To: President-elect Trump
From: National Multiple Sclerosis Society
Date: December 2016
Re: Policy Recommendations to Improve Access to Prescription Drugs
On the campaign trail, President-elect Trump acknowledged the impact that high drug prices
have on people living with chronic illnesses like multiple sclerosis (MS). He advocated for
changes to make it easier on patients, such as allowing Medicare to negotiate drug prices. He
also said that we must “remove barriers to entry into free markets for drug providers that offer
safe, reliable, and cheaper products. Congress will need the courage to step away from the
special interests and do what is right for America. Though the pharmaceutical industry is in the
private sector, drug companies provide a public service.”
As recently as this month, President-elect Trump has continued to bring up access to
prescription drugs. In an interview with Time he stated that “I’m going to bring down drug
prices. I don’t like what’s happened with drug prices.”

The American public agrees that it is time for change when it comes to accessing prescription
drugs. According to the Kaiser Family Foundation, 1 Americans favor action to bring down
prices for prescription drugs. For example:
•
•
•
•

77 percent of Americans say the cost of prescription drugs is unreasonable.
86 percent of Americans want more transparency on how drug companies set prices.
78 percent of Americans would support the federal government preventing drug
companies from charging high prices for high-cost drugs.
82 percent of Americans support the federal government negotiating Medicare drug
prices.

These statistics are also true of the National MS Society’s constituents. For example, an October
2015 poll found that 79.1 percent of the 8,778 respondents living with MS think the cost of
prescription MS treatments is unreasonable, and 38.9 percent of respondents living with MS
say it is somewhat or very difficult to afford their prescription medicine. People also reported
that in order to pay for their prescription drugs, they are spending less on entertainment,
dining out and their families, spending less on groceries and using a credit card more often.

When the President-elect takes office in January, the National MS Society urges him to continue
advocating for change and to take action to make it easier for people living with MS to access
the medications they need. The National MS Society offers the attached recommendations to
the Trump administration as it formulates its policies in the chronic illness, prescription drug,
and health insurance space. We stand ready to serve as a resource to President-elect Trump to
make medications and the process for getting them affordable, simple, and transparent.
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http://kff.org/health-reform/report/kaiser-health-tracking-poll-september-2016/

About Multiple Sclerosis and the National MS Society

Multiple sclerosis is an unpredictable, often disabling disease of the central nervous system
that disrupts the flow of information within the brain, and between the brain and body.
Symptoms vary from person to person and range from numbness and tingling, to walking
difficulties, fatigue, dizziness, pain, depression, blindness and paralysis. The progress, severity
and specific symptoms of MS in any one person cannot yet be predicted, but advances in
research and treatment are leading to better understanding and moving us closer to a world
free of MS. MS affects more than 2.3 million worldwide.
Most people with MS are diagnosed between the ages of 20 and 50, with at least two to three
times more women than men being diagnosed with the disease. Hitting in the prime of life, MS
can disrupt families and careers. Studies show that early and ongoing treatment with an FDAapproved medication can make a difference for people with MS. This is why access to the MS
medications is so critically important.
The National MS Society is a collective of passionate individuals who want to do something
about MS now—to move together toward a world free of multiple sclerosis. MS stops people
from moving. We exist to make sure it doesn't. We help each person address the challenges of
living with MS through our 50-state network of chapters. The Society helps people affected by
MS by funding cutting-edge research, driving change through advocacy, facilitating
professional education, and providing programs and services that help people with MS and
their families live their best lives as we stop MS in its tracks, restore what has been lost and
end MS forever.

In addition to improving access to MS medications, the National MS Society also advocates for:
•
•

•

•
•

Increased funding for MS research through the National Institutes of Health and the
Congressionally Directed Medical Research Programs;

Implementation of components of the 21st Century Cures Act (P.L. 114-255) that will
lead to a greater understanding of MS such as a data collection system to better
understand neurological conditions and provisions that will accelerate the discovery,
development and delivery of life-changing treatments

Modernizing the regulatory and approval pathways at the Food and Drug
Administration to ensure people living with MS have access to novel, safe and effective
treatments;
Effective healthcare for people who live with chronic, lifelong diseases like MS

Improved access to Durable Medical Equipment and Complex Rehabilitation
Technology, which are individually configured wheelchair and seating and positioning
systems that help people with advanced MS live their best lives.

nationalMSsociety.org
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Make MS Medications Accessible:
Recommendations
Background
Multiple sclerosis (MS) medications have transformed the treatment of relapsing MS over the
last 20 years. Yet, many people living with MS cannot access the medications they need.
Continually escalating prices are creating significant barriers to treatment, including higher
costs, increased stress, and a greater burden for those who already live with a chronic, lifealtering condition.

Studies show that early and ongoing treatment with a disease-modifying therapy is the best
way to modify the course of the disease, prevent the accumulation of disability and protect the
brain from damage due to MS. So why are these life-changing medications too often out of
reach for those who need them?
People with MS report high and rapidly escalating medication prices, increasing out-of-pocket
costs, confusing and inconsistent formularies (the lists of medications an insurer will pay for),
and complex approval processes that stand in the way of getting the treatments they need.
These challenges can cause delays in starting a medication or changing medications when a
treatment is no longer working. Delays may trigger new MS activity and cause even more
stress and anxiety about the future for people already living with the complex challenges of an
unpredictable disease like MS.
It is time for change. People with chronic illnesses need to know that they’ll be able to get the
life-changing medication they need. The National MS Society is launching our effort to make
medications accessible, reflecting the needs of the MS movement and rallying all parties
involved — pharmaceutical companies, insurance providers, pharmacy benefit managers,
specialty pharmacies, healthcare providers, policy makers, people with MS and others — to
work together to focus on getting people with MS the medications they need to live their best
lives.

Medications can only change lives if people can access them.
Medications and the process for getting them must be:
affordable, simple and transparent.

nationalMSsociety.org
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The recommendations were developed by the Society’s Advisory Committee on Access to MS
Medications, a group comprised of people with MS, family members, health policy experts and
healthcare providers. They were informed by extensive stakeholder engagement and feedback,
including a survey to gain the perspectives of more than 8,500 people with MS. The
recommendations are comprehensive, address the challenges across many stakeholders, and
provide the basis for conversations to create change. No single stakeholder has all the
solutions; we can only find the solutions together.
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Affordable
The high prices of the MS medications make treatment for many people unaffordable and
inaccessible. MS disease modifying therapies first entered the market in the 1990s priced
between $8,000-$15,000 per year. Newer medications have commonly been introduced to the
market costing 25-60% higher than existing therapies. i

Today, the average price of the MS treatments has increased nearly 400% since 2004. At the
same time, insurance design increasingly moved from co-pays to co-insurance for specialty
medications, with co-insurance for MS medications as high as 40%- which could be $2,600
each month. On the health insurance exchanges created through the Affordable Care Act, more
than 10% of silver plans have greater than 40% coinsurance for all the MS medications and
nearly a third of plans place all covered MS therapies on a specialty tier. Reducing prices and
limiting out-of-pocket costs will allow more people to access life-changing medications

Price

Innovation in MS has changed the lives of many people living with MS. We need innovation to
continue, while finding a better balance between innovation and affordability, so that people
with MS can get the treatments they need in a timely and affordable way. Pricing medications
and determining price increases is a complicated area that requires greater openness and
recognition that price does impact access.
Recommendations:
•
•
•

•

Limit price increases for medications that have been on
the market for a considerable time.
Reduce prices for medications that have drastically
increased in price since first entering the market.
Pricing for new treatments to the MS market should
consider research and development costs, the value of the
medication from the perspective of people with MS and
healthcare providers, how price impacts patient access to
medications and other medications on the market.
Value-based pricing should be explored and must include
patient engagement in determining value for a lifelong,
chronic disease like MS.

“The medication I am on is
administered once every four
weeks. It is extremely
expensive and causes me to
reach my deductible after only
1 dose and my out of pocket
maximum after 2 doses. This
puts a lot of financial strain on
my family. This medication
has proven to be very effective
for me, but I am strongly
considering changing
medications due to the
financial problems my family
is now facing.”
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Insurance Plan Design
Specialty medications to treat a chronic disease like MS are expensive, yet crucial for people to
live their best lives. A growing body of evidence suggests that higher cost sharing for specialty
medications is associated with reductions in use. iiIn a recent study of people with MS and
health insurance, those who reported a negative insurance change in the previous 12 months
had greater odds of not taking their MS medications. iii Out-of-pocket costs associated with
insurance should not prevent someone from using the medication they and their healthcare
provider decide is the best option.
Recommendations:
•
•
•

All available medications for a particular disease must not be on a specialty tier with coinsurance.
Out-of-pocket costs should not be so high that individuals skip doses or abandon their
medication entirely. Reduction in use and adherence data should be considered
when determining out-of-pocket costs.
Out-of-pocket costs for those with significant health expenses should be spread more
evenly throughout the year so these costs are not a disincentive to receiving needed
treatment and care.

Market and Regulatory Considerations

Specialty medications do not follow a simple supply and demand economic model. Rather,
product uptake is dependent on a complex economic supply chain and formulary design.
Financial projections should take these factors into consideration and market expectations
should be adjusted accordingly. Minor tweaks to existing products should not be afforded
lengthy patent protections. Special incentives and possible regulatory intervention should
occur when the free market does not appear to be working. When encouraging competition
like generics or biosimilars, it should be recognized that multiple generics are required in the
market before price is significantly impacted.
“Without the financial assistance program, I would not still
be on my medication. In 15 years, the same has gone from
$585 to $5200 per month. How can they explain that?”
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Recommendations:
•
•
•

Incentivize multiple generics or biosimilars for a reference product.
Increased HHS regulatory oversight of drug classes that do not fit the expectations of a
competitive market.
Eliminate lengthy patent protections for minor tweaks to existing products.

Medicare
People with MS report significant difficulties affordably accessing their medications through
Medicare. Cost sharing for brand name medications is increasingly in the form of co-insurance
rather than a copayment. In 2016, 31% of Medicare prescription drug plan enrollees have coinsurance for preferred brand medications and 96% have co-insurance for non-preferred
brand medications. iv In 2012, 96% of those on Medicare taking an MS therapy reached the
catastrophic coverage limit, and nearly half did so by February. v While the trend in other types
of insurance is to limit out-of-pocket costs, people on Medicare currently have no limit on their
financial burden.
Recommendations:
•
•

Limit the out-of-pocket costs for prescription medications.
Allow Medicare to negotiate prices for medications.
“I have had MS since I was 21 and the financial burden has dominated
my life. I have been in remission for much of this time (I am now 40)
but the overall cost of medical coverage that would cover the cost of
my medication, as well as the cost of it, has been an overwhelming
driver of my lifestyle and major financial decisions… As a young
person, I dreamed of entering the Peace Corps or travelling but could
not pursue those dreams as I could lose my medical insurance and
not be able to get my medication. I am glad to have my health but the
cost of my medication has gone from $700/month to over $5,000.”
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Simple
Getting your medication shouldn’t feel like a full-time job. Living with MS is already difficult for
individuals who often experience debilitating fatigue and cognitive challenges. Too often,
people with MS report significant delays in getting their treatment and added stress and
anxiety from having to navigate a complex web of uncoordinated systems, processes and
entities in the healthcare system to get their treatment.

Make the Health Care System Work for the Person Who Needs the
Medication

The health care system should be designed for the ease of the person who needs the
medication, so they can get their medication without stress or delay. Overwhelmingly, prior
authorization requests are approved for MS medications, so simplifying and streamlining these
processes just makes sense. Reducing paperwork and end of year burdens on both people with
MS and their healthcare providers is a win for individuals and the health system alike. Large
health offices report staff spend 20-30 hours per month on prior authorization, step therapy,
appeals and other insurance coverage issues for people with MS.
Recommendations:
•
•

•

•
•

“I worry the insurance
companies or employers
will tell the doctors to put
me on a less expensive
medicine. I do not want to
change what is working.”

Prior authorization should happen before the person
with MS leaves the healthcare provider’s office.
A person with MS should have the option to get their
medication from multiple pharmacies; requiring a
single specialty pharmacy may not work best for that
individual.
Step therapy should make sense, and not result in
detrimental delays in accessing appropriate medications. Individuals should not be
required to fail on similar mechanisms of action, similar routes of administration or a
medication they have failed previously.
Prior authorization approval should be good for a lengthy time period, including across
multiple years, as long as the person is stable on the medication.
Allow multi-year approvals for patient assistance programs.
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Get the Right Treatment to the Right Person
MS is a heterogeneous disease and medications may work
differently for individuals. Insurance and pharmacy benefit
manager (PBM) coverage of the MS therapies is currently highly
variable and based on rebate negotiations rather than expert
advice, making it difficult for people with MS to move between
plans. More consistency in coverage of MS medications across
plans, with allowances for flexibility in finding the right
treatment, would help simplify the system for people with MS
and healthcare providers, and promote shared decision-making
between a person and their healthcare provider. Today, the
decision of which medication to use is often based on what’s
covered rather than what’s best for the individual.
Recommendations:
•
•
•

“It took us over a month from
the time my MS medication
was prescribed to the time it
was shipped to me. We had to
personally coordinate
between the physician’s office,
the insurance company, the
specialty mail order pharmacy
our plan requires us to use for
this drug, another group our
insurance uses to complete
prior authorizations, the
regular mail order pharmacy
for our insurance, and the
manufacturer’s finance
department”

Develop consensus prescribing guidelines, led by the MS
healthcare provider community.
Ensure insurance plan design promotes access to
treatments, particularly for those with chronic conditions, with decisions based on
medical evidence and patient-centered factors.
Invest in research like precision medicine and biomarkers, to further understanding of
which treatment works best for which individuals.

Stay on Treatment that Works
Once a person with MS finds a medication that works, we should make it simple for that person
to stay on their treatment.
Recommendation:
•

People should remain on a treatment that works for them regardless of changes in
medication coverage and insurance plan changes.
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9

Simplify and Coordinate Paperwork and Processes
People with MS should not be overburdened by paperwork or
be responsible for coordinating different entities to work
together just so they can get their medication. We can simplify
and integrate processes so there are no delays in getting
medication and the person with MS is not overwhelmed.
Recommendations:
•
•

•

“The medication that I take is
roughly $6000 per month, or
$200 a day. Thanks to copay
assistance from the drug
company, my medication is
more reasonable, but every
January I have to reapply for
the assistance and hope that I
am approved. It is extremely
stressful. I don't understand
why a drug that helps people
with their disease should or
would cost so much.”

Develop a uniform patient assistance application for
patient assistance/co-pay programs across the
manufacturer and non-profit programs.
Different entities involved in providing medications
must work together to coordinate their interactions to
increase efficiency and reduce the burden for the person
with MS- including the insurer, pharmacy benefit
manager, specialty pharmacy and patient assistance
program.
Reduce redundancies and develop integration in processes across stakeholders.
“The original medication my doctor prescribed was
denied by my insurance company. My doctor felt my
MS was very aggressive and wanted to start me on a
higher end drug. The insurance company said it was
a financial decision for them and denied the first and
second drug my doctor tried to prescribe. She was
then told what drug I was required to try. My
treatment was delayed due to the denials resulting
in permanent damage to my foot, leg and hand.”
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Transparent
There is increased pressure on all health care consumers to make good choices. Yet, people
have very little information about price and cost to make these decisions. Just the term “price”
can mean several different things. The prices charged for MS medications, the actual cost paid
for them, and the impacting decisions between a manufacturer price and a negotiated contract
with an insurer or pharmacy benefit manager, are outside of the public realm. People with MS
need more information to make informed choices; and we all need greater information to
improve the system.

Clarify how Relevant Information Can Be Shared

Sharing of relevant information will allow stakeholders and individuals within the health care
system to make better decisions. There are ways we can improve the information flow while
keeping patient protections at the forefront.
Recommendations:
•

Clarify regulations to permit greater pre-approval information sharing between
manufacturers and payers.
• Clarify regulations to allow greater information sharing regarding post-approval
evidence on clinical and economic outcomes.
“I hesitate to go on
Transparency from Manufacturers
disease modifying
drugs because of the
Innovation of new and better therapies is crucial and can be costly.
cost. I work in the
People with MS support profitability for pharmaceutical manufacturers,
insurance industry
but there must be a better balance between innovation and affordability.
and even if I have
People with MS and others want to help find solutions, but to do so they
insurance coverage,
need a greater understanding of research and development and other
the cost of these drugs
costs, as well as determining factors in setting price and price increases.
is prohibitive and
shifted one way or
Recommendations:
another. There needs
• Greater information and transparency about:
to be much more
o How determining factors are used to set prices
transparency…”
o How price increases are determined, including frequency of
increases
o How prices and price increases support research and development, direct-toconsumer advertising and marketing to healthcare providers
o Numbers of people assisted and money spent on patient assistance support
nationalMSsociety.org
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Transparency from Insurers and
Pharmacy Benefit Managers
For people with MS, the formulary (list of approved medications) is the most important part of
their health insurance coverage and a deciding factor in the health insurance plan they choose.
Criteria for formulary decisions should be easily available and include factors that are
important to people taking these medications.
“Our insurance decides
each year what 6 - 8 MS
Recommendations:
drugs it will cover. So,
• Formulary coverage, including cost-sharing, must be easily
while there are 14
accessible, understandable and searchable (if online) when
available, that is not
people with MS are choosing a plan.
really an option. We
• There must be a significant notification period of any changes
must choose between
in coverage in a single year and between plan years.
those actually covered.
• Factors used in formulary decision-making should be
In that list there are
transparent, and should include patient-centered factors.
some that I would never
choose so I am left with a
Transparency within the System
choice of three or four
options at best. So, it is
The system is driven by rebates, which are negotiations between some
not patient driven but
parties involved in the supply chain but not all parties. This makes it
cost driven.”
difficult to understand the true benefit to the person taking a
medication.
Recommendations:
•
•
•

The public should be allowed greater understanding of the stakeholders engaged in
rebate negotiations, of the factors involved in rebates and the benefits to different
stakeholders.
Rebate benefits should be directly passed on to the person taking that particular
medication.
Greater understanding and transparency of the varying prices across the system and
internationally is needed.
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Appendix:
Recommended Stakeholder Action on Access to MS Medications
Many of the recommendations above could be implemented by multiple stakeholders. Some
require Executive Branch or legislative action, while others are best achieved through a change
in business practices by one or more stakeholders, and other recommendations could be
implemented by business practices or public policy change. Some recommendations may even
be implemented by the private sector as a result of encouragement or pressure from the
Executive Branch.
Section

Price

Recommendation

Limit price increases for medications on
market for a considerable time.

Reduce prices for medications which have
drastically increased in price since first
coming on the market.
Pricing for treatments new to the MS market
should consider research and development
costs, the value of the medication from the
perspective of people with MS and healthcare
providers, how price impacts patient access to
medications, and other medications on
market.
Value-based pricing should be explored and
must include patient engagement in
determining value for a lifelong, chronic
disease like MS.
Insurance Plan
Design

All available medications for a particular
disease must not be on a specialty tier with
co-insurance.

Stakeholder with Ability
to Change
• Legislators
• Pharmaceutical
Manufacturers
• Legislators
• Pharmaceutical
Manufacturers
• Pharmaceutical
Manufacturers

•
•
•
•
•
•
•
•
•
•

Executive Branch
People with MS
National MS Society
Pharmaceutical
Manufacturers
Insurers
PBMs
Executive Branch
Legislators
Insurers
Employers
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Section

Recommendation
Out-of-pocket costs should not be so high that
individuals skip doses or abandon their
medication entirely. Reduction in use and
adherence data should be considered
when determining out-of-pocket costs.

Market and
Regulatory
Considerations

Medicare

Make the
Health Care
System Work
for the Person
Who Needs the
Medication

Stakeholder with Ability
to Change
• Insurers

Out-of-pocket costs for those with significant
health expenses should be spread more
evenly throughout the year so these costs are
not a disincentive to receiving needed
treatments and care.

•
•
•
•

Increased HHS regulatory oversight of drug
classes that do not fit the expectations of a
competitive market.

•
•

Executive Branch
Legislators
Insurers
Employers
Executive Branch
Legislators

Incentivize multiple generics or biosimilars
for a reference product.

•
•

Eliminate lengthy patent protections for
minor tweaks to existing products.

•

Legislators

Limit the out-of-pocket costs for prescription
medications.

•
•

Allow Medicare to negotiate prices for
medications.

•

Executive Branch
Legislators

Prior authorization should happen before the
person with MS leaves the healthcare
provider’s office.

•
•
•

Legislators
Insurers
PBMs

A person with MS should have the option to
get their medication from multiple
pharmacies; requiring a single specialty
pharmacy may not work best for that
individual.

•
•
•

Legislators
Insurers
PBMs

Executive Branch
Legislators

Legislators
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Section

Recommendation
Step therapy should make sense, and not
result in detrimental delays in accessing
appropriate medications. Individuals should
not be required to fail on similar mechanisms
of action, similar routes of administration or a
medication they have failed previously.
Prior authorization approval should be good
for a lengthy time period, including across
multiple years, as long as the person is stable
on the medication.
Allow multi-year approvals for patient
assistance programs.

Get the Right
Treatment to
the Right
Person

•
•
•
•
•
•
•

Legislators
Insurers
PBMs
Employers

Pharmaceutical
manufacturers
Non-profit assistance
programs
American Academy of
Neurology

Develop consensus prescribing guidelines, led
by the MS healthcare provider community.

•

Ensure insurance plan design promotes
access to treatments, particularly for those
with chronic conditions, with decisions based
on medical evidence and patient-centered
factors.

•
•
•

Executive Branch
Legislators
Insurers

Invest in research like precision medicine and
biomarkers, to further understanding of
which treatment works best for which
individuals.

•
•
•

Develop a uniform patient assistance
application for patient assistance/co-pay
programs across the manufacturer and nonprofit programs.

•

Executive Branch
National MS Society
Pharmaceutical
Manufacturers
Policy Makers
Legislators
Insurers
PBMs

Stay on a
People should remain on a treatment that
Treatment that works for them regardless of changes in
Works
medication coverage and insurance plan
changes.
Simplify and
Coordinate
Paperwork
and Processes

Stakeholder with Ability
to Change
• Legislators
• Insurers
• PBMs

•
•
•
•

•

Pharmaceutical
Manufacturers
Non-profit Assistance
Programs
nationalMSsociety.org
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Section

Recommendation
Different entities involved in providing
medications must work together to
coordinate their interactions to increase
efficiency and reduce the burden for the
person with MS - including the insurer,
pharmacy benefit manager, specialty
pharmacy and patient assistance program.

Reduce redundancies and develop integration
in processes across stakeholders.

Clarify how
Relevant
Information
can be Shared

Clarify regulations to permit greater preapproval information sharing between
manufacturers and payers.

Transparency
from
Manufacturers

Greater information and transparency about:
o How determining factors are used to set
prices
o How price increases are determined,
including frequency of increases
o How prices and price increases support
research and development, direct-toconsumer advertising and marketing to
healthcare providers
o Numbers of people assisted and money
spent on patient assistance support

Transparency
from Insurers
and Pharmacy
Benefit
Managers

Stakeholder with Ability
to Change
• Healthcare Providers
• Insurers
• PBMs
• Specialty Pharmacies
• Patient Assistance
Programs
• People with MS
• Insurers
• PBMs
• Specialty Pharmacies
• Patient Assistance
Programs
•

Executive Branch

Clarify regulations to allow greater
information sharing regarding post-approval
evidence on clinical and economic outcomes.

•

Executive Branch

•
•

Legislators
Pharmaceutical
Manufacturers

Formulary coverage, including cost-sharing,
must be easily accessible, understandable and
searchable (if online) when people with MS
are choosing a plan.

•

Insurers
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Section

Recommendation
There must be a significant notification period
of any changes in coverage in a single year
and between plan years.

Transparency
within the
System

Factors used in formulary decision-making
should be transparent, and should include
patient-centered factors.

The public should be allowed greater
understanding of the stakeholders engaged in
rebate negotiations, of the factors involved in
rebates and the benefits to different
stakeholders.
Rebate benefits should be directly passed on
to the person taking that particular
medication.
Greater understanding and transparency of
the varying prices across the system and
internationally is needed.

Stakeholder with Ability
to Change
• Executive Branch
• Legislators
• Insurers
•
•

Insurers
Policy Makers

•

Pharmaceutical
Manufacturers
PBMs
Insurers
Policy Makers

•
•
•
•
•
•
•
•
•

PBMs
Insurers
Employers
Policy Makers
Pharmaceutical
Manufacturers
Insurers
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