Clinical Trials: State Laws
About Insurance Coverage
Research is important to cancer treatment. Clinical trials are research studies testing new
drugs or treatments in people. These studies compare treatments being used today
(standard treatments) with others that may be better. Before a new treatment is used on
people, it’s studied in the lab. If lab studies suggest it might work, the next step is to test
its value for patients. These human studies are called clinical trials.
In most cases, when a patient volunteers for and enrolls in a clinical trial, the cost of tests,
procedures, drugs, extra doctor visits, and any research related to the study itself is
covered by the group that sponsors the clinical trial. The sponsor of the clinical trial may
be a government agency such as the National Cancer Institute, a drug company, or some
other agency.
Some health insurance plans may define the care of a patient in a clinical trial as
“experimental” or “investigational.” When this happens, the insurance may not even
cover the costs of what’s really routine care. This routine care includes things like doctor
visits, hospital stays, and tests or treatments that you would have needed even if you were
not taking part in a clinical trial.
If you have Medicare, you may know that it pays for many of the routine medical costs
for people with cancer who are in approved clinical trials. This is true no matter where in
the United States you live (see below, “Medicare and Medicaid coverage”). Starting in
2014, the new health care law requires other insurers nationwide to cover these costs, too.
You can read more about this in the section called “How to find out more about your
health plan’s clinical trial coverage.”
It’s important for people with cancer to have insurance that covers clinical trials. Lack of
insurance coverage can keep patients who might want to be in a clinical trial from taking
part in one. This slows down new advances in cancer treatment and care.

Limitations in states’ requirements for clinical trial coverage
Many states have laws, state rulings, or legal agreements that require insurers to cover
clinical trials. These states are listed in the section, “Clinical trials: Laws and
agreements”.

But even states that require some sort of coverage don’t always require coverage of
prevention trials or phase I trials. And some employers’ health plans are exempt from all
state laws and requirements. For instance, state laws don’t affect self-funded insurance
plans, which are often the type offered by large employers. Self-funded plans are those in
which medical costs are paid by the employer, even though the employer often contracts
with an insurance company to check claims and pay them.
Some of the barriers to clinical trials coverage are going away. State requirements are
becoming less important because there’s now a federal law that requires new health plans
to cover clinical trials – even those plans that are self-funded.

Clinical trial coverage goes national in 2014
As of January 1, 2014, the Affordable Care Act ensures that new health insurance plans
cover the routine care costs of people taking part in clinical trials. Insurers are not
allowed to drop or limit coverage because a person chooses to take part in a clinical trial.
This applies to all clinical trials that treat cancer or other life-threatening diseases.
The new health law describes the clinical trial-related “routine patient costs” that health
insurers must cover as “all items and services consistent with the coverage provided in
the plan (or coverage) that is typically covered for a qualified individual who is not
enrolled in a clinical trial.” This includes things like hospital visits, imaging tests or
laboratory tests, and medicines.
The law requires coverage for phase I, II, III, or IV clinical trials related to prevention,
detection, or treatment of cancer or other life-threatening disease if the study is:
• Federally funded or federally approved, or
• Conducted under an FDA investigational new drug (IND) application, or
• A drug trial that’s exempt from the FDA IND application
In addition, for approved clinical trials, under the law, health plans can’t:
• Deny a person the right to take part in a clinical trial
• Limit or deny routine patient costs for items or services connected with the clinical
trial
• Discriminate against a person on the basis of their participation in a study
According to the new health care law, insurers do not need to pay for:
• The treatment, device, or service that’s being studied and is usually covered by the
trial’s sponsor
• Items and services only needed for data collection and analysis and are not used in
direct patient care

• Any service that’s clearly not in line with widely accepted and established standards
of care for a certain diagnosis
States may require more of their health insurers than this, but these requirements are
becoming the minimum. As of 2014, most state laws do require coverage of clinical trials
beyond what’s required by the federal law.
The new federal law also requires self-funded plans to follow the rules about covering
people in clinical trials. There are still exceptions that may apply to existing insurance
plans, although these plans will go away over time.

Limitations in federal requirements for clinical trial coverage
It’s important to know that the new federal clinical trial coverage requirements do not
apply to grandfathered health plans. Grandfathered plans are defined as any plan or
coverage that an individual was enrolled in on or before March 23, 2010 (when the new
health care was enacted.)
So, if you bought a private individual plan before that date, the new requirements don’t
apply to it, although any state laws will.
If your employer has had the same health plan in place since before that date, it might
also be grandfathered. But even if your plan is grandfathered, if your state has a clinical
trials coverage requirement, those state laws should apply – as long as the plan isn’t selffunded.

How do I know if my plan covers clinical trials?
If you bought private, individual insurance on your state’s health care marketplace for
2014, your plan must follow all the laws and cover clinical trials. But if you’re getting
your insurance through an employer, you’ll need to contact your health plan
administrator or check your Summary of Plan Benefits to find out if your plan is
grandfathered and if it’s self-funded.
In summary:
• Self-funded plans are not required to follow state laws about clinical trials, but
may have to follow the new federal laws.
• Grandfathered plans are not required to follow the new federal law about clinical
trials, but may have to follow state laws.
• A self-funded plan can also be grandfathered, and if so, it’s not required to follow
either the state or the federal law about clinical trials – at least until it stops being
a grandfathered plan.
This is a very complex issue. Please call your American Cancer Society if you have
questions. You can also get more information from your state’s insurance commissioner.

Clinical trials: Laws and agreements
Many states have laws that require insurance companies to cover costs related to certain
kinds of clinical trials. A few states without such laws have groups of health insurers that
voluntarily signed agreements for their companies to cover clinical trials. This legal
agreement binds all the insurers that sign on, although in some states they can later
withdraw from the agreement.
As noted in the section, “Clinical trial coverage goes national in 2014,” new health plans
will be required to cover people in clinical trials no matter where in the US they live. For
people who are in grandfathered health plans (see the section called “Limitations in
federal requirements for clinical trial coverage”), the state laws and agreements below
still apply.
This is an alphabetical list of states that have laws and/or agreements regarding health
insurance coverage of clinical trials. If your state is not on the list, no such laws or
agreements existed at the time this information was last updated.
The most current and detailed information on your state’s coverage requirements,
including lists of agencies that must approve the clinical trial and links to some of the
legislative documents, can be found at the National Cancer Institute’s “States That
Require Health Plans to Cover Patient Care Costs in Clinical Trials” which can be read
online at www.cancer.gov/clinicaltrials/education/laws.

Alaska
Year law was enacted, bill number and/or citation
2010, Senate Bill 10

Who must pay
Individual and group insurers, including HMO and public employee health plans

Covered services or benefits
Patient care costs related to approved clinical trials for the prevention, diagnosis,
treatment, and palliative care of cancer, including leukemia, lymphoma, and bone
marrow stem cell disorders

Other provisions
Only covers study when no clearly superior non-investigational treatment exists.
There must be a reasonable expectation based on clinical data that the medical treatment
provided in the clinical trial or study will be at least as effective as other known medical
treatments.

The usual deductible, co-insurance, and/or co-pays apply.

Arizona
Year law was enacted, bill number and/or citation
2001, Senate Bill 1213

Who must pay
Hospital or medical service corporations, benefit insurers, health care service
organizations, disability insurers, group disability insurers, private insurers, managed care
plans, and accountable health plans

Covered services or benefits
Patient care costs associated with Phase I through IV approved cancer clinical trials

Other provisions
Clinical trial must be reviewed by an Institutional Review Board in Arizona.
Health professional must agree to accept reimbursement from insurer as payment in full.
Only covers study when no clearly superior non-investigational treatment exists.
Clinical trial must be in Arizona.

California
Year law was enacted, bill number and/or citation
2001, Senate Bill 37

Who must pay
All California insurers, including Medicaid and other medical assistance programs

Covered services or benefits
Routine patient care costs associated with Phase I through IV approved cancer clinical
trials for people with cancer and when recommended by a treating doctor

Other provisions
May restrict coverage to services in California

Colorado
Year law was enacted, bill number and/or citation
2009, House Bill 09-1059

Who must pay
All individual and group health insurers in Colorado, including HMOs

Covered services or benefits
Routine patient care costs if all of these apply:
• The patient’s doctor believes the patient may benefit from and recommends the
clinical trial
• The trial is approved under Medicare
• Care is provided by licensed, registered, or certified providers
• The patient has given signed informed consent
• The patient has a disabling, progressive, or life-threatening condition

Other provisions
Insurers do not have to cover:
• Any part of a trial paid for by a government or commercial sponsor, such as a
drug or device
• Housing and travel expenses
• Any item or service used solely to collect or analyze data not directly related to
the patient’s care
• Trial management costs
• Any health care services specifically excluded under the patient’s benefit plan

Connecticut
Year law was enacted, bill number and/or citation
2002, Senate Bill 325

Who must pay
Private insurers, individual and group health plans

Covered services or benefits
Routine patient care costs associated with approved clinical trials for treatment, palliation
(supportive care), or prevention of cancer

Other provisions
Prevention clinical trials are covered only in Phase III and only if they involve
therapeutic intervention.
Insurer may require documentation of the likelihood of therapeutic benefit, informed
consent, protocol information, and/or summary of costs.

Delaware
Year law was enacted, bill number and/or citation
2001, Senate Bill 181

Who must pay
Every group or blanket policy

Covered services or benefits
Routine patient care costs for covered people in approved clinical trials for treatment,
palliative (supportive) care, or prevention of cancer

Other provisions
The trial must have therapeutic intent and enroll people diagnosed with the disease.
The trial must not be designed only to test toxicity or disease pathophysiology (the
functional changes that accompany a particular syndrome or disease).

District of Columbia
Year law was enacted, bill number and/or citation
2008, Bill 17-469, DC Law 17-166

Who must pay
All insurers in DC

Covered services or benefits
Routine patient care costs for people in approved clinical trials undertaken for prevention,
early detection, treatment, or monitoring of cancer

Other provisions
Insurers do not have to cover or reimburse:
• Tests done mainly for the purpose of the clinical trial
• Services or products provided only to collect or analyze data
• Services or products given free of charge to trial participants by the research
sponsors

Florida
Year agreement was enacted, name
2010, Florida Cancer Clinical Trial Compact

Who must pay
All insurers who voluntarily signed the compact

Covered services or benefits
Routine patient care costs for people in approved Phase II, Phase III, or Phase IV clinical
trials if the trial is recommended by a doctor whose health care services are covered by
the patient’s health insurance.
The clinical trial must have therapeutic intent; it must not be designed only to test
toxicity.

Other provisions
“Routine patient care costs” means the costs of health care services, including drugs,
items, devices, and services that would be covered under the patient’s health plan if they
were provided outside of a cancer clinical trial.
Insurers do not have to pay for:

• Drugs or devices not approved by the FDA for use associated with the cancer
clinical trial
• Travel, food, housing, and other travel expenses
• Items or services needed only for data collection and analysis
• Health care services that would otherwise not be covered under the patient’s
health plan for other conditions
• Health care services usually provided free of charge to trial enrollees by the trial
sponsors
• The cost of the cancer treatment drug, if the clinical trial’s purpose is to study
the use of the drug in a certain cancer or to study a new way to give the drug.
Deductibles or co-pays may apply to routine patient care costs
Insurers may restrict coverage for cancer clinical trials to hospitals and doctors in Florida
unless the trial protocol for the cancer clinical trial is not available at a Florida hospital or
with a Florida-licensed doctor.
Insurers are not required to pay for the services of an out-of-network provider unless the
patient’s health plan covers out-of-network services.

Georgia
Year law was enacted, bill number and/or citation
1998 – covers children only (see second entry below for the agreement that covers
adults), Senate Bill 603

Who must pay
All health plans in Georgia

Covered services or benefits
Routine patient care costs associated with Phase II or III trial of approved prescription
drug clinical trial programs for the treatment of cancer diagnosed before age 19

Other provisions
The trial has to have been approved by the FDA or the NCI.

Year agreement was enacted, name
2002 – covers adults, Georgia Clinical Trials agreement (also called the Georgia Cancer
Coalition Agreement)

Who must pay
Major insurers who signed the agreement

Covered services or benefits
Routine patient care costs associated with approved Phase I through IV clinical trials for
cancer patients; the trial must be recommended by a treating physician.
Coverage of cancer screenings and exams that follow the most recently published
guidelines and recommendations from any nationally recognized health care
organization.

Other provisions
The clinical trial must either
• Involve a drug that currently is exempt under federal regulations from a new
drug application
or
• Be a study that is approved by one of the specified federal agencies or a Georgia
institutional review board

Illinois
Year law was enacted, bill number and/or citation
2012, House bill 1191

Who must pay
Private individual and group insurers

Covered services or benefits
Routine patient care costs of approved Phase II through IV clinical trials as long as the
insurer would cover the same costs if the patient were not in a clinical trial.

Other provisions
Insurers cannot cancel or refuse to renew coverage because an enrollee in the plan takes
part in a clinical trial.
Coverage of routine costs is subject to all terms, conditions, restrictions, exclusions, and
limitations that apply to other coverage under the patient’s policy, plan, or contract.
Insurers that use a preferred provider program can require a patient to use the preferred
provider if the preferred provider agrees to provide routine patient care in connection
with the clinical trial. Insurers aren’t required to cover out-of-network services if the plan
doesn’t otherwise cover out-of-network services.
The patient’s primary care provider (if any) must be involved in coordinating care.
Clinical trials must be approved by the US FDA, NIH, CDC, Agency for Healthcare
Research and Quality, US Department of Defense, US Department of Veterans Affairs,
or US Department of Energy.
A clinical trial isn’t allowed to pay or refuse to pay for routine patient care of a person
taking part in the trial, based in whole or in part on the person’s having or not having
coverage for routine patient care under a group policy of accident and health insurance.

Indiana
Year law was enacted, bill number and/or citation
2009, House Bill 1382

Who must pay
State employee health plans, the state Medicaid program, policies of accident and
sickness insurance, and HMO contracts

Covered services or benefits
Routine patient care costs of approved Phase I through IV clinical trials done to prevent,
diagnose, or treat cancer, as long as the insurer would cover the same costs if the patient
were not in a clinical trial

Other provisions
There must be no clearly superior, non-investigational alternative care method; and data
must show that the care method used in the research study is likely to work as well as
approved care.
With slight variations for Medicaid, health plans do not need to cover:

• The service, item, or drug that’s being tested
• Treatments that are not part of the usual and customary standard of care
• Health care services, items, or drugs used solely for data collection or analysis
and not in the direct care of the patient
• Investigational drugs or devices not approved by the FDA
• Travel, food, and lodging
• Services, items, or drugs provided by the clinical trial sponsors
• Services, items, or drugs that are eligible for reimbursement from other sources

Iowa
Year law was enacted, bill number and/or citation
2010, House File 2075

Who must pay
Individual or group third-party provider contracts or policies

Covered services or benefits
Routine patient care costs of an approved cancer clinical trial if the insurer would cover
the same costs if the patient was not in a clinical trial; the trial must be aimed at
improving the patient’s survival or quality of life

Other provisions
Available data must show that the treatment will be at least as effective as the standard
therapy and is expected to be an improvement in the treatment of the disease in question.
The patient must be referred to the cancer clinical trial by 2 doctors who specialize in
cancer care.
Health plans do not need to cover:
• The treatments, procedures, drugs, devices, services, or items that are being
tested
• Costs associated with managing the trial or collecting and analyzing data
• Transportation, lodging, food, or other travel expenses

• Services, items, or drugs that are eligible for reimbursement from a source other
than a patient’s contract or policy, including the sponsor of the clinical trial

Kentucky
Year law was enacted, bill number and/or citation
2010, Senate Bill 18

Who must pay
All health benefit policies, plans, and contracts

Covered services or benefits
Routine patient care costs of an approved cancer clinical trial if the insurer would cover
the same costs if the patient was not in a clinical trial as long as the trial does one of
these:
• Tests how to administer a health care service, item, or drug for the treatment of
cancer
• Tests responses to a health care service, item, or drug for the treatment of cancer
• Compares the effectiveness of health care services, items, or drugs for the
treatment of cancer with that of other health care services, items, or drugs for
the treatment of cancer
• Studies new uses of health care services, items, or drugs for the treatment of
cancer

Other provisions
Health plans do not need to cover:
• The treatments, drugs, services, or items that are being tested
• An investigational drug or device not approved for marketing by the FDA
• Costs associated with managing the trial or collecting and analyzing data
• Transportation, lodging, food, or other travel expenses
• Services, items, or drugs that are eligible for reimbursement from a source other
than a patient’s contract or policy, including the sponsor of the clinical trial
Coverage of routine costs is subject to all terms, conditions, restrictions, exclusions, and
limitations that apply to other coverage under the patient’s policy, plan, or contract.

Health benefit policies, plans, or contracts are not required to reimburse services
performed in a cancer clinical trial by a non-participating provider at the same rate as
services performed by a participating provider.

Louisiana
Year law was enacted, bill number and/or citation
1999, Senate Bill 761

Who must pay
HMOs, PPOs, State Employee Benefits Program, and other specified insurers

Covered services or benefits
Patient care costs associated with Phase II through IV approved clinical trials for the
treatment, supportive care, early detection, and prevention of cancer

Other provisions
Only covers costs when no clearly superior, non-investigational approach exists.
Available data must support reasonable expectation that the treatment will be as effective
as the non-investigational alternative.
State Institutional Review Board approval is needed, and the consent form must be IRB
approved.

Maine
Year law was enacted, bill number and/or citation
1999, 24-A: Maine Insurance Code

Who must pay
Managed care organizations and private insurers

Covered services or benefits
Patient care costs associated with an approved clinical trial for patients who have a lifethreatening or serious illness for which no standard treatment is effective

Other provisions
Participation must offer meaningful potential for significant clinical benefit.
The referring doctor must conclude that trial participation is appropriate.

Maryland
Year law was enacted, bill number and/or citation
1998, Senate Bill 137, House Bill 45

Who must pay
Private insurers and other specified managed care organizations

Covered services or benefits
Patient care costs of approved Phase I through IV cancer treatment, supportive care, early
detection, and prevention trials; Phase II through IV for other life-threatening conditions

Other provisions
There is no proven treatment that is clearly superior.
The data provide a reasonable expectation that the treatment will work at least as well as
the alternative.

Massachusetts
Year law was enacted, bill number and/or citation
2003, House Bill 4376 (Chap 257)

Who must pay
Individual and group insurers, including HMOs

Covered services or benefits
Patient care costs of all phases of approved cancer clinical trials

Other provisions
Insurers must provide payment for services that are “consistent with the usual and
customary standard of care” provided under the trial’s protocol and that would be
covered if the patient did not take part in the trial.

Michigan
Year agreement was enacted, name
2002, Consensus Guidelines for Healthcare Coverage of Routine Patient Care Costs
Associated with Oncology Clinical Trials

Who must pay
Private insurance plans, HMOs, and the Michigan Medicaid Program

Covered services or benefits
Phase II and III approved cancer clinical trials, as well as any side effects from the
clinical trial treatment, including hospitalization

Other provisions
None

Missouri
Year law was enacted, bill number and/or citation
2002, Senate Bill 1026
2006, Senate Bills 567 & 792

Who must pay
Specified insurers, including HMOs

Covered services or benefits
Routine patient care costs associated with approved Phase II, III, or IV clinical trials for
the prevention, early detection, or treatment of cancer

Other provisions
There must be identical or superior non-investigational treatment alternatives available
before providing clinical trial treatment, and there must be a reasonable expectation that
the study treatment will be superior to the alternatives.
Requires coverage of FDA-approved drugs and devices, even if they have not been
approved for use in treatment of the patient’s particular condition.
Health benefit plans may limit coverage of routine care costs of patients in Phase II trials
to those facilities within the plans’ provider network.
For individually underwritten health plans, the Phase II provision isn’t mandatory but
must be offered as an option.

Nebraska
Year agreement was enacted, name
2009, Nebraska Insurance Federation Agreement

Who must pay
Health benefit providers who are voluntary members of the Nebraska Insurance
Federation

Covered services or benefits
Routine patient care costs associated with approved Phase II, III, or IV clinical trials that
would be covered by the health benefit plan outside of a clinical trial

Other provisions
Health plans do not need to cover:
• The item or service that is being investigated, unless it would be covered
outside of the clinical trial
• Items or services used solely for data collection purposes, to determine
eligibility, or that would be paid for or provided free by the trial sponsor in the
absence of insurance coverage
Deductibles or co-pays may apply, subject to the terms of the patient’s benefit plan.

Nevada
Year law was enacted, bill number and/or citation
2004, amended 2006, Senate Bill 29

Who must pay
All private insurers and managed care plans

Covered services or benefits
Patient costs associated with approved Phase I through IV cancer treatment clinical trials

Other provisions
There must be no medical treatment available which is considered a more appropriate
alternative than the medical treatment provided in the clinical trial.
The trial must be conducted in Nevada.

New Hampshire
Year law was enacted, bill number and/or citation
2001, Senate Bill 409

Who must pay
Private insurers and specified managed care plans

Covered services or benefits
Patient care costs associated with approved Phase I through IV trials for cancer and other
life-threatening conditions, with coverage for Phase I and II trials to be decided on a caseby-case basis.
Coverage is also required for reasonable and medically necessary services to administer
the drug or device under evaluation.

Other provisions
Clinical trials are covered when standard treatment has been or would be ineffective or
does not exist, or when there is no clearly superior non-investigational alternative.

New Jersey
Year agreement was enacted, name
1999, Consensus Document of the New Jersey Working Group to Improve Outcomes in
Cancer Patients

Who must pay
All insurers in the state, including those affiliated with the New Jersey Association of
Health Plans, have agreed to pay for the cost of the standard of care in covered cancer
clinical trials.

Covered services or benefits
Patient care costs associated with approved Phase I through IV cancer clinical trials

Other provisions
None

New Mexico
Year law was enacted, bill number and/or citation
2009, Senate Bill 42, Chapter 212

Who must pay
Group health plans, including HMOs and the state’s medical assistance program

Covered services or benefits
Patient care costs of taking part in an approved Phase I through IV cancer clinical trial

Other provisions
The clinical trial must be undertaken for the purposes of preventing cancer recurrence,
early detection, palliation (supportive care), or treatment of cancer for which there is no
equally or more effective standard cancer treatment.
The trial must have therapeutic intent.
There must be a reasonable expectation that treatment will be at least as effective as
standard cancer treatment.

Payment is limited to in-state or in-network costs, unless the plan covers standard out-ofstate or out-of-network treatment.
Does not cover:
• Cost of an investigational drug, device, or procedure
• Costs of non-health care services that the patient needs because of clinical trial
participation
• Costs associated with managing the research that is part of the clinical trial
• Costs that would not be covered by the patient’s health plan if standard
treatments were provided
• Costs of extra tests that would not be done except for participation in the
clinical trial
• Costs paid or not charged for by the clinical trial providers
Deductibles, co-insurance, or other standard cost-sharing provisions may apply

North Carolina
Year law was enacted, bill number and/or citation
2002, Senate Bill 199

Who must pay
All health insurance plans

Covered services or benefits
Patient care costs associated with approved Phase II through IV clinical trials for all
people diagnosed with a life-threatening condition

Other provisions
Patients suffering from a life-threatening disease or chronic condition may designate a
specialist who is capable of coordinating their health care needs.

Ohio
Year law was enacted, bill number and/or citation
2008, Senate Bill 186

Who must pay
All health benefit plans, including those for public employees

Covered services or benefits
Medically necessary costs of health care services associated with any stage of an
approved clinical trial; pre-authorization may be needed

Other provisions
Insurers do not have to cover:
• Services or products that are being tested in the clinical trial
• Any item or procedure not used in the direct clinical management of the patient
• Any item not approved by the FDA
• Food, lodging, and transportation
• Services or products provided free of charge or eligible for reimbursement by a
party other than the health insurer, including the clinical trial sponsor

Oregon
Year law was enacted, bill number and/or citation
2010, Senate Bill 316

Who must pay
All individual and group health benefit plans, including HMOs

Covered services or benefits
Routine patient care costs associated with approved Phase I through IV cancer clinical
trials that would be covered by the health benefit plan outside of a clinical trial

Other provisions
Patients taking part in covered clinical trials pay the same deductibles, co-pays, coinsurance, and other fees associated with their care that they would pay if they were not
taking part in a clinical trial.
Insurers do not have to cover:
• Services or products that are being tested in the clinical trial

• Any item or procedure used for data collection and analysis
• Services or products usually provided free of charge

Rhode Island
Year law was enacted, bill number and/or citation
1995, Senate Bill 2623
1998, Senate Bill 1, House Bill 5062

Who must pay
Private insurers and specified managed care plans

Covered services or benefits
Patient care costs associated with approved Phase II through IV cancer clinical trials

Other provisions
None

South Carolina
Year agreement was enacted, name
2010, South Carolina Clinical Trials Agreement

Who must pay
Health insurers, HMOs, and self-insured governmental employers who have voluntarily
signed the agreement

Covered services or benefits
Routine patient care costs associated with approved Phase II through IV cancer clinical
trials or cancer clinical trials involving a drug that is exempt under federal regulations
from a new drug application

Other provisions
A doctor who is authorized to provide health care services to the insured according to the
insured’s health plan contract must recommend participation in the cancer clinical trial

The trial must have therapeutic intent; it cannot be designed only to test toxicity.
Insurers do not have to cover:
• Services or products that are being tested in the clinical trial
• Any item or procedure used for data collection and analysis
• Services or products usually provided free of charge
• Travel and housing costs
• The cost of an oncology drug, if the trial’s purpose is to study the use of the
drug in the particular cancer in question or to study a new way to give the drug

Tennessee
Year law was enacted, bill number and/or citation
2005, House Bill 837

Who must pay
All health benefit plans offered by an employer; excludes individually underwritten
health insurance policies

Covered services or benefits
Patient care costs associated with approved Phase I through IV cancer clinical trials

Other provisions
The subject of the trial must evaluate a drug, medical device, or service that falls within a
Medicare benefit category.
Limits coverage to those drugs, medical devices, and services that have been approved by
the FDA and that are used in the clinical management of the patient.

Texas
Year law was enacted, bill number and/or citation
2009, Senate Bill 39, Chapter 719

Who must pay
All individual and group health benefit plans, including HMOs, state Medicaid and
Medicaid managed care organizations (to the extent allowed by federal law), and state
employee health benefit plans

Covered services or benefits
Patient care costs associated with approved Phase I through IV clinical trials are covered
provided that they are conducted to prevent, detect, or treat a life-threatening disease or
condition

Other provisions
Routine patient care costs means the costs of medically necessary health care services
that would be covered by the health benefit plan outside of a clinical trial, except for the
costs of:
• Drugs or devices not approved by the FDA, including the drug or device being
studied
• Non-health care services
• Health care services that are specifically excluded from coverage under a health
plan
• Costs associated with managing the research that is part of the clinical trial
Research institutions and health care professionals must accept reimbursement at
insurers’ usual rates as payment in full for routine patient care.
Insurers do not need to pay for:
• Routine care provided outside of the plan’s provider network, unless the plan
normally covers out-of-network benefits
• Services that are part of the subject of the clinical trial and usually paid for by
the research institution conducting the trial.
• Health care services provided outside of Texas, unless the plan normally covers
out-of-state health care services.
Patients pay the same deductibles, co-pays, co-insurance, and other fees that they would
pay if they were not in a clinical trial.
Insurers cannot cancel or refuse to renew coverage under a plan solely because an
enrollee in the plan takes part in a clinical trial.

Vermont
Year law was enacted, bill number and/or citation
2001, amended 2005, House Bill 6

Who must pay
All health insurance policies and health benefit plans in the state, including Medicaid

Covered services or benefits
Patient care costs associated with approved cancer clinical trials conducted through the
Vermont Cancer Center at Fletcher Allen Health Care or the Norris Cotton Cancer Center
at Dartmouth-Hitchcock Medical Center. If no suitable trial is available at these locations,
the law covers approved cancer clinical trials being administered by a hospital and its
affiliated, qualified cancer care providers outside Vermont

Other provisions
Participants in cancer trials located outside Vermont must provide notice to the health
benefit plan prior to their participation.
Health insurers may require patients taking part in a trial outside the provider network to
get routine follow-up care within the plan’s network, unless the patient’s cancer care
provider determines this would not be in the best interest of the patient.

Virginia
Year law was enacted, bill number and/or citation
1999, Senate Bill 1235, House Bill 871

Who must pay
Private insurers, specified managed care plans, and public employee health plans

Covered services or benefits
Patient care costs associated with approved Phase II through IV cancer treatment clinical
trials; Phase I coverage is provided on a case-by-case basis

Other provisions
There must be no clearly superior, non-investigational alternative.

Data must provide a reasonable expectation that the treatment will be at least as effective
as the alternative.

Washington
Year law was enacted, bill number and/or citation
2012, Washington Administrative Code Chapter 284-43, 284-43-850 Clinical trials

Who must pay
All health plans and all health carriers subject to the jurisdiction of the state of
Washington

Covered services or benefits
Routine patient care costs associated with approved Phase I through IV cancer
prevention, detection, or treatment clinical trials. Service must be consistent with widely
accepted and established standards of care.

Other provisions
Routine patient care costs means items and services delivered to the enrollee that are
typically covered by the plan or coverage for an enrollee who is not enrolled in a clinical
trial.
Insurers do not need to pay for:
• The investigational item, device, or service being tested in the clinical trial
• Any items or services not used in the direct clinical management of the patient
• Costs associated with collecting data or managing the clinical trial research
• Routine care provided outside of the plan’s provider network, unless the plan
normally covers out-of-network benefits
The clinical trial must be a study that is approved by one of the specified federal agencies
or a local institutional review board.

West Virginia
Year law was enacted, bill number and/or citation
2003, House Bill 2675

Who must pay
Private insurers, managed care plans, Medicaid or state medical assistance, public
employee health plans

Covered services or benefits
Patient care costs associated with approved Phase II through IV clinical trials for the
prevention, early detection, or treatment of cancer or any other life-threatening condition

Other provisions
The treatment must have therapeutic intent.
There must be no clearly superior, non-investigational treatment alternative.
Data provide a reasonable expectation that the treatment will be more effective than the
non-investigational treatment alternative.
Insurers do not need to pay for clinical trials done to:
• Extend the patent of any existing drug
• Gain approval of or coverage for a metabolite of an existing drug
• Gain approval or coverage relating to additional clinical indications for an
existing drug
• Keep a generic version of a drug from coming to market
• Gain approval of or coverage for reformulated or repackaged version of an
existing drug

Wisconsin
Year law was enacted, bill number and/or citation
2006, Assembly Bill 617

Who must pay
Any health insurance plan offered by the state and specified insurers

Covered services or benefits
Patient care costs associated with all phases of approved cancer clinical trials

Other provisions
Trial must intend to improve the trial participant’s health outcomes and not be designed
only to test toxicity or disease pathophysiology (the functional changes that accompany a
particular syndrome or disease).

Wyoming
Year law was enacted, bill number and/or citation
2008, Senate File 0024

Who must pay
All health insurance policies, contracts, and certificates that cover any Wyoming resident

Covered services or benefits
Routine patient care costs associated with approved Phase II, III, or IV clinical trials for
cancer treatment

Other provisions
The medical treatment must be given by a licensed health care provider operating within
the scope of his/her license in a facility whose staff has the experience and training
necessary to provide competent treatment.
The patient must have signed an informed consent before starting the clinical trial.

Approved clinical trials and other state
requirements
Some states require certain agencies to approve a clinical trial before the insurance
company will cover related expenses. Examples of these approval agencies are:
• National Institutes of Health (NIH)
• NIH cooperative group or center
• Centers for Disease Control and Prevention (CDC)
• Agency for Health Care Research and Quality
• Centers for Medicare and Medicaid Services
• National Cancer Institute (NCI) cooperative group or center

• The Coalition of National Cancer Cooperative Groups
• US Food and Drug Administration (FDA)
• US Department of Defense
• US Department of Veterans Affairs
• US Department of Energy

Medicare and Medicaid coverage
Medicare
Medicare will help pay for most cancer treatment clinical trials that are funded by the
National Cancer Institute (NCI) or other parts of the Federal Government. If you take part
in an approved clinical trial, Medicare covers routine costs for items and services, such
as:
• Doctor visits and tests
• Room and board for a hospital stay that Medicare would pay for even if you
weren’t in a study
• An operation to implant an item that is being tested
• Treatment of side effects and problems caused by the new treatment
In most cases, Medicare does not pay for these things:
• The experimental item or service being tested – unless Medicare would cover it
even if you weren’t in a clinical trial
• Items and services the study gives you for free
• Items or services used only to collect information for the trial and not needed as
part of your direct health care, such as monthly CT scans for a condition that
usually requires one scan
• Co-insurance and deductibles
Keep in mind that you will have to pay the part of the charge that you would normally
pay for Medicare covered services.
For more information, please call 1-800-633-4227 (1-800-MEDICARE).

Medicaid
Many state Medicaid programs cover all or some of the costs of clinical trials. Coverage
is determined by each state, but many follow guidelines much like the Medicare
guidelines. Contact your State Department of Health to find out the coverage in your
state.
You can find the number of your state’s health department in the blue pages of your
phone book or at the Centers for Disease Control and Prevention website at
www.cdc.gov/mmwr/international/relres.html.

How to find out more about your health
plan’s clinical trial coverage
Living in a state that does not require clinical trials coverage doesn’t mean your insurance
provider will not offer coverage. It’s always a good idea to contact your insurer first to
find out what they will cover before you get involved in a clinical trial. If you disagree
with their decision, you can submit an appeal. (For more on this, see Health Insurance
and Financial Assistance for the Cancer Patient.)
If you are thinking about entering a clinical trial and your insurance doesn’t want to cover
it, contact your state insurance department to learn the details of any laws specific to your
state. State insurance departments can give you the most up-to-date information about
what your insurance company must pay for. You can find your state’s insurance
department contact information in the blue pages of your local phone book, or visit the
website of the National Association of Insurance Commissioners at
www.naic.org/state_web_map.htm.
If you have more questions, contact your American Cancer Society’s Clinical Trials
Matching Service at 1-800-303-5691.To learn more, please read our document called The
Health Care Law: How It Can Help People With Cancer and Their Families. You can
also get up-to-date information online from the US Department of Health & Human
Services at www.healthcare.gov.

To learn more about clinical trials
More information from your American Cancer Society
The following information may also be helpful to you. These free materials may be
ordered from our toll-free number, 1-800-227-2345 or read on our website,
www.cancer.org.

Health insurance and money issues
Health Insurance and Financial Assistance for the Cancer Patient (also in Spanish)

Clinical trials information
Clinical Trials: What You Need to Know (also in Spanish)
Informed Consent (also in Spanish)

The basics of cancer research
Learning About New Cancer Treatments
Learning About New Ways to Prevent Cancer

National organizations and websites
Along with the American Cancer Society, other sources of information and support
include:
National Association of Insurance Commissioners
Toll-free number: 1-866-470-6242
Website: www.naic.org/state_web_map.htm
Provides a map of the United States to find your state’s Commissioner of
Insurance/State Insurance department; or call the hotline number from a local
phone to get the phone number of your state insurance department
US Department of Health and Human Services
Toll-free number: 1-800-318-2596 (also in Spanish) for state marketplace information
TTY: 1-855-889-4325
Website: www.healthcare.gov
Provides information on the new federal insurance law, takes you through the
steps of finding health insurance, and much more. If you don’t have internet
access, the phone number will connect you with your state’s marketplace.
Centers for Medicare & Medicaid Services (CMS) – HHS
Toll-free number: 1-800-633-4227 (1-800-MEDICARE)
TTY: 1-877-486-2048
Web site: www.cms.gov
Has complete and up-to-date information on Medicare and can give you contact
information for Medicaid and State Children’s Health Insurance Program
(SCHIP)
National Cancer Institute
Toll-free number: 1-800-422-6237 (1-800-4-CANCER)
TTY: 1-800-332-8615
Web site: www.cancer.gov
For accurate, up-to-date information about cancer for patients, their families, and
the general public; also provides information on understanding clinical trials,

deciding whether to take part in trials, finding trials that may be right you, plus
research news, and other resources
No matter who you are, we can help. Contact us anytime, day or night, for information
and support. Call us at 1-800-227-2345 or visit www.cancer.org.
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