faster pace than any 
other sector of the health care industry.10

This growing crisis is not sustainable. In a previous report, the Center for 
American Progress recommended several policies that the nonpartisan 
Congressional Budget Office, or CBO, estimates would reduce federal spending 
on drugs by more than $140 billion over 10 years.11 The focus of this report is a 
package of new, additional ideas that will:

•	 Lower drug costs across the board

•	 Ensure that relative drug prices reflect the benefits to patients

•	 Address drug costs paid for by both public programs and private insurance

The table on the following page summarizes the proposed package.

Together, these reforms will broaden the impact of research, lower costs for pre-
scription drugs throughout the system, and offer greater financial protection for 
those Americans whose lives and health depend on prescription medications.
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Integrated package of reforms

Encourage true innovation

•	 Provide transparency on research and development costs.

•	 Categorize new drugs by their comparative effectiveness. Using a private, independent organization, cat-
egorize new drugs by whether they provide no added benefit, minor added benefit, or significant added 
benefit compared with existing drugs.

•	 Provide star ratings of comparative effectiveness in drug labeling and marketing.

•	 If drug companies do not invest a minimum amount of money in R&D, require them to pay a refund to the 
National Institutes of Health.

Ensure that the system pays for value

•	 Develop voluntary recommendations of payment ranges to inform negotiations between payers and drug 
companies by using a private, independent organization.

•	 Incentivize drug companies to charge reasonable prices. If negotiated prices fall outside the recom-
mended range, require public justifications and license patents that result from federally funded research 
to competitors.

•	 Level the playing field for private-sector negotiations by aggregating the purchasing power of pharmacy 
benefit managers and payers.

•	 Reform Medicare payment for physician-administered drugs.

•	 Allow payers to pay for success.

•	 Vary Medicaid drug rebates based on the comparative effectiveness of drugs.

Lower out-of-pocket costs for individuals

•	 Limit cost sharing in marketplace plans and employer plans.

•	 Provide cost-sharing information for specific drugs to consumers and physicians and allow insurers to have 
more flexibility in designing their drug formularies.
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Life cycle of a prescription drug

The majority of spending on prescription drugs in the United States is for brand-
name drugs during their exclusivity periods. Brand-name drugs make up only 20 
percent of all prescriptions in the United States but account for 80 percent of spend-
ing on drugs.12 Within the brand-name market, a limited number of very high-cost 
biologics—drugs made from living cells—and other specialty drugs that treat 
complex, chronic, and life-threatening conditions are driving prices even higher. 
This trend will continue: The majority of prescription medications are still chemi-
cally synthesized small-molecule drugs, but biologics are becoming more common 
and comprise about 40 percent of all drugs currently under development.13 

Manufacturers are able to set extraordinarily high prices during a brand-name 
drug’s exclusivity period—a 5-year period for chemical products and a 12-year 
period for biologics.14 After the exclusivity period ends, generic versions may enter 
the market, which in turn drives down prices. 

Drug manufacturers defend their high prices by citing their research and develop-
ment, or R&D, costs and the time it takes for the Food and Drug Administration, 
or FDA, to approve a new product. Yet manufacturers charge prices that not only 
allow them to recoup their significant R&D expenses but also to enjoy the highest 
profit margins of any part of the health care system.15

New drug development and approval

When developing new drugs, most pharmaceutical companies rely on basic 
research—funded in large part by the federal government and conducted by 
researchers at the National Institutes of Health, or NIH, and in academic labora-
tories—that studies the mechanisms of diseases. Pharmaceutical and biotechnol-
ogy companies then use these findings as a jumping-off point for their applied 
R&D efforts.



5  Center for American Progress  |  Enough Is Enough

Industry-sponsored laboratory and animal testing first tests a potential drug 
or biologic to determine if its investigational use in people is reasonably safe.16 
Companies then conduct clinical, or human, testing, which usually occurs in a 
number of phases on increasingly larger groups of patients. The FDA monitors 
these clinical trials, which study the product’s effectiveness and safety in people 
and consider side effects; dosing; and interactions with other drugs, food, and 
beverages. These studies do not, however, compare the drug’s safety and effective-
ness with other medications or treatments used to treat the same illness. 

When the company believes it has compiled enough evidence to show that its 
product is safe and effective, it will seek FDA approval. The FDA approves a drug 
for marketing and sale if the data show that its benefits outweigh the known risks 
for its proposed use. The Tufts Center for the Study of Drug Development17 
estimates that it takes eight years for a drug to move from the start of clinical trials 
through FDA approval.18

While the FDA’s standard review time once a manufacturer seeks approval for a 
new drug is about 12 months, there are expedited approval pathways available 
to products that show early signs of promise or that offer new treatments for 
severe conditions with few existing therapeutic options.19 Some of the expedited 
approval programs offer rolling FDA review or a shorter clock for review, while 
others also authorize FDA approval based on more-limited clinical trial data.20  In 
those cases, the drug is generally subject to postapproval testing, which is particu-
larly important because, as one study has noted, “Drugs that are approved after 
a shortened premarket period or based on … [limited data] may later be found 
to have greater risks or less certain benefits than was initially believed to be the 
case.”21 These postapproval studies do not, however, include comparing the new 
treatments with existing therapies.22

Costs to bring a new drug to market

The cost of developing new prescription drugs is a highly contested topic. 
Pharmaceutical companies commonly cite estimates from the industry-funded 
Tufts Center, which in 2014 updated its analysis to conclude that the development 
costs for a new prescription drug average $2.6 billion.23 Previously, in 2001, Tufts 
estimated the cost to be $800 million, or about $1 billion in 2013 dollars.24
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Then and now, the Tufts estimates feature a number of questionable methodologi-
cal assumptions, leading many other experts to dispute the findings.25 Most nota-
bly, $1.2 billion of the $2.6 billion estimate represents not actual costs but instead 
the hypothetical return on investment that a pharmaceutical company could have 
received by investing the money instead of using it in the development of a drug. 
As Aaron Carroll—a well-known health care policy expert and physician—has 
pointed out, however, research is an essential expense for a drug company, not an 
optional investment, and “if at some point it doesn’t invest in research and devel-
opment, it won’t be a drug company anymore.”26

In addition to this, the remaining $1.4 billion of the Tufts estimate has its own flaws. 
It assumes that the average drug represents a new molecular entity, or NME, and 
is developed entirely with pharmaceutical company funding. For the majority of 
approved drugs, neither of these assumptions is true. Most approved drugs are not 
NMEs; in 2013, the percentage of new drug approvals that were NMEs was 28 per-
cent, with the percentage rising to 37 percent in 2014.27 Moreover, most new drugs 
are at least partially funded by the federal government at the basic research stage.28 
Finally, the Tufts analysis does not factor in the effects of federal R&D tax credits.

Given these concerns, the Tufts figure must be considered an inflated and imper-
fect yardstick. Unfortunately, however, there has been little transparency around 
actual pharmaceutical company costs, so it is not possible to identify a more reli-
able average cost.

Comparing R&D to other pharmaceutical expenditures 

According to the Pharmaceutical Research and Manufacturers of America, or 
PhRMA—the pharmaceutical industry trade group—its member companies 
spent $51.2 billion on R&D in 2014, representing 17.9 percent of total domes-
tic and international sales.29 This includes both preapproval and postapproval 
spending; a PhRMA breakdown shows that about 14 percent of R&D spending 
in 2012 involved additional research on drugs that had already received FDA 
approval, rather than on the development of new drugs.30 The creation of biologic 
drugs generally requires a larger investment in R&D: According to one industry 
analysis, large biotechnology companies spent an average of 46 percent of sales on 
R&D in 2012.31
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Pharmaceutical R&D funding is focused on the clinical trials and applied research 
that develop promising discoveries into market-ready medicines. According to 
National Science Foundation data, only 7.7 percent of pharmaceutical R&D 
spending goes to the basic research that leads to the discovery of NMEs.32 By 
some estimates, about four-fifths of basic research is funded by the federal govern-
ment and other public sources.33 Similarly, a recent study in Health Affairs that 
looked specifically at the development of the most truly innovative drugs over the 
past two-and-a-half decades found that the majority of them originated from dis-
coveries made by publicly funded basic research, rather than from basic research 
funded by the pharmaceutical industry.34

Although PhRMA argues that high prices are necessary to recoup its large invest-
ment in R&D, profit margins among the top 10 drugmakers ranged from 10 per-
cent to 43 percent in 2013, with five of these companies racking up profit margins 
of 20 percent or higher.35 On average, the pharmaceutical sector has significantly 
higher annual net profit margins than almost any other industry—more than dou-
ble the average net profit margin for Standard & Poor’s, or S&P, 500 companies.36

Furthermore, an analysis by GlobalData found that 9 of the 10 largest pharmaceu-
tical companies in the United States spend more on marketing than on R&D.37 
Although direct-to-consumer advertising, which is not permitted in most other 
countries, is the most visible form of drug advertising here, the bulk of pharma-
ceutical marketing is targeted at physicians. ProPublica, the independent non-
profit investigative newsroom, analyzed a new federal database of drug company 
payments to doctors and found that the most heavily marketed drugs offered little 
to no added benefit over alternative therapies; several, in fact, were later discov-
ered to have major side effects.38 Genuine breakthroughs and innovations, on the 
other hand, had considerably lower levels of marketing, since they were consid-
ered to “sell themselves” without the need for significant promotion to doctors or 
patients.39 Thus, unlike in most industries, pharmaceutical marketing often may be 
inversely related to innovation rather than complementary.



8  Center for American Progress  |  Enough Is Enough

Me-too drugs imitate a drug that another company has already put on the market, 

with little to no real improvement. In some cases, the newer drug’s path to approval 

may have overlapped with that of the pre-existing drug.40 And these products may 

be improvements over earlier, similar prescription drugs. For example, they may have 

fewer side effects than existing drugs. 

But in other cases, me-too drug development follows in the footsteps of other drugs 

and is a safer, less risky investment for pharmaceutical companies. Investment in 

these types of products diverts R&D resources from genuine innovations and delays 

the proliferation of generic alternatives, which increases costs throughout the 

health system. 

While some argue that the addition of functionally similar drugs can reduce prices 

through competition, studies have found that these price reductions are generally 

marginal or even nonexistent.41 Moreover, in certain cases, pharmaceutical compa-

nies take advantage of shifting market dynamics to price their me-too drugs higher 

than the original drugs.42 

In addition to me-too drugs, a related practice known as evergreening also drives 

up costs. In this practice, pharmaceutical companies faced with expiring patents will 

make slight, cosmetic tweaks to an existing product. The tweaked drug then receives a 

new period of market exclusivity, delaying generic competition—despite the fact that 

there is no real clinical difference between the tweaked drug and the older version. 

For example, Abbott Laboratories managed to get three separate patent extensions 

for its cholesterol-reducing drug Tricor-1, which it renamed Tricor-2, Tricor-3, and Tri-

lipix.43 None of these subsequent versions improved the clinical efficacy of the drug; 

rather, Abbott merely tweaked the dosage of the drug and switched it first from 

capsules to tablets and then to delayed-release capsules.44 By delaying generic com-

petition, this single case of evergreening drives up overall U.S. health care spending 

by an estimated $700 million every year.45	

‘Me-too’ drugs and ‘evergreening’ drive up costs
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Spending on prescription drugs 

In 2014, spending on prescription drugs totaled $374 billion in the United States, 
an increase of 13 percent in one year. Prescription drug spending is now 15.9 
percent of total health care spending for an average family of four.46 These costs 
grew significantly in the past year; between 2014 and 2015, the cost of prescrip-
tion drugs grew by 13.6 percent, compared with average growth over the previous 
five years of 6.8 percent.47

The health care system is spending more on prescription drugs for a number of 
reasons. Some of the increase reflects new drugs entering the market that offer 
significant new benefits to patients with serious conditions, but pharmaceutical 
companies are also setting high prices for drugs that do not offer greater value than 
existing products.48 In addition, companies also increase prices for brand-name 
products already on the market at rates that outpace inflation.49 

As media attention on the rising costs of prescription drugs has grown, the phar-
maceutical industry has downplayed these costs by noting that retail prescription 
drugs have consistently accounted for about 10 percent of total health spend-
ing in the United States.50 This figure comes from the official National Health 
Expenditures, or NHE, estimates, which in 2013 found retail prescription drugs 
to represent 9.3 percent of total spending.51 However, the NHE figure does not 
include drugs administered by physicians, hospitals, and nursing homes rather 
than sold through retail outlets. Many expensive drugs, such as those used to treat 
cancer, fall under these categories and thus are not accounted for in the 10 percent 
figure. For example, drug spending under Medicare Part B, which covers physician-
administered drugs, totaled $19 billion in 2013, without even accounting for private 
insurance spending on these drugs.52 Consequently, the 10 percent figure under-
states the true amount of prescription drug spending in the U.S. health system.
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Rise in specialty drugs

Specialty drugs generally treat complex, chronic, or life-threatening health condi-
tions and are commonly biologics or complex, large-chemical molecules. Many 
specialty drugs have transformed care for serious illnesses, such as the widely pub-
licized drugs that offer a cure to most patients with Hepatitis C. Yet other specialty 
drugs enter the market with high prices but offer little improvement over existing 
treatments. The cancer drug Zaltrap, for example, was initially priced at double 
the price of the pre-existing standard treatment, despite not offering any clini-
cal improvement.53 When New York’s Memorial Sloan Kettering Cancer Center 
refused to use the drug, the manufacturer cut the price in half.54

There is no standard definition of specialty drugs, except that they are extraordi-
narily costly. Medicare uses a $600-per-month threshold for this designation, but 
many cost significantly more. The transformative Hepatitis C drugs, for instance, 
can cost more than $1,000 per day during the 12-week course.55 

Other than their cost, specialty drugs usually meet one or more of the following 
criteria:

•	 Complex to manufacture

•	 Require special handling or administration

•	 Treat complex medical conditions

•	 Require ongoing monitoring and clinical support

There are many ways to quantify the cost of these products for consumers, insur-
ers, and employers. They cost a staggering 37 times more, on average, than tra-
ditional prescription drugs, and in 2013, the health care system spent more than 
$80 billion on these products.56 Specialty drugs make up only 1 percent of all U.S. 
prescriptions by volume but more than 31 percent of prescriptions by cost.57 

All parts of the health care system face increasing costs for these drugs. The 
Medicare program—whose beneficiaries are more likely to need these prod-
ucts—saw its costs for these drugs increase by more than 45 percent in 2014.58 
Commercial spending for specialty drugs increased by more than 30 percent in 
2014, and Medicaid’s costs for these drugs increased by more than 35 percent in 
the same year.59 
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In the next two years, the share of specialty drugs by cost is expected to increase 
to 44 percent of all prescription drug spending.60 By 2020, spending on specialty 
drugs could quadruple, reaching about $400 billion, or 9.1 percent of national 
health care spending.61 

These estimates reflect several trends. First, more specialty drugs are entering the 
market. Today, specialty drugs make up about 40 percent of all drugs currently 
under development and will represent about 60 percent of new drugs entering 
the market in the next few years.62 Of the specialty drugs currently under develop-
ment, about half are oncology drugs.63

Second, more patients are using these products. Millions of Americans currently 
take specialty drugs to treat conditions that include Hepatitis C and autoimmune 
and inflammatory disorders such as rheumatoid arthritis. And as the Federal Drug 
Administration continues to approve these products, millions more people may 
start to take specialty drugs to treat far more conditions.

For example, the FDA recently approved the first two products in a new class of 
drugs to treat high cholesterol, and experts expect more in the coming months.64 
The first two of these drugs—known as PCSK9 inhibitors—are priced at about 
$1,200 per month, even higher than anticipated.65 These medications should help 
millions of Americans who cannot tolerate or do not respond to statins, the class 
of drugs most commonly used to treat high cholesterol. But the drugs’ costs will 
place added financial pressure on insurers, employers, and patients. 

High cholesterol is far more common than other conditions treated with drugs 
with similar price tags. Today, there are about 70 million patients with high 
cholesterol.66 Even though the majority of these consumers can continue to take 
statins, millions of patients will qualify for the costly new PCSK9 inhibitors. 
Moreover, patients must continue to take these drugs indefinitely, unlike the new 
treatments for Hepatitis C, which cure most patients after the 12-week treatment 
period. As a result, this new class of drugs alone could add $150 billion to system-
wide costs.67 

Increasing prices after market entry

Most media attention on the rising costs of prescription drugs is focused on the 
entry of blockbuster specialty drugs—such as the new Hepatitis C treatments—
to the market. But this is not the only reason that drug spending is accelerating so 
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quickly. Companies are also increasing prices for existing products far in excess of 
inflation. A recent AARP Public Policy Institute study found that retail prices for 
brand-name prescription drugs increased by nearly 13 percent in 2013, which is 
more than eight times the general inflation rate.68 

For example, the prices for certain forms of some brand-name insulins—such as 
Humulin and Lantus—rose by up to 160 percent between 2007 and 2014, com-
pared with a 12 percent increase in the Consumer Price Index over the same time 
period.69 Similarly, in 2013, the average annual cost of one brand-name medica-
tion used to treat a chronic health condition was nearly $3,000, compared with 
nearly $1,500 in 2006.70 

This trend is also present in the market for specialty drugs, and it contributes to 
rising prices. For instance, the manufacturers of two specialty drugs that treat 
rheumatoid arthritis—Enbrel and Humira—both raised prices for these prod-
ucts by about 17 percent in 2014.71 These price increases followed a previous 15 
percent bump in 2013.72 Constant price increases add to the burden of paying for 
these already expensive drugs—especially for patients who need these products to 
treat chronic conditions. Another example is Novartis’ drug Gleevec, which was 
a huge breakthrough in treating chronic myeloid leukemia. After the drug’s price 
more than tripled between 2001 and 2012, a coalition of more than 100 leukemia 
experts decried these increases in a medical journal.73

In some instances, these price spikes were the result of a new company buying the 
rights to the drug. For example, when Horizon Pharma acquired the pain medica-
tion Vimovo, it increased the price by 597 percent on the first day.74 As a result, 
Horizon earned more than eight times as much for the drug in 2014 as the drug 
had earned in the year before the price increase, despite the fact that fewer patients 
actually received it.75 In 2015, Horizon increased the price again by another 75 
percent, bringing the cumulative price markup under Horizon’s ownership to 
more than 1,000 percent of the original price—despite the fact that no clinical 
improvements to the drug had been made.76 
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How we pay for prescription drugs

There is no one price for a drug: Medicare, Medicaid, and different private pay-
ers all pay different amounts for the same product, and depending on a patient’s 
source of insurance, the patient’s share of the drug cost will also differ. Federal law 
sets broad parameters for how much the Medicare and Medicaid programs pay for 
prescription drugs, and payment by private payers varies depending on discounts 
and rebates that those insurers and employers negotiate with drug manufacturers. 

In addition, depending on the type of drug—and especially on how the drug is 
administered—the payment methodology will differ, even for drugs taken by the 
same patient. For example, drugs that patients take at home fall under a plan’s pre-
scription drug benefit. For these products, a pharmacy benefit manager, or PBM, 
or specialty pharmacy usually negotiates the price, and when the patient purchases 
the drug at a pharmacy—or by mail order—he or she pays specific cost-sharing 
amounts set by the plan.77 (See “Supply chain” text box)

Drugs administered by doctors or other health care providers—including most 
cancer drugs—are usually covered by health plans not as prescription drugs but 
instead as part of the plan’s medical benefit.78 For these drugs, doctors and other 
health care providers will generally purchase the drug, and insurers will pay them 
for the medication, along with a separate fee for administering the drug.79 Cost 
sharing for these products will differ from cost sharing for self-administered drugs 
as well.80

Because drug prices differ significantly depending on the type of drug and the 
payer, and because for each drug there could be multiple rebates and discounts 
paid at various points in its distribution, lowering system-wide spending for 
prescription drugs will require a variety of reforms. The following overview sec-
tions offer specifics on Medicare and Medicaid methodologies for certain parts of 
the health care system. These descriptions are not comprehensive but instead are 
intended to provide sufficient context to understand the policy recommendations 
presented later in this report.
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PBMs administer pharmacy benefits for insurers and employers in both the public 

and the private sector, which collectively provide health insurance for about 210 

million people, which is roughly two-thirds of the U.S. population.81 These entities 

not only process claims but also essentially help create the plan’s drug benefit. They 

negotiate with drug companies to obtain discounts, rebates, or other price conces-

sions. For example, the manufacturer may give rebates to encourage the use of 

certain drugs, such as an additional discount if the manufacturer’s drug is the most 

commonly prescribed drug from a class of similar medications.82 Patients do not 

directly benefit from these discounts when they purchase the drug from the phar-

macy; if their out-of-pocket costs are 20 percent of the price of the drug, they will 

pay 20 percent of the negotiated retail price, not 20 percent of the price after rebates 

are counted.83 But rebates may reduce health care premiums if they end up back 

with the insurer or employer and are used to lower health care costs. 

PBMs also set up pharmacy networks that channel patients to preferred pharmacies 

that have lower cost sharing for patients. Most also have their own mail order and 

specialty pharmacy businesses that provide lower-priced prescriptions to patients. 

They also review clinical data to evaluate new drugs, allowing them to make 

contracting and coverage decisions based on this information, including lists of 

preferred drugs, and to create incentives to encourage the use of generics.84 

PBMs regularly face a variety of allegations about their business model, especially 

the lack of transparency about rebates from drug companies. For example, lawsuits 

have alleged that PBMs pocket rebates from manufacturers that should be passed 

along to plan sponsors.85 The Affordable Care Act, or ACA, increased transparency 

for PBMs who administer Medicare Part D benefits and in the new marketplaces, but 

other arrangements between PBMs, pharmacies, and pharmaceutical manufacturers 

continue to be secret. Given that more than 200 million Americans are covered by 

health plans that use PBMs, and that these entities play a role in almost two-thirds 

of all prescriptions dispensed in the United States,86 greater transparency is critically 

important to make sure that these organizations pass along savings and function as 

counterweights to drug companies.87 

Pharmacy benefit managers
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The pharmacy supply chain adds additional complexity to the issue of drug prices. 

If the flow of prescription drugs were similar to that of nonhealth care-related 

consumer goods, it would be easy to track the drug and its costs from the manu-

facturer to a wholesaler, then to a pharmacy, where the patient would purchase the 

drug. But the prescription drug market differs in a number of ways.88 First, various 

players throughout the system negotiate various direct or indirect discounts. Health 

plans or PBMs, for example, negotiate discounts and rebate amounts directly with 

the manufacturer at the top of the supply chain, and retail pharmacies will negoti-

ate discounts or rebates separately with manufacturers.89 Wholesalers also will offer 

separate prompt-pay or volume discounts.90

In addition, insured consumers only pay for a portion of the cost of a drug; their 

health plan covers the rest of the cost. This means that each person who arrives at 

the pharmacy to purchase a drug will pay an amount that is based on insurance 

coverage and their cost-sharing requirements, and the pharmacy will receive the rest 

of the payment from a third party. 

Supply chain

Medicare

Like other parts of the health care system, Medicare does not have one method of 
paying for prescription drugs. Traditional Medicare pays for certain categories of 
prescription drugs—including drugs administered in doctors’ offices or hospital 
outpatient departments—based on the drug’s average sales price plus 6 percent of 
that price, or ASP plus 6. The ASP is essentially an average of the prices—net of 
rebates, discounts, and other price concessions—charged by the manufacturer in 
the commercial market, and when a drug is administered to a patient, the provider 
receives the Medicare payment directly, regardless of how much the provider paid 
for the drug. In 2013, Medicare and beneficiaries paid more than $19 billion for 
Part B-covered drugs paid for under ASP plus 6.91
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This price structure encourages physicians and hospitals to negotiate lower prices 
for specific drugs, but it also creates a stronger financial incentive for providers to 
prescribe higher-cost drugs when lower-cost alternatives may be just as effective.92 
As the Medicare Payment Advisory Commission, or MedPAC—an independent 
commission that advises Congress on Medicare payment issues—has explained:

Since 6 percent of a higher priced drug generates more revenue for the provider 
than 6 percent of a lower priced drug, selection of the higher priced drug may gen-
erate more profit, depending on the provider’s acquisition costs for the two drugs.93

For extraordinarily expensive specialty drugs, this 6 percent margin can generate 
significant revenues for the physician practice or hospital. This incentive is further 
magnified for hospitals that participate in the federal 340B Drug Pricing Program 
intended to lower drug prices for so-called safety-net hospitals and other health 
care providers that serve higher-need and lower-income patients. Hospitals in 
the program can purchase most outpatient drugs at very steep discounts while 
continuing to receive the usual ASP plus 6 payment amount. 

In addition to the ASP plus 6 payment amount, Medicare makes an additional 
payment for administration of the drug to the outpatient department of the hospi-
tal or the physician office, and the program also pays an additional dispensing fee 
to pharmacies that dispense other Part B drugs. 

Medicare also offers beneficiaries coverage of prescription drugs that are not 
covered under traditional Medicare through private health plans approved by 
Medicare under Medicare Part D. Beneficiaries covered by traditional Medicare 
can enroll in a stand-alone prescription drug plan, or beneficiaries may obtain 
drug coverage when they enroll in Medicare Advantage Plans. 

Medicare’s payments to these private plans are based on bids submitted by each 
plan sponsor, and Medicare sets certain standards and requirements for each plan. 
But within these broad parameters, each plan sponsor has the flexibility to design 
the prescription drug benefit—such as different formularies and cost-sharing 
amounts—within the broad requirements of the Medicare program. Medicare is 
prevented by federal law from negotiating drug prices for Part D; rather, each plan 
sponsor separately negotiates pharmacy networks and specific price discounts—
usually using a PBM—just as they do in the private market. In addition to paying 
a premium for coverage, beneficiaries pay different deductibles, copayments, and 
coinsurance amounts depending on the plan’s design. Low-income beneficiaries 
qualify for financial assistance to help with these out-of-pocket costs.
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Medicaid 

State Medicaid programs have the flexibility to set prescription drug payment 
policies as long as they comply with federal requirements, some of which are 
complex and highly technical. In some ways, Medicaid payment rules are similar 
to those of Medicare. States pay for prescription drugs based on their ingredient 
costs, which is intended to reimburse pharmacies for the prices they pay to pur-
chase drugs.94 States calculate this amount using various approaches, but in many 
cases, states will take a set percentage reduction to various list prices for a drug.95 
Pharmacies also receive a separate dispensing fee. In states where Medicaid-
managed care plans cover drugs, the state pays for drug expenses as part of the 
payments it makes to the plan, and then the plan separately negotiates payments 
to pharmacies. 

The greatest difference between Medicaid drug payment policies and those of 
other parts of the health care system is the Medicaid Drug Rebate Program, which 
is designed to guarantee that the Medicaid program receives the lowest prices 
available to private payers, accounting for discounts and other price concessions. 
The rebate program requires manufacturers to pay a minimum rebate to states 
and the federal government as a condition for Medicaid covering their drugs. 
Manufacturers must pay a rebate on all Medicaid-covered drugs, including drugs 
paid for by Medicaid-managed care plans. In 2012, Medicaid drug rebates totaled 
$16.7 billion.96 In addition to the federal rebate requirements, 45 states and the 
District of Columbia also have supplemental rebate agreements.97 

Cost sharing: The share of costs that individuals pay out of their own pockets 

through coinsurance, copayments, and deductibles. Out-of-pocket costs are costs 

that individuals pay directly for health care services that are not reimbursed by 

insurance, such as to doctors, for items such as prescription drugs or for noncovered 

services. Out-of-pocket costs do not include premiums.

Copayment: A fixed amount that an individual pays for a covered health care item 

or service after they meet their deductibles, usually at the time of service.

 Key terms
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Coinsurance: A type of cost sharing in which individuals must pay a percentage 

share of the costs of a covered item or service after they meet their deductibles.

Deductible: The amount that patients owe for covered health services before the 

health insurance plan begins to pay any costs.

Formulary: A list of prescription drugs that a health insurance plan covers. Drug 

formularies are often organized by tier, with different tiers having different cost-

sharing levels based on safety, effectiveness, and cost. A common tiered formulary 

includes the following four tiers: generic drugs, preferred brand-name drugs, non-

preferred brand-name drugs, and specialty drugs. 

Payers: Entities other than consumers that pay for health care. Private payers 

include insurers and organizations that sponsor health care plans, such as employers 

or unions. Public payers include the Medicare and Medicaid programs.

Consumers	

These high drug prices are increasing costs for all consumers. First, rising drug 
prices contribute to the growth of premiums. Second, patients are paying a larger 
share of the costs of their prescription drugs because of increasing deductibles and 
greater out-of-pocket costs. 

The ACA capped out-of-pocket costs for individuals and families enrolled in 
health plans through the new marketplaces, as well as most employer-sponsored 
health plans. The annual limits in 2015 are $6,600 for an individual and $13,200 
for a family plan.98 While these limits are an important new consumer protection, 
individuals with chronic conditions who need expensive prescription drugs must 
still pay thousands of dollars per year and will quickly reach this out-of-pocket 
limit, in some cases paying thousands of dollars per month during the start of the 
plan year. 

Cost sharing has been increasing for all health care services, but as drug prices 
have grown at an even faster rate than prices for most other health care services, 
insurers increasingly have targeted this area of spending. Insurers generally design 
plan benefits to keep premiums as low as possible, especially in the new market-
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places. When faced with increasing drug prices, insurers therefore respond by 
increasing deductibles and cost-sharing amounts, which shift a greater share of 
costs to individuals with greater health needs. How much a consumer actually 
will pay out of pocket for prescription drugs varies based on the structure of their 
health insurance plan, but overall, patients are paying a greater share of these costs. 

Patients who need prescription drugs must first reach their deductible. High-
deductible plans with lower premiums and high deductibles—$1,000 for single 
coverage and $2,000 for family coverage—are increasingly common in employer-
sponsored plans.99 Consumers enrolled in marketplace plans typically face even 
higher deductibles. The average deductible for a silver plan is more than twice the 
average deductible for an employer plan. Bronze plans can have deductibles that 
exceed $5,000 for an individual and $10,000 for a family.100 

Once a consumer reaches the plan’s deductible, the out-of-pocket share that 
patients pay for their medications can still be extraordinarily high. Health plans—
including marketplace plans—commonly place the most costly products on a 
specialty drug formulary tier and impose very high coinsurance for these drugs. 
Cost sharing on marketplace plans, including the most common silver plans, is 
even higher; many plans charge 40 percent coinsurance for high-cost specialty 
drugs, with some plans requiring 50 percent coinsurance. 

An analysis of marketplace plans in 36 states by Avalere Health found that the 
number of plans using specialty tiers increased sharply from 2014 to 2015. In 
2015, for instance, about 30 percent of all plans placed all brand-name HIV/AIDS 
drugs on the specialty tier.101 A growing number of plans also placed all drugs used 
to treat serious, life-threatening diseases such as HIV, cancer, and multiple sclero-
sis on the highest cost-sharing specialty tier.102 As a result, patients who need these 
and other lifesaving medications face thousands of dollars in out-of-pocket costs 
per month before they reach their out-of-pocket limit.

Other consumers are not exempt from this trend: Average coinsurance for spe-
cialty drugs is 29 percent in employer plans.103 And more than half of Medicare 
Part D enrollees are in plans that charge 33 percent coinsurance for specialty 
drugs.104 And as the underlying prices for drugs increase, these coinsurance 
amounts become even less affordable. Rising drug prices and increased cost 
sharing create a financial burden for patients whose medications are becoming 
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increasingly unaffordable. Not surprisingly, high deductibles and rising cost shar-
ing increase the risk of nonadherence to medication use. As researchers noted in a 
study in The New England Journal of Medicine, 

Different changes in formulary administration may have dramatically different 
effects on utilization and spending and may in some instances lead enrollees to 
discontinue therapy. The associated changes in copayments can substantially 
alter out-of-pocket spending by enrollees, the continuation of the use of medica-
tions, and possibly the quality of care.105 

Another study that focused on patients with multiple sclerosis who were enrolled 
in a plan with coinsurance found that a 10 percent increase in cost sharing caused 
a 9 percent decline in treatment adherence.106 
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Policy recommendations

The fragmented, siloed nature of the U.S. health care system—together with the 
complexity of prescription drug payment policies—creates a number of chal-
lenges for policymakers who wish to improve this part of it. But certain reforms 
can help across the entire health care system, such as those that encourage a 
greater investment in research and development and require comparative effec-
tiveness research, or CER, so that payers, doctors, and patients have a better 
understanding of how new treatments compare with prior options. Because prices 
paid by private insurance are linked to prices paid by public programs, reforms 
that address the former will also address the latter. 

These reforms must also recognize that high prices can be appropriate for certain 
truly innovative, lifesaving drugs. In those cases, the challenge for policymakers is 
to find a way to pay for these products without passing along too much of the bur-
den to patients. Successful long-term reforms must also lower overall costs instead 
of simply shifting them. For example, limiting cost-sharing amounts without also 
adopting reforms to lower overall costs for prescription drugs just masks the larger 
issue by shifting costs from patients with high-cost prescriptions to payers, who 
will in turn restructure benefits or raise premiums to account for these added costs.

Encourage true innovation

The pharmaceutical industry commonly responds to questions about drug costs 
by redirecting attention to its R&D efforts and noting the innovative nature of 
its products. But as detailed above, the industry-generated numbers about its 
R&D spending pale in comparison to its marketing budgets and profit margins. 
Furthermore, not all new drugs are innovative, even though payers and patients 
continue to pay increasingly high costs for newly approved drugs.
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Reforms that encourage both additional R&D and comparative effectiveness 
research can help remedy these related challenges. Greater R&D investments 
ultimately will lead to additional treatment options, and CER will help determine 
if a drug is truly innovative or if it is just new. 

Provide transparency on R&D costs 

Most pharmaceutical companies spend significantly more on marketing than on 
R&D.107 This is worrying both because it suggests that pharmaceutical companies 
may be underinvesting in R&D and because analyses suggest that the most heavily 
marketed drugs are generally those that offer little to no improvement over exist-
ing therapies.108 

The following table compares revenue with the amount of R&D funding and spend-
ing on marketing for the top-grossing brand-name pharmaceutical companies. 

 
TABLE 1

2013 revenue, R&D, and marketing budgets for major pharmaceutical 
companies, in billions

Total  
revenue 

R&D  
spending 

Ratio of R&D 
to revenue

Marketing 
spending

Ratio of  
marketing  
to revenue

Novartis $58.8 $9.9 16.8% $14.6 24.8%

Pfizer $51.6 $6.6 12.8% $11.4 22.1%

Hoffmann-La Roche $50.3 $9.3 18.5% $9.0 17.9%

Sanofi $44.4 $6.3 14.2% $9.1 20.5%

Merck & Co. $44.0 $7.5 17.0% $9.5 21.6%

GlaxoSmithKline $41.4 $5.3 12.8% $9.9 23.9%

AstraZeneca $25.7 $4.3 16.7% $7.3 28.4%

Eli Lilly and Company $23.1 $5.5 23.8% $5.7 24.7%

AbbVie $18.8 $2.9 15.4% $4.3 22.9%

Note: Johnson & Johnson is excluded since its numbers include nonpharmaceutical revenue and spending.

Souce: Adapted from Richard Anderson, “Pharmaceutical industry gets high on fat profits,” BBC News, November 6, 2014, available at http://
www.bbc.com/news/business-28212223. 
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Other than this aggregate information, very little is known about the R&D costs 
of individual products or how those numbers compare with marketing and sales 
budgets despite the significant and ongoing public investment in this industry.109 
Yet federal and state health care programs and individual patients pay billions of 
dollars each year for these products at prices that contribute to industry-leading 
profits and multimillion dollar executive salaries. Over the next 10 years, manu-
facturers of brand-name prescription drugs will receive more than $1.1 trillion in 
revenues from the sale of outpatient drugs to federal health care programs, includ-
ing Medicare and Medicaid.110 Drug companies also receive billions of additional 
dollars in federal funding through the R&D tax credit.111 

Federal taxpayers also support drug companies indirectly when the government 
funds basic research at universities and at other institutions and organizations. A 
federal law—the Bayh-Dole Act—gives private-sector entities intellectual prop-
erty rights to certain discoveries and innovations that result from federally funded 
research.112 Before the Bayh-Dole Act, the federal government owned the intel-
lectual property developed from federally supported R&D and generally issued 
licenses for use of the intellectual property on a nonexclusive basis, which made 
these discoveries far less attractive for drug companies to develop because their 
competitors also would have use of the research.113 After this change to federal law, 
universities and other federally funded institutions not only receive grants from 
the National Institutes of Health but also are allowed to sell or license their inven-
tions to third parties, including pharmaceutical companies. In this way, taxpayers 
underwrite an even greater share of pharmaceutical R&D. 

For these reasons, policymakers in several states are pressing for greater trans-
parency from pharmaceutical companies. Legislators in Massachusetts, North 
Carolina, Pennsylvania, and New York have introduced legislation that would 
require drugmakers to publicly disclose certain information for expensive drugs.114 

The drug cost transparency bills differ in their precise requirements, but they all 
would require pharmaceutical companies to disclose most or all of the following: 
the total costs of production for the drug; R&D costs for specific drugs, includ-
ing details on R&D paid for with public funds; marketing spending for the drug; 
different prices charged for the drug, including international rates; and total profit 
made from the drug.

Transparency about the total costs of R&D, production, and sales and marketing 
budgets is critical. In addition, policymakers should require drug companies to 
report the amount of their R&D budgets that is spent on basic research, as well as 
R&D efforts that have not resulted in any approved drugs. 
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By improving transparency, laws such as these would require pharmaceutical 
companies to justify high prices and provide much-needed context to policymak-
ers and the public. Both policymakers and taxpayers could then gain a clearer 
picture of how drug companies are using more than $1 trillion in taxpayer money 
to advance innovation. Increasing transparency in the prescription drug market 
is also consistent with the trend of overall transparency in the health care system. 
As health care costs continue to squeeze federal, state, employer, and individual 
budgets, payers and consumers are seeking more information about the costs of 
their care and seeking lower-cost, higher-value treatments.

Categorize new drugs by their comparative effectiveness

Today, a variety of organizations conduct CER, including insurers; pharmacy 
benefit managers; and various nonprofits, including the Patient-Centered 
Outcomes Research Institute, or PCORI, and the wholly private Institute for 
Clinical and Economic Review, or ICER. Pharmaceutical companies also conduct 
their own CER, including CER that foreign regulators require as part of their 
drug approval processes. 

Additional CER is needed to properly inform payment policy, but an important 
starting point is aggregating these data and requiring pharmaceutical companies to 
submit any CER data they may have from their own studies as part of this effort. 
The secretary of Health and Human Services should certify a research-based, 
independent entity with adequate stakeholder participation—including insurers, 
providers, and patient representatives—as a clearinghouse for this information 
to assess independently industry-sponsored CER and to conduct additional, 
independent CER to supplement existing studies. This could be PCORI, ICER, or 
another organization that meets these strict criteria. 

For each newly approved drug, the organization would consider CER conducted 
by the drug’s manufacturer, as well as its own independent analysis of the product. 
The organization would then evaluate whether each new drug provides no added 
benefit, minor added benefit, or significant added benefit compared with the exist-
ing drug. Added benefits should include measures such as improved health status, 
shortened disease duration, extended life expectancy, reduced side effects, and 
improved quality of life.
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Provide star ratings on comparative effectiveness in labeling and marketing

After a drug is assessed to provide zero added benefit, minor added benefit, or 
significant added benefit, drug companies should include this information in their 
labeling and marketing—including in direct-to-consumer advertisements. The 
information would be conveyed to physicians and patients through easy-to-under-
stand star ratings, allowing them to compare their treatment options. 

A public awareness campaign should help inform the public of the star ratings 
and their meaning. As patients and doctors start to look for these star ratings, the 
incentive for drug companies to develop products that qualify for this designation 
will increase. Other ratings have successfully encouraged private-sector innovation 
in this way. The National Highway Traffic Safety Administration’s 5-Star Safety 
Ratings system, for example, has encouraged safety innovations, and consumers 
know to look at these ratings to make more informed purchasing decisions. The 
ratings also evolve as the safety of vehicles improves; the agency continues to look 
at ways to encourage further safety advances.115 

This shift may not occur quickly, but even incremental changes to how pharma-
ceutical and biomedical innovation is defined will start to counter the industry 
message that every new drug is innovative and worthy of a large price tag. 

Incentivize drug companies to invest more in R&D

As detailed above, taxpayers not only directly and indirectly subsidize pharma-
ceutical R&D, but drug companies also will collectively receive about $1.1 trillion 
from the sale of brand-name outpatient prescription drugs to federal health 
program beneficiaries in the next decade.116 The pharmaceutical industry ben-
efits from sizable taxpayer assistance when developing its drugs, then charges the 
federal government and taxpayers exorbitant prices. Simply put, the drug industry 
profits from multiple levels of public support.

The Affordable Care Act guarantees that premium payments to insurers benefit 
consumers; the law’s medical loss ratio, or MLR, policy requires insurers to spend 
most of their revenue from premiums on medical expenses for consumers.117 This 
policy guarantees that consumers see a return on their premium dollars. Similarly, 
policymakers should ensure that public support for pharmaceutical R&D is a 
sound investment of taxpayer dollars that leverages additional research spending 
by drug companies.



26  Center for American Progress  |  Enough Is Enough

Drug companies should invest a minimum percentage of their revenue in R&D. 
If a company does not meet this minimum over a five-year period, the com-
pany should be required to refund a portion of the revenue derived from public 
programs, up to the shortfall amount. The refund would be dedicated to a new 
Research Incentive Fund to support NIH. This incentive would ensure that a 
larger portion of the public’s payments to the pharmaceutical industry would be 
reinvested in research to transform care.

Ensure that the system pays for value

Reforms that increase the transparency of pharmaceutical R&D and inform 
patients and providers about CER data are important. But the critical next step is 
to ensure that payers use this information. The following proposals would both 
lower overall drug costs and pay for drugs based on their benefits to patients. 

Develop voluntary payment recommendations to inform private- 
sector negotiations 

The independent, expert organization that evaluates the comparative effective-
ness of new drugs also should recommend voluntary ranges of price increases 
for drugs that provide zero, minor, or significant benefit compared with existing 
drugs. When a drug is used for different purposes, the organization should recom-
mend different ranges if the various uses provide different levels of added benefit. 
Payment for drugs with zero added benefit would have a recommended price 
equal to the price of existing drugs that treat the same disease or condition. Drugs 
with minor added benefit would have a recommended price increase that is up to 
a certain percentage higher than the price of existing drugs that treat the same dis-
ease or condition. And drugs with significant added benefit for treating a specific 
disease or condition would have a recommended price increase range higher than 
the range for drugs that provide minor added benefit. 

Existing efforts by various researchers to evaluate the value and effectiveness of 
prescription drugs can help inform this work. For instance, Dr. Peter Bach of 
Memorial Sloan Kettering Cancer Center has developed an online research tool 
called DrugAbacus, which allows users to consider the value of cancer drugs 
based on different factors, including patient benefit, side effects, and the cost of 
discovering and developing the treatment.118 Based on the value assigned to each 
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factor by the user, DrugAbacus will then compare the price of the drug based on 
those results with the actual price of the drug.119 ICER also has started a new drug 
assessment program to analyze certain new drugs, selected based on their poten-
tial to change patient care or affect health system budgets.120 ICER will publish 
reports detailing its findings, which will include a value-based price benchmark for 
each drug based on the benefit that the drug provides to patients.121 

Using these recommended ranges, insurers and PBMs will be armed with infor-
mation to strengthen their negotiating position and negotiate the best possible 
prices with drug companies. The independent analysis of a drug’s comparative 
effectiveness also should help shield payers from claims that they are rationing 
care or trying to skimp on expensive new products. 

Incentivize drug companies to charge reasonable prices

After consideration of the recommended range of prices discussed above, if a 
negotiation between a drug company and a payer were to result in a price that fell 
outside the recommended range, additional transparency would be triggered. The 
drug company would need to submit the final price, as well as a detailed justifica-
tion for the increase, to the private, independent organization, which would then 
post that information on its website in a consumer-friendly format.

In addition, if the final price exceeds the recommended range by more than 20 
percent, it would be deemed unreasonable. If the drug’s patent resulted from 
federally funded research, the federal government could then license the patent to 
competitors for the development of cheaper generic versions.

This incentive is authorized under existing statutory law. Under the Bayh-Dole 
Act, in certain circumstances, the federal government may exercise its “march-in 
rights” to license patents that resulted from federally funded research but that are 
now owned by drug companies.122 These rights apply when a drug company has 
not achieved “practical application” of the research—meaning that its benefits are 
not “available to the public on reasonable terms.”123 They also apply when “action 
is necessary to alleviate health or safety needs.”124 Thus, if a drug company is not 
charging a reasonable price for a drug, or if its pricing harms public health by sub-
stantially restricting access to the drug, the federal government is well within its 
rights to ensure the availability of cheaper generic versions.125 A price that exceeds 
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the range recommended by a private, independent organization by more than 
20 percent would be presumed to be unreasonable and to harm public health by 
substantially restricting access to the drug. 

This incentive for drug companies to charge reasonable prices is more than fair 
given that taxpayers paid for the development of these drugs. More than 9 percent 
of all new drugs—and nearly one-quarter of priority-review drugs that were con-
sidered to be especially important—were patented using federally funded research 
and would therefore be subject to this incentive.126 However, because drug compa-
nies may not disclose that their patents resulted from federally funded research, it 
is likely that more drugs would be affected.127 Furthermore, many of the drugs that 
would be subject to this incentive are cancer drugs, which tend to have exception-
ally high prices.128 

Level the playing field to improve private-sector negotiations

Drug manufacturers enter contract negotiations with insurers, other payers, and 
PBMs with significantly greater market power. For brand-name drugs, patent pro-
tection and market exclusivity give manufacturers a monopoly on their products. 
Manufacturers set the initial price, and negotiations are guided by that asking 
price, with final payment amounts set as a discount off that price. In many cases, 
the numerous payers in the health care system lack the market power to push back 
in a meaningful way against drug manufacturers’ price demands. 

To create a more competitive market—in which prices are based on value rather 
than the extreme market power of one player—the purchasing power of pay-
ers and PBMs should be aggregated to negotiate prices for specialty drugs. Any 
health plan or PBM that offers a Medicare plan or plan through the marketplaces 
would participate. These parties would receive a limited antitrust waiver to allow 
them to negotiate with drug manufacturers on behalf of both Medicare drug plans 
and their commercial business. The final, negotiated prices would be published, 
along with a transcript of the negotiations, to promote transparency throughout 
the entire process. In exchange for this antitrust exemption, PBMs would have to 
disclose their contractual relationships with drug manufacturers and pharmacies, 
including any rebate payments that flowed from drug manufacturers, so that insur-
ers and other payers could better understand these arrangements and decide how 
to structure their future contracts with PBMs. For example, this information helps 
insurers negotiate for lower fees, which in turn lowers costs for consumers. 
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Reform Medicare payment for physician-administered drugs

Medicare payment for physician-administered drugs should be changed to elimi-
nate any financial incentive for doctors to prescribe more costly treatments. As 
discussed above, Medicare’s ASP plus 6 payment formula pays providers based on 
a drug’s average sales price and adds an additional 6 percent to the price to cover 
overhead.129 As a result of this payment being structured as a percentage rather 
than as a flat fee, physicians earn more for choosing expensive drugs over less 
expensive alternatives. 

From the perspective of overall Medicare spending, the added 6 percent is not 
huge, but it is significant: According to a recent Medicare Part B payment database, 
it amounts to about $690 million annually, or almost $7 billion over 10 years.130 
Yet for the most expensive physician-administered drugs covered by Part B, this 
payment structure creates distorted incentives for doctors that could drive up costs 
and influence treatment decisions. The 10 drugs with the highest overall level of 
Medicare expenditures accounted for $368 million of the $690 million in 2013.131 

There are several alternative approaches that could remove or curtail the cur-
rent incentive to choose more expensive drugs. The Medicare Payment Advisory 
Commission has analyzed two different deficit-neutral approaches, with the first 
being a $24 flat fee per drug per day and the second being a blended payment 
that incorporates a 2.5 percent payment along with a $14 flat flee.132 The Obama 
administration’s fiscal year 2016 budget would reduce the 6 percent payment to 3 
percent of the ASP, while also permitting the Department of Health and Human 
Services to experiment with substituting a budget-neutral flat fee in place of the 
percentage-based payment.133 The Congressional Budget Office estimates that this 
would save $7 billion over 10 years.134

Another option would be to establish two payment alternatives, such as a 3 per-
cent add-on and a flat fee that is sufficient to cover overhead costs, with Medicare 
paying whichever of the two options is the lowest for any particular drug. This last 
option recognizes that for extremely low-priced drugs, a flat fee might actually 
increase costs. 

The Centers for Medicare & Medicaid Services, or CMS, should test these dif-
ferent approaches and expand the most successful one. The ACA established the 
Center for Medicare & Medicaid Innovation, or CMMI, to test payment and 
delivery system reforms and expand them if they reduce costs while maintaining 
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the quality of care or improve the quality of care without increasing costs. To test 
these reforms, CMMI may waive existing statutory requirements. CMMI should 
design a model to not only compare savings between the different approaches, but 
also to assess how well the different models adequately cover provider overhead 
and if the reforms alter prescribing patterns.

Regardless of the specific approach taken to reform the ASP plus 6, Medicare 
reimbursement for physician-administered drugs also should maximize savings 
from generics and biosimilars—generic versions of biologic drugs. Today, when 
a chemical drug covered under Medicare Part B has a generic version, Medicare 
payment is based on the ASP plus 6 of all the equivalent drugs. Medicare opera-
tionalizes this policy by assigning the same reimbursement code to each of these 
drugs.135 As biosimiliars start to enter the market, Medicare should encourage 
greater use of them by assigning approved biosimilars to the same code as the 
brand-name biologic. Medicare should then pay for all drugs based on the ASP of 
the generics or biosimilars, rather than an inflated ASP that includes the brand-
name price. 

Allow payers to pay for success

Some new drugs are high cost, but their benefits relative to existing drugs may be 
uncertain. In such cases, Medicare should pay the high cost only if the new drugs 
turn out to be successful, providing significant benefits relative to existing drugs. 
Initially, Medicare payment for the new drug would be based on the lower cost of 
existing drugs. But if the new drug improves average outcomes in real-world popu-
lations, Medicare would then supplement the initial payments, ultimately paying a 
higher total price for the new drug. CMMI should design a pay-for-success model 
to test this reform.

A Health Affairs evaluation of similar private-sector programs found that these 
types of pay-for-success models work best when a drug has an objective, clearly 
defined outcome such as blood glucose levels or specific reductions in the number 
of patient fractures.136 The evaluation also found that this payment model is not 
appropriate for drugs that treat diseases with long and uneven progressions.137 
CMMI should use these criteria in selecting drugs for this payment model. 
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Many drugs are used to treat several different conditions. For example, physicians 
prescribe drugs for off-label uses that are different from the uses approved by 
the FDA. In particular, cancer drugs are commonly used to treat different types 
of cancers.138 While drugs may work very well for one condition, they may not 
work as well for another condition—yet payers pay for them at the same price 
regardless of which condition they are being used to treat.139 For example, the 
drug Tarceva works better against lung cancer than pancreatic cancer.140 Similarly, 
Abraxane works much better against breast cancer than lung cancer.141 

It is exceedingly difficult for payers to pay different amounts for different uses of 
a drug based on its effectiveness for each use. The biggest obstacle to this value-
based payment is that the FDA assigns drugs National Drug Codes, or NDCs, that 
do not specify their use. Payers use these codes for payment and claims.142 To rem-
edy this problem, the FDA should issue NDCs that differentiate each approved 
use of a drug as well as off-label uses. These more specific codes will also facilitate 
more data collection on real-world outcomes. 

Vary Medicaid rebates based on comparative effectiveness

Instead of setting a single default rebate amount, rebates should vary based on CER 
classification. To increase the likelihood of adoption, this proposal would be bud-
get neutral. That is, the overall rebate amount would remain constant, but within 
that amount states could vary the rebates, with higher-value drugs paying a smaller 
amount than the minimum 23.1 percent under current law. To offset this amount, 
states could then impose greater rebates on lower-value, more costly products.

Lower out-of-pocket costs for individuals

Lowering overall spending for prescription drugs will do little to improve the 
health or financial well-being of patients if individuals continue to face high cost-
sharing amounts. A key piece of any prescription drug payment reform must be 
adopting reforms to ensure that required cost sharing is not excessive, especially 
for the most expensive specialty drugs.
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A number of states have passed legislation to limit out-of-pocket spending on pre-
scription drugs. The ACA’s out-of-pocket annual limits still apply in these plans, 
but consumers’ spending on prescription drugs is further capped within those 
total amounts. 

For example, New York prohibits specialty tiers, and the state marketplace’s stan-
dardized silver-level plan design has no deductible for prescription drugs.143 The 
standard benefit design for silver-level plans offered in Covered California—that 
state’s marketplace—includes a separate $250 deductible for pharmacy benefits.144 
After meeting the deductible, consumer cost sharing for drugs is generally limited 
to $250 per month.145 Legislation would expand this limit to health plans sold 
outside the marketplace.146 

Other states also have passed legislation to protect patients. Maine and Vermont 
limit yearly out-of-pocket expenses for prescription drugs to $3,500 and $1,250 
per year, respectively.147 And Louisiana, Delaware, and Maryland all limit copay-
ments to $150 per month after the consumer has met a plan’s deductible. Alaska 
has required that insurers give consumers 90-day notice before implementing 
specialty tiers.148 

One analysis recently found that these limits would not affect premiums materi-
ally.149 However, if drug prices continue to rise at their current pace, limits on cost 
sharing alone, without additional changes to lower the overall costs of drugs, will 
result in high premiums or higher cost sharing for other health care services. 

Limit cost sharing in marketplace plans

The secretary of Health and Human Services should adopt similar requirements 
for silver-level plans in all exchanges. A standardized benefit plan should, at a 
minimum, include monthly out-of-pocket limits for prescription drugs and a 
separate, smaller deductible. Together, these two changes will give patients with 
chronic conditions greater predictability about their out-of-pocket expenses. 
The California limits would cap cost sharing for drugs at $3,250 per year.150 For 
low-income enrollees, this amount may still be prohibitively expensive, causing 
patients to skip doses or to entirely forego critical medications. Consumers should 
not spend more than 5 percent of their income on prescription drugs. 
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In exchange for these cost-sharing limits, insurers should have greater flexibility 
in designing their formularies. Today, plans must cover a specific number of drugs 
in various categories, based in part on what the original benchmark plan cov-
ered. If insurers have flexibility when designing their formularies, plans will have 
greater leverage in negotiating costs with insurers, which will help limit premium 
growth.151 For example, if a benchmark plan covered 10 drugs in a particular cat-
egory, insurers would be able to design a formulary with five drugs. Patients would 
still have access to an appeals process and coverage for the drug if medically neces-
sary. In addition, patients currently taking a drug would have continued access to 
the drug until the completion of the appeals process.

Limit cost sharing in employer-sponsored plans 

The recent trend of employers shifting health care costs to employees through 
higher cost sharing, and especially by the use of high-deductible plans, has placed 
much of the financial burden for higher drug prices on employees.152 For this 
reason, policymakers should cap prescription drug cost sharing for the millions of 
Americans enrolled in employer-sponsored plans. New limits will guarantee that 
employees share in the savings that result from reforms to lower drug prices. 

Policymakers should extend a yearly limit of $3,250 for prescription drug spend-
ing to individuals with employer-sponsored insurance, as well as the monthly $250 
limits. This yearly amount is higher than the current mean out-of-pocket maximum 
for prescription drugs for individuals enrolled in employer-based plans, but it will 
offer important new financial protections for employees with significant prescrip-
tion drug costs whose yearly expenses far exceed those of the average employee.153

Provide cost-sharing information for specific drugs to consumers  
and physicians

In addition to new financial protections, consumers need additional information 
about their prescription drug coverage and costs when choosing their marketplace 
plans, especially if insurers have additional flexibility when designing formularies. 

There are several models for increasing transparency for consumers. For instance, 
Covered California has taken important steps to increase transparency about 
drug costs for enrollees.154 Plans must give consumers an estimate of their out-of-
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pocket costs for specific drugs and explain to enrollees how to obtain drugs not 
listed on the plan’s formulary.155 Plans must also report formulary details, such as 
“coverage, tiering, and utilization management information,” on a standardized 
template, including for drugs covered under the plan’s medical benefit.156 This 
information must be updated monthly on the plan’s website. Covered California 
also links directly from its own website to the plans’ formulary pages.

For the 2016 plan year, insurers offering plans on the federal marketplace must 
post plan-specific formularies on their websites so that consumers can compare 
them while shopping.157 This is an important update, but unlike the California 
requirements, CMS does not require plans to post this information in a standard-
ized template, which would make comparisons easier. Instead, the formulary 
must be machine readable so that third parties can develop tools to help shop-
pers compare.158 Moreover, there is still no federal marketplace requirement that 
insurers post specific cost-sharing information on the formulary; instead, insurers 
must post information regarding cost-sharing tiers, which consumers can use to 
estimate costs.159

Neither CMS’ nor California’s approach offers consumers the same level of detail 
about potential out-of-pocket costs as Medicare Part D’s Plan Finder. Most impor-
tant for consumers is the feature on the Part D Plan Finder that allows people to 
compare plans’ cost sharing and coverage for specific drugs through an online 
tool. For the 2017 plan year, CMS should implement similar requirements for the 
federal marketplace in order to improve comparison shopping.

Also, doctors should have access to their patient’s cost-sharing information as part 
of their e-prescribing systems so that they can consider specific formulary and out-
of-pocket costs when making prescribing decisions. This information will allow 
doctors to choose—from clinically appropriate treatment options—the drug that 
minimizes a patient’s out-of-pocket costs. 
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Conclusion

Drug companies currently benefit from a system that favors their interests over 
those of patients, taxpayers, providers, payers, and the larger health care system. 
Without significant reforms, prices for prescription drugs—which are already 
extraordinarily high—will continue to rise at a rate that is unsustainable for fami-
lies, businesses, and state and federal budgets. 

Some policymakers may dismiss action to address drug prices as politically unten-
able. This view represents the fallacy that what has happened before will continue 
to happen. Further, three things have changed. First, and most importantly, the 
American public is now demanding action at unprecedented levels. Second, it is a 
truism that what cannot continue will not: Drug prices have become so high that 
they are simply unsustainable and must come down. Third, important parts of this 
report’s proposed framework can be achieved without the need for congressional 
legislation. The evaluation of drugs and pricing guidelines can be implemented 
independently of government—and a critical incentive for drug companies to 
charge reasonable prices is authorized under existing statutory law. 

All that is needed is the will to challenge the status quo and the powerful interests 
that seek to protect their monopoly prices and economic rents. The American 
public has said loudly and clearly that enough is enough. The time has come for 
taxpayers to get a better deal that lowers their costs, improves public health, and 
jumpstarts true innovation. 
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