State
Much like the federal
government, advocacy
at the state level requires
understanding the three
branches of government:
legislative, executive and
judicial.
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STATE GOVERNMENT
State governments are comprised of three different branches: legislative, executive and judicial.

LEGISLATIVE BRANCH
Legislative Branch
In general, state legislative branches enact legislation. Every
state (except Nebraska) has a bicameral legislature with both
a House and a Senate.

State
Legislature

State
House

State
Senate

MAKES LAWS

EXECUTIVE BRANCH
Executive Branch
The executive branch carries out and enforces laws. The
governor of each state heads the executive branch.

Governor

Lieutenant
Governor

Cabinet

CARRIES OUT LAWS

Judicial Branch
The judicial branch interprets the meaning of laws, applies laws
to individual cases and decides if laws violate the Constitution.
The Constitution and laws of each state establish the state
courts. The state Supreme Court is usually the highest court
in the state. Some states also have an intermediate court of
appeals. Below these appeals courts are the state trial courts,
circuit courts or district courts. States also usually have courts
that handle specific legal matters.

JUDICIAL BRANCH
State Supreme
Court

Lower-Level
Courts

EVALUATES LAWS
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Find Your Elected Officials
State Legislature Websites
Every official state legislature website can be found at:
www.usa.gov/Agencies/State-and-Territories.shtml

Other Helpful Resources
Council of State Governments
Founded in 1933, the Council of State Governments (CSG) serves all three branches of state government.
CSG is a region-based forum that fosters the exchange of insights and ideas to help state officials shape public
policy. The mission of CSG is to champion excellence in state governments to advance the common good.
WWW.CSG.ORG

National Conference of State Legislatures
The National Conference of State Legislatures (NCSL) was created in 1975 and is committed to improving
the quality and effectiveness of state legislatures; promoting policy innovation and communication among state
legislatures; and ensuring state legislatures are a strong, cohesive voice in the federal system.
WWW.NCSL.ORG

National Governors Association
Founded in 1908, the National Governors Association (NGA) is a bipartisan organization of the nation’s
governors. Through NGA, governors share best practices, speak with a collective voice on national policy, and
develop innovative solutions that improve state government and support the principles of federalism.
WWW.NGA.ORG

National Lieutenant Governors Association
Founded in 1962, the National Lieutenant Governors Association (NLGA) is the professional association for
the elected officials first in line of succession to the governors. NLGA promotes the efficiency and effectiveness
of the Office of Lieutenant Governor.
WWW.NLGA.US
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POSITION STATEMENTS
The Arthritis Foundation has created several position
statements that guide our advocacy work in the states
and in Washington, DC.
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Arthritis Foundation Position Statement

Biosimilar Substitution
Issue
The Affordable Care Act creates a regulatory pathway for approving a new generation of biologic medications
called “biosimilars.” Biosimilar medications have the potential to provide safe and effective treatment to people
with arthritis at a significantly lower cost than the name-brand biologic medications.

Background
For years, biologic medical products have offered tremendous therapeutic benefits to thousands of patients with
arthritis and have also helped many others living with complex chronic diseases.
As a result of the Affordable Care Act, new pathways have emerged to assist in the recognition of new biologic
products that may be considered “biosimilar” to a currently recognized or referenced biologic product.
This new class of biosimilars will be entering the marketplace in the near term. These complex, geneticallyengineered products offer new, and hopefully more affordable, treatment opportunities for people with forms
of inflammatory autoimmune arthritis. Through special review processes conducted by the FDA, some of these
biosimilar products may be deemed therapeutically equivalent to or interchangeable with an original biologic or
reference product.
In the future, interchangeable biosimilars recognized by the FDA may be substituted for an approved biologic.
However, as both biologics and biosimilars are complex treatments requiring careful therapeutic monitoring,
pathways for substitution require communication and transparency in all pharmacy transactions.

Arthritis Foundation Position
The Arthritis Foundation supports legislation that provides a pathway for biosimilar substitution and should
include the following:
•
•
•
•
•
•

Communication to the patient when substitution occurs.
Communication to the prescriber within 48 hours of the substitution.
Retention of substitution records for a minimum of five years.
Permission for a physician to override substitution when patients are stable on a prescribed biologic.
FDA approvals on biosimilar medications that are therapeutically equivalent to and interchangeable with
the original biologic.
An individualized and unique name for the biosimilar medication that is noticeably different than the
referenced biologic.
March 2016
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Arthritis Foundation Position Statement

Health Insurance Plan
Formulary Transparency
Issue
Most health insurance plans have a website that allows consumers to compare costs and benefits as they shop for the best
health care coverage. However, these websites generally do not include specific information on issues of importance for
people with arthritis, such as cost sharing, prior authorization or step therapy requirements regarding specific medications.

Background
Transparency in insurance health plans would benefit people with arthritis who are comparing the provisions and
benefits of various insurance plans. Formulary transparency gives consumers essential care information on specific drug
coverage, out-of-pocket costs, coverage limits, prior authorization requirements and step therapy protocols.
People with substantial prescription drug needs – especially those living with chronic conditions such as rheumatoid
arthritis – must be able to access this information so they can select the most fitting health insurance plan. Formulary
transparency makes it easier for those with serious conditions to choose a plan that will cover the prescription drugs
and therapies they need.

Arthritis Foundation Position
The Arthritis Foundation supports legislation that provides formulary transparency in health insurance plans and
should require the following:
•
•
•
•
•

Maintain a clear, searchable listing of medications covered in a plan’s formulary by drug name and disease type.
Disclose all co-payment and co-insurance obligations for each medication.
Disclose special requirements for each medication, including step therapy and prior authorization.
Disclose formulary changes on a monthly basis and within 72 hours during open enrollment.
Provide alternative methods for reviewing formulary listings to those without Internet access.
March 2016
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Arthritis Foundation Position Statement

Narrow Provider Networks/
Network Adequacy
Issue
Many people with arthritis who are enrolling in health insurance plans are learning that the availability of doctors,
specialists and hospitals through those plans is extremely limited. Patients who do not have access to necessary medical
care through their insurance plans are forced to use “out-of-network” providers for care. Because insurers do not pay for
out-of-network care, patients only have access to care that is specific to their needs by absorbing a substantial costsharing obligation or by switching doctors.

Background
Many health insurance plans limit the number of doctors, hospitals, facilities and services that are available to their plan
enrollees. Providers in the plan’s network are generally covered, and the use of a provider not within the plan is considered
out-of-network and is not covered by the plan. Patients who use out-of-network providers typically pay significantly more
than they would for providers in a plan – or even all of the cost without any contribution from their insurer.
A plan with few choices is considered to have a “narrow network.” Some narrow networks have been identified without
the availability of a nearby hospital, absence of specialists, facilities in geographically unfavorable distances from
population centers, and physicians who are overbooked or not taking on new patients. The inadequacy of a narrow
network to serve the diverse needs of its enrollee population can serve as a direct impediment for access to care.
The Affordable Care Act (ACA) requires all insurers providing qualified health plans through a health insurance
exchange to achieve certain network adequacy requirements (45 CFR 155.1050/156.230). The ACA mandates the
minimum requirements and permits the states to develop even more rigorous requirements for exchange plans. Under
the ACA, insurers must:
1. Have a network for each plan with a sufficient number, geographical distribution and types of providers to ensure
all services are accessible without unreasonable delay.
2. Include in networks a sufficient number and geographical distribution of essential community providers to ensure
reasonable and timely access to a broad range of such providers for low-income patients and the
medically underserved.
The network adequacy requirements of the ACA are limited only to insurance acquired through the health insurance
exchanges and do not apply to commercial insurance policies. Because current state laws do not specifically provide
against narrow or inadequate networks, state legislation is being considered to solve the problem. While corrective
legislation is pending, some state insurance commissioners have taken it upon themselves to impose adequate network
requirements as a condition of offering plans in their respective states.
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Arthritis Foundation Position
The Arthritis Foundation supports legislation or regulation that restricts narrow or inadequate provider
networks and should provide the following:
•
•
•
•
•

•
•
•

Insurance plans must ensure access to care in a way that does not negatively impact an enrollee’s health.
Insurance plans must ensure a minimum level of access to care based on clinical appropriateness, the
nature of the specialty and the urgency of care.
Insurance plans must ensure a sufficient number of geographically accessible health care providers for
the number of enrollees in a given region.
Insurance plans must ensure a network that includes sufficient health care providers in each area of
specialty practice to meet the needs of the enrollee population.
An insurance plan that is unable to provide sufficient access to required providers must ensure that an
enrollee may obtain a covered benefit at no greater cost to the person than if the benefit were obtained
from participating providers.
Insurance plans must ensure the ability to select specialty practice health care providers within a
reasonable travel time and distance – taking into account the conditions for provider access in rural areas.
Insurance plans must ensure a sufficient range of services.
Insurance plans must not exclude any type of health care provider as a class.

March 2016
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Arthritis Foundation Position Statement

Out-of-Pocket Medication Costs
Issue
Health insurers have historically charged fixed co-pays for different tiers of medications. As an example, the
co-pays might be set at $10/$20/$50 for the three tiers. Some health insurance policies are now moving vital
medications (mostly biologics) into a fourth specialty tier. Specialty tiers require people with arthritis and other
conditions to pay a percentage of their drug cost – often 25 percent to 50 percent – rather than a fixed dollar
amount co-payment.

Background
High cost sharing, also known as co-insurance, is a barrier to medication access for patients with chronic,
disabling and life-threatening conditions and may result in serious harm. Cost sharing for prescription
medications should not be so burdensome that it restricts or interferes with access to necessary medications,
which can lead to negative health outcomes and additional costs to the health care system.
Since many people with arthritis also suffer with chronic diseases such as diabetes or heart disease, their
monthly medication expenditures to lead productive lives can include several kinds of medications. Ensuring
that people with arthritis have access to affordable quality treatments and medications is a guiding principle of
the Arthritis Foundation.

Arthritis Foundation Position
The Arthritis Foundation supports legislation that limits out-of-pocket costs and should provide the following:
•
•
•

Limits the cost of a 30-day supply of any single prescription medication to no more than $150 a month.
Limits the total aggregate monthly out-of-pocket cost for all prescription medications.
Limits the total annual out-of-pocket expenditures for all prescription medications at a maximum of 50
percent of the Affordable Care Act (ACA) total out-of-pocket limits for an individual or family plan.
March 2016
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Arthritis Foundation Position Statement

Prior Authorization
Issue
Before specialty drugs are dispensed, many insurance companies require a cumbersome process called prior
authorization. Though each insurance plan has its own system of forms, protocols and approval procedures (and these
may vary based on the medication or therapy under review), prior authorization typically causes lengthy delays, thereby
restricting a patient’s access to vital care.

Background
Physicians must fill out a prior authorization form whenever a provider prescribes a specialty medicine or treatment
that is not covered under the insurer’s formulary, placing an unnecessary burden on patients, pharmacies and doctors.
Under this system, physicians and pharmacists spend many hours completing and processing these forms, and they are
often forced to wait days before receiving notification of a prescription approval or denial. They must also repeatedly
follow up with insurers to confirm that all the necessary paperwork has been submitted.

Arthritis Foundation Position
The Arthritis Foundation supports legislation that would standardize prior authorization protocols and streamline
patient access to vital medications and treatments. Legislation should:
•
•

Establish a single standardized form (paper or electronic) for providers to submit prior authorization requests.
Require prior authorization requests to be completed within 48 hours of submission or receive automatic approval.
March 2016
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Arthritis Foundation Position Statement

Step Therapy/“Fail First”
Issue
An increasing number of insurers are utilizing step therapy or “fail first” policies that require patients to try and fail one
or more formulary-covered medications before providing coverage for the originally prescribed non-formulary or nonpreferred medication.

Background
Step therapy or “fail first” is the practice by insurers of requiring patients to test use of a safe, lower-cost drug or service
before permitting more expensive drugs or services. Step therapy is an established benefit management tool that is used
by commercial carriers, self-insured employers, Medicare Advantage/Part D programs and Medicaid.
When a patient changes insurers, or a drug they are currently taking is moved to a non-preferred status, patients may be
put through the step therapy process again. Some step therapy protocols impose these requirements on stable patients.

Arthritis Foundation Position
The Arthritis Foundation supports legislation that provides limitations on step therapy/ “fail first” protocols and
believes the following provisions are essential to protect patients:
•
•

•
•
•
•

•

Permit a prescriber to override the step therapy when patients are stable on a prescribed medication.
Permit a physician to override the step therapy if the physician expects the treatment to be ineffective based on
the known relevant physical characteristics of the patient and the known characteristics of the drug regimen; will
cause or will likely cause an adverse reaction by or physical harm to the patient; or is not in the best interest of
the patient, based on medical necessity.
Require health insurance plans to incorporate step therapy approval and override processes in their preauthorization applications.
Prohibit insurers from requiring insured patients from having to fail a prescription medication more than once.
Limit any single step therapy protocol to a maximum of 60 days.
In circumstances where an insured is changing health insurance plans, the new plan may not require the patient
to repeat step therapy when that person is already being treated for a medical condition by a prescription drug,
provided that the drug is appropriately prescribed and is considered safe and effective for the patient’s condition.
When a health insurance plan changes formulary design, the plan cannot limit or exclude coverage for a drug for
an insured if the drug previously had been approved for coverage by the plan for the person’s medical condition
and the plan’s prescribing provider continues to prescribe the drug for the medical condition.
March 2016
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MODEL LEGISLATION
Our model state legislative language can help you
engage on state issues and achieve successes in
your home state. These model bills were created in
consultation with other organizations who share our
goal of better access to health care for all. Share
them with your elected official when you begin to
discuss access issues in your state.
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Step Therapy Legislation
Section 1. Legislative Findings
(A) The legislature finds that health insurance plans are increasingly making use of step therapy protocols under
which patients are required to try one or more prescription drugs before coverage is provided for a drug selected
by the patient’s health care provider.
(B) The legislature further finds that such step therapy protocols, where they are based on well-developed scientific
standards and administered in a flexible manner that takes into account the individual needs of patients, can play
an important role in controlling health care costs.
(C) The legislature further finds that, in some cases, requiring a patient to follow a step therapy protocol may have
adverse and even dangerous consequences for the patient who may either not realize a benefit from taking a
prescription drug or may suffer harm from taking an inappropriate drug.
(D) The legislature further finds that, without uniform policies in the state for step therapy protocols, patients may not
receive the best and most appropriate treatment.
(E) The legislature further finds that it is imperative that step therapy protocols in the state preserve the heath care
provider’s right to make treatment decisions in the best interest of the patient.
(F) Therefore, the legislature declares it a matter of public interest that it requires health insurers to base step
therapy protocols on appropriate clinical practice guidelines developed by independent experts with knowledge
of the condition or conditions under consideration; that patients be exempt from step therapy protocols
when inappropriate or otherwise not in the best interest of the patients; and that patients have access to a fair,
transparent and independent process for requesting an exception to a step therapy protocol when appropriate.

Section 2. Definitions
(A) “Clinical practice guidelines” means a systematically developed statement to assist health care provider and patient
decisions about appropriate health care for specific clinical circumstances and conditions.
(B) “Clinical review criteria” means the written screening procedures, decision abstracts, clinical protocols and practice
guidelines used by an insurer, health plan or utilization review organization to determine the medical necessity
and appropriateness of health care services.
(C) “Step therapy protocol” means a protocol or program that establishes the specific sequence in which prescription
drugs for a specified medical condition and that are medically appropriate for a particular patient are covered by
an insurer or health plan.
(D) “Step therapy override determination” means a determination as to whether a step therapy protocol should apply
in a particular patient’s situation, or whether the step therapy protocol should be overridden in favor of immediate
coverage of the health care provider’s selected prescription drug. This determination is based on a review of the
patient’s request for an override, along with supporting rationale and documentation.
(E) “Utilization review organization” means an entity that conducts utilization review, other than an insurer or health
plan performing utilization review for its own health benefit plans.

Section 3. Clinical Review Criteria
(A) Requirements and Restrictions. Clinical review criteria used to establish a step therapy protocol shall be based on
clinical practice guidelines that:
(1) Recommend that the prescription drugs be taken in the specific sequence required by the step
therapy protocol;
(2) Are developed and endorsed by an independent, multidisciplinary panel of experts not affiliated with an
insurer, health plan or utilization review organization;
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(3) Are based on high quality studies, research and medical practice;
(4) Are created by an explicit and transparent process that:
i. Minimizes biases and conflicts of interest;
ii. Explains the relationship between treatment options and outcomes;
iii. Rates the quality of the evidence supporting recommendations; and
iv. Considers relevant patient subgroups and preferences; and
(5) Are continually updated through a review of new evidence and research.

Section 4. Exceptions Process Transparency
(A) Exceptions Process. When coverage of a prescription drug for the treatment of any medical condition is restricted
for use by an insurer, health plan or utilization review organization through the use of a step therapy protocol, the
patient shall have access to a clear and convenient process to request a step therapy override determination. An
insurer, health plan or utilization review organization may use its existing medical exceptions process to satisfy
this requirement. The process shall be made easily accessible on the insurer’s, health plan’s or utilization review
organization’s website.
(B) Exceptions. A step therapy override determination request shall be expeditiously granted if:
(1) The required prescription drug is contraindicated or will likely cause an adverse reaction by physical or mental
harm to the patient;
(2) The required prescription drug is expected to be ineffective based on the known relevant physical or mental
characteristics of the patient and the known characteristics of the prescription drug regimen;
(3) The patient has tried the required prescription drug while under their current or a previous health insurance
or health benefit plan, or another prescription drug in the same pharmacologic class or with the same
mechanism of action and such prescription drug was discontinued by a health care provider due to lack of
efficacy or effectiveness, diminished effect or an adverse event;
(4) The required prescription drug is not in the best interest of the patient, based on the health care provider’s
determination of medical appropriateness; or
(5) The patient is stable on a prescription drug selected by their health care provider for the medical condition
under consideration.
(C) Effect of Exception. Upon the granting of a step therapy override determination, the insurer, health plan or
utilization review organization shall authorize coverage for the prescription drug prescribed by the patient’s
treating health care provider, provided such prescription drug is a covered prescription drug under such health
insurance or health benefit plan policy or contract.
(D) Limitations. This section shall not be construed to prevent:
(1) An insurer, health plan or utilization review organization from requiring a patient to try an AB-rated generic
equivalent prior to providing coverage for the equivalent branded prescription drug; or
(2) A health care provider from prescribing a prescription drug that is determined to be medically appropriate.

Section 5. Regulations
Notwithstanding any law to the contrary, the [Division of Insurance] shall promulgate any regulations necessary to
enforce this Act.

Section 6. Enactment
This Act shall apply only to health insurance and health benefit plans delivered, issued for delivery or renewed on or
after January 1, 20XX.
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Medication Stability Legislation
An act to prohibit health insurance plans from requiring pharmaceutical switching of medically stable patients.

Purpose of the Act:
To prohibit a health insurance plan from limiting or excluding coverage of a prescription drug for a medically
stable patient with a complex or chronic medical condition or a rare medical condition, or requiring or encouraging a medically stable patient with a complex or chronic medical condition or a rare medical condition to
switch a prescription drug without the express written consent of the health care provider prescribing the drug.

Section 1. Definitions
1.

“Complex or chronic medical condition” means a physical, behavioral or developmental condition that:
a) May have no known cure;
b) Is progressive; or
c) Can be debilitating or fatal if left untreated or undertreated.

2.

“Rare medical condition” means a disease or condition that affects fewer than:
a) 200,000 individuals in the United States, or
b) Approximately 1 in 1,500 individuals worldwide.

3.

“Medically stable” means a determination made by the prescribing health care provider, and based upon
the prescribing health care provider’s clinical expertise, taking into account the patient’s condition and
response to treatment.

4.

“Switch” means a change in a patient’s prescription drug, not originated by the prescribing health care provider,
from what was originally prescribed to another prescription drug, for non-medical reasons.

Section 2. Prohibitions
1. No health plan or pharmacy benefit manager shall limit or exclude coverage of a prescription drug for a medically
stable patient with a complex or chronic medical condition or a rare medical condition, or require or encourage
a medically stable patient with a complex or chronic medical condition or a rare medical condition to switch a
prescription drug, without the express written consent of the health care provider prescribing the drug that is
subject to the switch.
2. Nothing in this section prohibits a health plan or pharmacy benefit manager, by contract, written policy or procedure
or any other agreement or course of conduct, from requiring a health care provider to effect generic substitutions of
prescription drugs.

Section 3. Enforcement
The Insurance Commissioner shall promulgate regulations for the administration and enforcement of this Act.

Section 4. Effective Date
This Act shall become effective on January 1, 20XX.
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We want to
work with you to
fight for timely access
to medications and a
cure for arthritis.
FOR MORE INFORMATION,
CONTACT ADVOCACY@ARTHRITIS.ORG.
BECOME AN ADVOCATE AT
WWW.ARTHRITIS.ORG/ADVOCACY.
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