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Rx Costs: A Primer for Health Care Advocates

fter a decade of relative stability as increasing use of
Agenerics significantly moderated spending, drug costs are
set to increase dramatically over the coming years. Increased
reliance on high-cost specialty drugs and an expected reduc-
tion in savings derived from generics will significantly increase
overall drug spending and drive up premiums and cost sharing
for consumers.

Of greatest concern, the price of new specialty drugs is truly
prohibitive. Twelve of 13 cancer drugs approved by the FDA in
2012 were priced over $100,000 per course of treatment.' The
term “specialty drug” does not have a uniform definition. The
term broadly comprises drugs that are: high priced; often (but
not always) made of biological matter; treat complex condi-
tions; require special handling; or require infusion or injection
in a doctor’ office. Increasingly, specialty drugs are specifically
tailored to subpopulations.”

Consider the impact of new drugs for hepatitis C on state
Medicaid budgets. Sovaldi—considered a genuine medical
breakthrough—is priced at $84,000 for a full treatment, or

$1,000 per pill. Harvoni, a successor combination therapy for
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A recent rise in specialty drug prices—30 percent
according to one analysis—combined with gener-
ic drug price increases threatens to undermine
recent declines in overall health spending, lead
to high cost sharing for vulnerable consumers
and strain states’ Medicaid budgets. This primer
discusses trends in drug spending, the impact on
consumers, strategies for addressing high drug
costs and ways advocates can engage to keep
drug costs affordable for consumers.

hepatitis C treatment, is priced at $94,500 for a full course of
treatment.’

States are projected to spend more than $55 billion if they
provide all Medicaid patients with hepatitis C the latest thera-
py regimen of Sovaldi.* To put this into perspective, total state
Medicaid spending for acute care was approximately$ 275 billion
in 2012.> So that means projected spending on only one drug
is 20 percent of the cost of the combined Medicaid spending by
states on all acute care service services for 2012.6 These prices are
simply unsustainable for our health care system.

In response to high drug prices, payers are increasingly
relying on strategies with negative consequences for consumers,
such as shifting costs to patients who need these drugs, design-
ing plans to discourage sicker individuals from enrolling and
limiting access to these drugs. Medicaid programs in thirty-five
states require prior authorization for Sovaldi and several states
require treatment candidates to meet a set of clinical or clini-
cal-related criteria for prior authorization. Many states further
require candidates to undergo testing to determine the severity
of their disease before they are permitted to receive treatment
with Sovaldi. At least seven states limit duration, frequency
or quantity of the drug. For example, Arizona has a “once in a
lifetime treatment” rule allowing Medicaid recipients only one
opportunity to receive the drug.”

This primer will address the reasons for the trend toward
higher price drugs, why generic drugs won't moderate spending as
much as in the past, and some of the long-term solutions that will

be needed to control costs in the future.

Reasons for Recent Uptick in Drug
Spending

Spurred by patent expirations of blockbuster drugs like Lipitor
and Plavix and increased use of generics, the drug spending
trend had moderated in the last decade®—particularly when

compared to the double-digit growth seen in the 1990s. For
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Table 1 - Top Five Prescription Specialty Drug Classes, Ranked by Per Member, Per Year Spending in 2014

Drug Class 2014 Spending Per

Member per Year

Share

Top Drugs Within
Class, by Market

Unit Cost Increase,

2013-2014

Average per Member
Cost per Prescription for
Class

Inflammatory $80.03 Humira $2,913 15.7%

Conditions Embrel

Multiple $52.36 Capaxone $4,510 9.7%

Sclerosis Tecfidera

Cancer $41.64 Gleevec $6,191 11.7%
Revlimid
Lupron Depot

Hepatitis C $37.95 Sovaldi $16,373 666.6%
Ribavirin

Source: The Express Scripts 2014 Drug Trend Report [(March 2015). Express Scripts manages the pharmacy benefits for— employers, health plans, unions
and government health programs. Its drug frend report analyzes the drug spending patterns of ifs clients. As noted above, this information excludes

specialty drugs administered in a physician’s office.

example, between 2011 and 2012, drug spending grew just 0.4
percent.” Contributing to this low trend, the share of prescrip-
tions that were generic increased to nearly 78 percent in 2012, an
8 point increase over the previous year.!

Two important trends are bringing this period of low drug
spending growth to an end: increased spending on prescription
drugs, and the diminishing cost-saving impact of generic drugs.
But in 2013, drug spending rose 2.5 percent, spurred by an
increase in specialty drug spending.'! Overall drug spending is
projected to climb to by 6 percent per year from 2016 to 2019.12
More recent data suggest that a spike in the cost of compounded
drugs'? is contributing to a hike in drug prices, but this a recent
phenomenon. It remains to be seen whether this is a long-term
trend or whether payers will be able to successfully manage the

use of compounded drugs.**
Increased Spending on Specialty Drugs

Pharmacy benefits manager Express Scripts reports that drug
spending for its clients in 2014 was driven largely by an unprece-
dented 30.9% increase in spending on specialty medications.'®
Specialty drugs are used by fewer than 1 percent of privately
insured patients in the United States. However, these drugs cur-
rently account for more than 25 percent of all drug spending.'®
What's more, specialty drug spending is projected to account

for an astounding 50 percent of total drug spending by 2020.!7

Many, but not all, specialty drugs are biologics (an exception
is high-priced Sovaldi, which is a traditional pill). As the name
implies, biologics are made of biological matter. They are often
referred to as “large molecule” products because of the greater
complexity of their molecular structure compared to “small mol-
ecule” traditional drugs. Biologics include drugs to treat cancer,
rheumatoid arthritis and multiple sclerosis (See Table 1).18 On
average, biologic drugs are 22 times more expensive than typical

brand name drugs. Research by PhRMA, the leading advocacy

Specialty drugs are used by fewer than 1 percent
of privately insured patients in the United States.
However, these drugs currently account for more

than 25 percent of all drug spending.

organization for the pharmaceutical industry, suggests that some
900 biologics are under development.'® Biologics are project-
ed to outpace traditional, non-biologic drug spending and are
expected to represent approximately 20 percent of total global
pharmaceutical market value by 2017.

And these reports likely understate growth in specialty drug
spending. Approximately half of specialty drug spending is billed
through the medical benefit, not the pharmacy benefit and thus

RESEARCH BRIEF NO. 5 | APRIL 2015

PAGE 2



HEALTHCARE VALUE HUB

is not reflected in many common sources that report prescrip-
tion drug spending, like the Express Scripts Drug Trend Report.*’
This is because many specialty drugs are infused or injected in
physician offices.

Prescription drugs administered in a physician setting are
often inflated through physician “buy and bill” practices, effec-
tively a mark-up over the drug’s price. Because specialty drugs
are often bundled with other services it can be difficult to attain a

comprehensive understanding of underlying cost trends.

Generics Will be Less Effective in
Bringing Down Costs in the Future

High rates of generic substitution will continue, but will do less
and less to bring down overall spending. In coming years as the
market value of products expected to go off patent are signifi-
cantly less than some of the blockbusters that went off patent

in 2012. While generic dispensing rates are expected to remain
high, a leading retail pharmacy and pharmacy benefits manager,
CVS/Caremark, expects that the moderating influence of gener-
ics will wane as non-generic spending grows to represent more

of the spending total.*!

Increases in Generic Costs on the
Horizon

A second reason generics are less likely to moderate future
spending is that the prices of many generic drugs are increasing.
The reason for these generic cost increases are complex and due
to many factors, including raw material shortages and generic
competitors leaving the market. Whatever the reason, many
drugs that have been historically inexpensive—such as Tetra-
cycline (antibiotic) and Digoxin (heart medication)—have seen
sharp price increases. One analysis found that half of all retail
generic drugs became more expensive from mid-2013 to mid-
2014. Some generic drug prices have increased 10 fold during
this period.?

Another reason is because more of these “generic” alterna-
tives will take the form of biosimilars, which are essentially a
generic for a biologic drug. They are called biosimilars because
biologics can't be made exactly the same way as traditional
drugs. FDA recently approved Zarxio, the first biosimilar for
Neupogen, a drug used to prevent infections for cancer patients.

But experience thus far from Europe, which has a head start on

Reports likely understate growth in specialty drug
spending. Approximately half of specialty drug
spending is billed through the medical benefit, not
the pharmacy benefit and thus is not reflected in
many common sources that report prescription

drug spending.

approving biosimilars, indicates that they can be made safely.

Historically, having two generic competitors for drugs can
lower the average generic price to nearly half the price of the
brand product. If an even larger number of generic competitors
enter the market the price can fall to 20 percent of the price of
the brand product.”

However, biosimilars are not likely to drive down drug
costs as much as typical drugs based on experience from the
European Union, which has approved biosimilars since 2009.
Research showed price reduction of 10-25 percent.* As the
biosimilar market improves and consumers and providers be-
come more comfortable with their use, greater price reductions
may be possible. But for the near term, analysts do not expect
biosimilars to impact prices to the same degree as traditional

generic drugs.
Impact on Consumers

High drug costs can have an impact on consumers in a number

of ways.

High Out-of-Pocket Costs

Though the Affordable Care Act provides some protection
from high drug costs through a maximum cap on out-of-
pocket costs, the cap is still quite high for most consumers. In
2015, the out-of-pocket maximum is $6,600 per year for an
individual and $13,200 for a family.*®

In practice this means enrollees with serious illnesses might
hit the ACA’s out-of-pocket limit in a matter of weeks, just for
drugs. For example, enrollees with HIV in some health plans

paid an average of $4,892 out of pocket for their medications.*®

Research indicates high costs can negatively impact adherence.”’

Discriminatory Design
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Private insurers have been moving to three- and four-tier
formularies where consumers are charged lower co-insurance
or co-pays for generic drugs and significantly more for drugs in
the highest tier. The theory is that tiering helps guide consum-
ers to lower cost, equally efficacious alternative medications by
offering lower cost sharing.

But the movement toward tiers has a downside. Recent
data suggests that insurers are using pharmacy benefit design
to discourage sicker enrollees from enrolling in their health
plans. Plans are creating formulary tiering structures that place
all drugs—including generics—for certain conditions, such as
HIV; in the highest cost formulary tiers. In some cases, there is
no medically appropriate alternative medication. In one study,

researchers found evidence of this “adverse tiering” in 12 of the

This type of discriminatory design is being used to
target other high-cost conditions such as mental
illness, cancer, diabetes and rheumatoid arthritis.

48 plans reviewed.?®

Other research shows that this type of discriminatory design
is being used to target other high-cost conditions such as mental
illness, cancer, diabetes and rheumatoid arthritis. One study
showed that 41 percent of Marketplace exchange Silver plans re-
quired at least 30% co-insurance for all covered drugs in at least
one class.” Fifty-one percent of plans put all drugs for one seri-
ous illness (including generics) in the highest cost tier. In other
words, over half of Marketplace plans did not make a lower cost
sharing option available for drugs for one high-cost condition.*

This type of discriminatory design is problematic on two lev-
els. First, it creates potential for unexpected expenses as enrollees
who choose a plan for low premiums may be surprised with high
out-of-pocket costs. And Consumers Union research shows that
consumers often have a difficult time understanding their health
insurance. They may not understand, for example, the differ-
ence between coinsurance and copays and may not understand
what a specialty drug is and end up getting hit with unexpected
high drug costs at the very time they are coming to terms with a
newly diagnosed serious illness.* Secondly, over time, the use of
these types of designs will result in adverse risk selection, driving

up premiums in plans that attract sicker enrollees.

Limited Patient Choice

Another market response to high costs is to limit patient choice.
For example, the nation’s largest pharmacy benefits manager,
Express Scripts, negotiated an exclusive deal with AbbVie, Inc,,
the manufacturer of an alternative to Sovaldi, in exchange for a
discounted price. But there are differences in how the drugs are
taken that might have an impact on adherence. There may also
be other patient characteristics that might make a particular
drug more appropriate than its competitor. Depending upon
state law on medical necessity, consumers in plans that use Ex-
press Scripts to manage their drug benefit will not be able to get
reimbursement for Sovaldi, if that is the drug their doctor feels is
best for them.

Further, as discussed above, public insurers such as Medicaid

may be forced to limit access to drugs due to their high cost.

Higher Premiums

Finally, the portion of high drug costs paid by insurers is ulti-
mately passed on to consumers in the form of higher premiums,

making insurance harder to afford.

Options for Curtailing Rx Costs

1. Reforming the Way Monopolies are
Granted to Drug Companies

Patent Reform

When a drug is covered under patent protection, only the phar-
maceutical company that holds the patent is allowed to manufac-
ture, market the drug and eventually make profit from it. Once
the patent has expired, the drug can be manufactured and sold by
other companies. Patents give drug manufacturers a monopoly
allowing them to reap steep financial rewards for successful drugs
during the patent term. Average profits for brand-name pharma-
ceutical companies is 18.4 percent compared to 5.6 percent for
generics.>

Ultimately, long-term solutions to drug prices will require
federal action on patent terms. Patent terms must be reasonable
and patents must be granted only for real advances rather than
minor tweaks or reformulations of existing drugs. Limiting the
monopoly period that drug companies enjoy speeds up competi-

tion that can drive prices down.
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FDA Reform

Gaining exclusivity is another way, outside the patent system, for
brand drugs to gain effective monopolies. Exclusivity is a con-
cept related to the FDA approval processes and refers to a period
of time when the FDA will not approve a generic competitor.
Exclusivity periods are distinct from patent terms.

FDA exclusivity periods need to be granted sparingly and
limited to where needed to encourage actual innovation. There
are certain exclusivity periods, such as the exclusivity period for
biologics that are so long they will delay generic entry, keeping
costs high. Under current law, the exclusivity period for biologics
is 12 years. Many advocates believe a seven year period would
be more appropriate to stimulate innovation without driving up

costs to unaffordable levels.

2. Greater Government Oversight Over
Pricing

Many countries directly control the price of drugs. In limited
ways, the U.S. government does intervene to control drug prices.
For example, the Medicaid program requires manufacturers to
provide a rebate back to the program. Examples of methods of
government price controls that could be used to restrain drug

costs include:

« Allowing the Medicare program to directly negotiate prices
with manufacturers for the drugs used by seniors under the
pharmacy benefit known as Medicare Part D. With its great
bargaining power, researchers believe that this could reduce

prices.

o Granting compulsory licenses to a third party. Com-
pulsory licensing is when a government allows a generic
company to produce the patented product or process without
the permission of the patent owner. This is often done by
governments of developing countries to bypass patent laws

that make drugs unaffordable for their citizens.

3. Increased Use of Comparative
Effectiveness Research

Right now the standard for FDA approval is that a drug works
better than a placebo, however marginally. To lower costs
without harming consumers, we must stop approving drugs that
aren’t effective or better than lower cost alternatives (including

non-pharmaceutical options).

And we must follow up with drugs once they come to mar-
ket. Often drugs come to market and extract a high price be-
cause initial impressions of the drugs are favorable. But payers
should adjust pricing after the drug hits the market to make sure
a drug that commands high prices upon initial introduction are
still worth paying high prices for as clinicians gain more experi-
ence with the drug. For example, the breast cancer drug Avastin
was initially considered very promising but ultimately didn’t live
up to the efficacy claims its manufacturer made about treating

breast cancer after it was introduced.??
4. Generic-Friendly State Substitution Laws

While mostly governed by federal law, state laws do impact drug
costs. State substitution laws allow pharmacists to substitute
generic drugs for brand drugs. States with more generic-friendly
substitution laws have higher generic use.** As biosimilars become
more available, making sure they can be substituted for the brand
biologic will be an important way to keep costs down for these

expensive drugs.
Conclusion

Enacting the reforms necessary to drive down drug costs is a
difficult proposition.

But if current trends continue, high drug costs will impact
both overall health care spending and consumers’ out-of-pocket
spending, with negative consequences for access to drugs due to
affordability.

It will take a sustained effort by consumers, payers, purchas-
ers working at both the state and federal level to make headway
on these issues. If health care costs are to be sustainable, and
if access to life-saving drugs is to be preserved, advocates and
others will have no choice but to take on a powerful industry
head on. In the meantime, advocates may want to consider
getting involved in benefit design rules being discussed in state
exchanges to try to mitigate the impact of high drug costs on

sicker enrollees.
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