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ABSTRACT

BACKGROUND: Insurance coverage in the United States seems to be in a
state of unrest. The 2010 passage of the Patient Protection and Affordable
Health Care Act (ACA) extended health insurance coverage to roughly

32 million people. An increase in the number of people with health insur-
ance benefits raised the question of whether prescription assistance pro-
grams (PAPs) would still be used after ACA implementation.

OBJECTIVE: To evaluate the use of PAPs following the implementation of
the ACA insurance mandate.

METHODS: Health insurance was not required by the ACA until January
2014, so we retrospectively examined the use of drug company-sponsored
PAPs before and after the ACA implementation. Since each PAP had its own
qualifying criteria, any person who used a PAP through the assistance of
NeedyMeds and its PAPTracker between the years of 2011 and 2016 were
included for analysis. Data were pulled by NeedyMeds from the PAPTracker
software, which produces completed PAP applications from drug manufac-
turer forms for PAPs. The number of PAP orders, number of unique patient
orders, and annual patient prescription savings were assessed.

RESULTS: Between 2011 and 2013, there was an average of 4.2 annual
PAP orders per patient; however, annual PAP orders decreased to 3.1 per
patient between 2014 and 2016 (P<0.001). PAP orders declined by an
average of 3.0% per month between 2014 and 2016 (P<0.001), and
average prescription savings per order increased from $870.40 before the
ACA to $1,086.40 after ACA implementation (P=0.0024). Patients saved
an average of over $3,000 on prescriptions annually with the use of PAPs
after the ACA mandate.

CONCLUSIONS: Although health care reform is inevitable, our study showed
that PAPs remain important to help cover prescription drug costs for eli-
gible patients, even with invariable changes to health insurance, including
a health insurance requirement. While the ACA may have been an important
step forward in extending health insurance coverage to millions, PAPs

are still used to help U.S. patients obtain their medications at no cost or
very low cost. These programs will most likely remain relevant until other
approaches are taken to help alleviate the effects of increasing drug prices
in the United States.
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What is already known about this subject

* Studies have shown that the inability to afford medications is a
common reason among all age groups, especially older adults, for
nonadherence to medication regimens.

* Prescription assistance programs (PAPS) offer brand-name drugs at
reduced or no cost to eligible patients with specific financial needs.

¢ The 2010 passage of the Patient Protection and Affordable Health
Care Act (ACA) extended health insurance coverage to approxi-
mately 32 million people.

What this study adds

¢ After the implementation of the ACA insurance mandate, PAP
orders significantly declined by an average of 3.0% per month.

¢ The average prescription savings per order significantly increased
after the ACA insurance mandate, in which patients saved over
$3,000 on prescriptions annually with the use of PAPs.

¢ Despite the ACA insurance mandate, PAPs were still used to help
U.S. patients obtain their medications at reduced or no cost.

ealth insurance coverage and medication affordability
Hare important factors for quality health care.!” High
medication costs are often cited as a barrier to qual-
ity health care, which is problematic, since prescription drug
prices in the United States are among the highest in the world.
Higher drug prices translate into higher out-of-pocket costs,
premiums, and deductibles for U.S. patients.*” Studies have
shown that the inability to afford medications is a common
reason among all ages, especially older adults, for nonadher-
ence to medication regimens.> More than 25% of U.S. patients
have not filled a prescription or have reduced their prescribed
dose because of high costs.®
Despite these problems, pharmaceutical costs in the United
States continue to increase.” In an effort to help combat high
drug costs, the pharmaceutical industry developed prescrip-
tion assistance programs (PAPs), which offer brand-name drugs
at reduced or no cost. These programs are available for eligible
patients with specific financial needs.® Many PAPs provide
3- to 4-month supplies of brand-name medications free of
charge for 1 year, with the option for renewal.’ They can be
a major resource for improving the quality of health care for
low-income patients. A systematic review that examined the
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Study Demographics

‘ Overall Cohort, %

Sex

Male 36.7

Female 52.7

Unknown 10.5
Race

Black 19.0

White 354

Hispanic 73

Other 4.7

Unknown 33.5
Disability

Disabled 3.0

Nondisabled 874

Unknown 9.6
Veteran status

Veteran 0.2

Nonveteran 90.2

Unknown 9.6
Citizenship

Citizen 89.2

Noncitizen 1.2

Unknown 9.6
Marital status

Married 28.0

Divorced 5.5

Single 28.8

Widowed 3.1

Unknown 34.8
Age categories, years

<30 6.0

30-39 8.2

40-49 14.5

50-59 29.0

60-69 30.9

70-79 8.6

80+ 2.9
Household size (persons)

Mean (+SD) \ 1.8 (x0.1)
Average household income, $

Mean (+SD) \ 12271 (1733)
Average medical expenses, $

Mean (+SD) \ 217 (122)

SD =standard deviation.

evidence for PAPs, suggested that PAP enrollment assistance
plus additional medication services, such as counseling, were
associated with improved disease indicators for patients with
chronic diseases.” Another study showed that patients who
received coordinated prescription assistance experienced a
51% reduction in the likelihood of visiting the emergency room
or hospital ®

The 2010 passage of the Patient Protection and Affordable
Health Care Act (ACA) extended health insurance coverage
to approximately 32 million people. An increase in those with
health insurance raised the question of whether PAPs would
still be used.” While PAPs provide an important resource for
patients unable to afford their medications, their relevance
after health care reform may be questionable. Despite improved
insurance coverage, however, patients may still face high
costs for prescription medications or have difficulty obtaining
approval for needed medications.® Because insurance cover-
age in the United States seems to be in a state of unrest, we
hypothesized that despite the improvements in health insur-
ance coverage, PAPs will continue to be used.

B Methods

NeedyMeds is a national nonprofit information resource that
helps patients locate PAPs.’ NeedyMeds collects data from
PAPTracker, a web-based software that produces completed
PAP applications for patients. All available programs listed by
NeedyMeds are drug company-sponsored PAPs for brand-name
pharmaceuticals. NeedyMeds does not provide information on
any other type of PAP to patients, such as employer-spon-
sored PAPs. Anyone can use the programs available through
PAPTracker as long requirements are met as specified by the
pharmaceutical companies funding the PAPs® All necessary
information about the specific programs is available online,
although it is up to the patient to complete the applications,
get the necessary signatures, and send the form to the pro-
gram.’ The inclusion criteria for this particular study were any
patients who used PAPs through the assistance of NeedyMeds
and the PAPTracker between 2011 and 2016. The demograph-
ics of the patient population are shown in Table 1.

Although the ACA was signed into law in March 2010, the
health insurance mandate began in January 2014. We retro-
spectively examined the use of drug company-sponsored PAPs
before and after ACA implementation. Data were reviewed to
examine if PAPs were still used following an improvement in
insurance coverage as a result of the ACA insurance mandate.
Data were evaluated, including monthly PAP orders, number
of unique patients, and annual prescription savings. Data on
insurance status or specific insurance plans for patients who
used PAPs through NeedyMeds were not available for analysis.

The Oakland University Institutional Review Board (IRB)
determined that this project did not meet the definition of
human subject research under the purview of the IRB accord-
ing to federal regulations, since it was a retrospective analysis
of deidentified data.

Statistical Methods

Log-linear trend models were used to show the trend of
monthly PAP orders. Trend models were generated using linear
regressions with a logged dependent variable (PAP orders) and
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Trends in Monthly PAP Orders
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were interpreted as monthly average percentage changes in PAP
orders. Seasonal adjustment of monthly PAP orders was not
required because no seasonal trends were detected. The num-
ber of annual patient orders, as well as the average annual pre-
scription savings per patient and prescription savings per order
were compared before and after the ACA mandate using t-tests.

I Results

PAPTracker data provided by NeedyMeds contained 15,482
unique patients who completed 103,588 PAP order applications
between 2011 and 2016. There were 75,907 pre-ACA (2011-
2013) PAP orders and 27,681 post-ACA (2014-2016) orders.
Total prescription savings for the study period were $96.1 mil-
lion, with $66.1 million in pre-ACA savings and $30.1 million
in post-ACA savings. Average savings per PAP order were $928.
The average household income for PAP applicants through
NeedyMeds was $12,000.

Trends Analysis for Monthly PAP Orders
PAP orders declined by an average of 3.0% per month between
2014 and 2016 (P<0.0001; Figure 1). More detailed yearly

analysis shows that while PAP orders decreased by a monthly
average of 8.0% in 2014 (P<0.001), a further decline of 1.8% in
2015 was not significant (P=0.0759) nor was a slight increase
in the 2016 monthly average of 0.7% (P=0.456). Trend analysis
that was run on each of the 20 most common prescriptions
with PAP orders determined that declines were seen for every
prescription, with average monthly decreases varying between
1.3% and 12.0% (all P<0.05).

Analysis for Number of Annual Patient Orders

Of the 15,482 unique patients, 3,268 patients (21.1%) placed
PAP orders before and after the mandate; 9,120 patients
(58.9%) placed orders before but not after the mandate; and
3,094 patients (20.0%) placed orders after but not before the
mandate. An average of 4.2 annual PAP orders per patient
before the mandate decreased to 3.1 orders per patient after the
mandate (P<0.001).

Analysis for Average Annual Patient Prescription Savings
Before the mandate, the average annual prescription savings
per patient was $3,637.10, which declined to an average of
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$3,374.10 after the mandate (P=0.381). The average prescrip-
tion savings per order increased from $870.40 before the ACA
to $1,086.40 after ACA implementation (P=0.002).

Top Drugs Covered

There are over 800 drugs listed by NeedyMeds that are covered
through PAPs. The 10 most frequently covered drugs, with
their percentage of total orders in parentheses, are as follows:
Ventolin (3.54%), Lipitor (3.51%), Lantus (3.37%), Advair
(3.01%), Nexium (2.87%), Neurontin (2.49%), Benicar (2.44%),
Accuretic (2.43%), Norvasc (2.36%), and Cymbalta (2.20%).

Il Discussion

The ACA was implemented to improve the accessibility, afford-
ability, and quality of health care in the United States. To many,
it was considered the most important health care legislation
enacted since the creation of Medicare and Medicaid in 1965.%
Since the ACA extended health insurance coverage to millions,
it raised the question of whether PAPs would still be used.
In order to assess the use of PAPs, our study examined the
use of these programs in the midst of health care reform. We
hypothesized that despite changes and potential improvements
in health insurance coverage, PAPs would continue to be an
important resource for many patients, since prescription use
and costs are consistently on the rise.*’

Interestingly, we found that PAP orders significantly
declined after the ACA insurance mandate by an average of
3.0% per month between 2014 and 2016, potentially showing
that patient prescriptions were covered by the required insur-
ance plan, so help from PAPs was not required as frequently.
This decline in the number of PAP orders was seen throughout
the 20 most frequently reported prescriptions. With that said,
the most drastic decrease occurred in 2014, followed by a not
significant decline in 2015. However, the number of PAP orders
increased slightly in 2016. Although PAP orders declined
after implementation of the ACA, there were still thousands
of orders filled through the help of NeedyMeds each month.
While the use of PAPs may have decreased once the health
insurance requirement was implemented, there was still a clear
demand for PAPs, since many orders were still placed to help
patients obtain their medications.

When looking at patients who placed PAP orders, there was
a statistically significant decrease in the average number of
annual orders, from 4.2 per patient before the insurance man-
date to 3.1 per patient after the mandate. Although statistically
significant, it is not necessarily of practical significance. People
seeking assistance, including low-income patients, completed
about 3 PAP orders per year, showing there was still a poten-
tial need for prescription assistance. Since per patient annual
orders has not dropped to zero, PAPs remain an important
resource to help provide medications to U.S. patients at little
Or No cost.

Average annual prescription savings provided further proof
that PAPs remain relevant. The average annual prescription
savings per patient only decreased slightly, while the average
prescription savings per order significantly increased after the
ACA mandate. Patients still saved an average of over $3,000
on prescriptions annually with the use of PAPs after the ACA
mandate. According to the 2017 Federal Poverty Guidelines,
the poverty guideline for 1 person is $12,060, so a savings
of $3,000 is significant, considering that the average house-
hold income for PAP applicants from NeedyMeds was only
$12,000."

Overall, the ACA expanded health insurance coverage, and
the uninsured rate declined from 16.0% in 2010 to 9.1% in
2015.° Although the policies of the ACA have helped improve
access to health care, many people continue to experience dif-
ficulties covering the costs of their medical expenses, including
physician visits and prescription drugs.!® In 2012, more than
1 in 4 families experienced financial burdens of medical care,
and families with incomes at or below 250% of the federal pov-
erty level were more likely to experience financial burdens of
medical care.!? According to Choudhry et al. (2009), prevalent
use of PAPs highlights the inadequacy of public prescription
drug coverage, especially since the financial eligibility crite-
ria of many PAPs overlap with government programs such as
Medicaid.® Because of the potential financial burdens of medi-
cal care, PAPs may continue to assist those in need.

Prescription drug costs comprise a large part of the medi-
cal cost burden. Net spending on prescription drugs increased
by about 20% in the United States between 2013 and 2015."”
Use and cost of prescription drugs continue to increase—the
growth in total retail prescription drug expenditures increased
by 12.2% in 2014, the largest increase since 2002." There was
also a 1.8% increase in the number of retail prescriptions dis-
pensed, which was primarily the result of ACA’s enrollment
expansion, in which the number of Medicaid prescriptions dis-
pensed grew.!* Although the ACA has extended health insur-
ance to millions, prescription affordability remains a problem,
especially with the continued rise of prescription costs and use.

This study shows the relevance of PAPs despite increasing
health insurance coverage through the ACA mandate. Although
the ACA included additional cost control policies—specifically,
substantial Medicaid rebates—rising drug costs remain a
concern.’’ Potential solutions include increased transparency
in the production and development costs of manufacturers,
increased Medicare and Medicaid beneficiary manufacturer
rebates, and federal government authority to negotiate drug
prices.'®> While these solutions may help address the high
cost of prescription drugs, they will most likely not resolve
all issues surrounding prescription drug costs and would also
take time to plan and implement. It is also important to note
that PAPs are not the perfect solution to combat high drug
costs—they often do not cover medications such as cancer
drugs, and filling out PAP forms can also effect clinic time and
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financial resources.!™” Despite the insurance mandate, PAPs
may continue to be a viable option for those unable to afford
prescription medications.

Limitations

This study has several limitations. The study was retrospec-
tive with no control group. Data were limited, since we only
reviewed data provided by the PapTracker from NeedyMeds,
so the differences in PAP use and cost savings before and after
the health insurance requirement may have been biased. We
were also unable to control for any changes in drug prices or
PAPs coverage during the 2011-2016 time frame. Future stud-
ies may focus on long-term trends in an ever-changing health
policy landscape. This study did not analyze the true economic
magnitude or clinical consequences of PAPs. As stated in the
systematic review of the evidence for PAPs, a more thorough
economic evaluation, including cost-effectiveness studies that
compare PAP enrollment assistance programs to other medica-
tion access strategies would provide further understanding for
the significance of PAPs.”

I Conclusions

Health care reform is often a significant topic of debate in
the United States. Although health care reform may produce
many changes in our health care system, this study shows
that PAPs continue to help cover prescription drug costs for
eligible patients, even with invariable changes to health insur-
ance, including a health insurance requirement. PAPs can play
an important role in improving the quality of health care for
many by providing access to medications that patients would
otherwise not receive. While the ACA may have been an
important step forward in extending health insurance coverage
to millions, PAPs will most likely remain relevant until other
approaches are taken to help alleviate the effects of increasing
drug prices in the United States. Changes in health care policy
may affect the relevance of PAPs in the future, although these
programs will most likely provide help to those in need for
years to come.
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