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Clinical trials offer an opportunity for people with medical conditions or people who are 
interested in new approaches to health care to test the latest medical treatments for personal 
health. If you or someone you know is interested in or considering joining a clinical trial, this 
guide will help you better understand how to find a trial, the risks and benefits of joining, the 
types of trials, and the stages of research you might participate in, patient protections, and how 
insurance coverage interacts with healthcare during a clinical trial. 

To learn more about clinical trials, see below: 

• What is a Clinical Trial? 

• Finding a Clinical Trial 

• Clinical Trial Phases 

• Clinical Trials & Health Insurance 

• Appendix/Resources 
 

What Is a Clinical Trial? 

Clinical trials are research studies that test new methods of prevention, detection, treatment, 
and care. The purpose of a clinical trial is to examine the effectiveness of a new intervention 
and compare it to existing ones. The main questions being asked by researchers are: “Does this 
work?”, “Is it better than the current standard treatment?”, and “What are the harmful side 
effects?” 

Types of Clinical Trials 

Clinical trials take on several different forms depending on the information researchers hope to 
gather. A treatment trial is one of the more popular types of clinical trials among patient 
volunteers. The goal of a treatment trial is to find a better way to treat a condition or disease or 
broaden effective treatment options. This could include new behavioral interventions, vaccines, 
drugs, devices, surgical procedures, or a combination of those previously listed. Sometimes 
new modalities are not tested, rather, an altered sequence or combination of existing therapies 
is explored. Trials offer some patient volunteers the opportunity to test the efficacy of new 
medications that might extend or improve their quality of life with disease. In treatment trials, 
patients may be able to receive access to the most advanced treatment strategies for their 
disease. Patient participation also increases the knowledge that exists about specific conditions 
and how best to treat them. Participating trial volunteers value the role they play in advancing 
medical knowledge. Types of studies include:  

https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
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• Natural history: investigate diseases and collect information in order to better describe 
the disease. Tracks the disease and its progression. Natural history studies are mainly 
used for rare diseases because there is still a lot to learn about them. 

• Quality of life/supportive care: new ways of reducing end of life pain and symptoms 
associated with disease (drug, device) 

• Treatment: finding new ways to treat diseases. What is the best form of intervention? 
(drug, vaccine, device, behavioral, surgical, or combination treatment) 

• Screening: finding new ways to screen for and detect diseases. Which tests work better? 
How early should/can patients be screened? 

• Diagnostic: finding new ways to diagnose diseases. Which test is the most accurate and 
safe? 

• Prevention: finding new ways to prevent diseases. What actions prevent disease? What 
supplements prevent disease? 

 

Safeguards for Patient Volunteers  

An area of concern for many patients who are considering treatment in a clinical trial is “being 
treated like a Guinea pig.” Historical events can certainly reinforce that perception, but they 
have also fueled the push for comprehensive safeguards in clinical trials. The central tenet of all 
clinical investigative trials is that the patient remains in control of all decision-making throughout 
trial participation. The Institutional Review Board (IRB), sometimes known as the Ethical Review 
Board, is the premier safeguard for research study participants. Any organization that is 
conducting a study must have an IRB. An IRB can be composed of researchers, health 
professionals, clergy members, bioethicists, community members, lawyers, and anyone with 
expertise in the topic of study. Its board members monitor a study from the beginning to the end. 
They enforce three ethical principles – beneficence, justice, and respect for persons – to ensure 
the safety and wellbeing of participants. The principle of beneficence requires that the treatment 
being tested does not harm the participant, and if possible, benefits them as well. Justice 
promotes equality in the processes of recruitment and treatment distribution. Respect for 
persons safeguards a participant’s autonomy. The application of this principle can be seen 
through the participant’s right to informed consent, to agree to participate, as well as the 
decision to leave a trial. 

Patient Advocate/Representative 

A patient advocate is someone who helps a patient navigate the healthcare system. An 
advocate may have personal experience with being a caregiver or a patient volunteer. 
Advocates are trained to support and campaign for the patient volunteer. Trust between a 
patient and their advocate is extremely important because the advocate acts as a liaison 
between the patient and the patient’s physician, insurer or employer. The advocate can be a 
family member, friend, or a professional advocate. Most government institutions provide patient 
advocates (sometimes called a patient representative) for study participants. This can be 
especially helpful in large institutions because it offers participants a personal contact who can 
answer their questions about the trial. However if you prefer a personal or Board Certified 
Patient Advocate (BCPA), one can be found here. 

 

https://www.apa.org/advocacy/research/defending-research/review-boards.aspx
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/read-the-belmont-report/index.html
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://www.cancer.gov/publications/dictionaries/cancer-terms/def/patient-advocate
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://pacboard.org/bcpa-certificant-list/
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Informed Consent    

Simply because a volunteer qualifies to participate in a clinical trial does not automatically mean 
it is the best choice for that individual. Before participating in a clinical trial the participant must 
be given documents, verbal explanations and other information that allow them to clearly 
understand the purpose, protocols, potential risks, benefits, and processes of the 
study. Informed consent ensures that patients are knowledgeable about the trial they are 
participating in. Patients have the right to request information, ask questions, and withdraw from 
a study at any point. Patients should also be given enough time to discuss their possible 
participation with their family, friends, or patient advocate/representative. 

 

Finding a Clinical Trial 

Patients who choose to participate in a clinical trial can do so with their own research and/or 
through the referral of their physician. In addition to those approaches, clinical trials can also be 
found through a matching service. Clinical trial matching services facilitate patient enrollment in 
clinical trials by identifying potential trials for interested patients and their caregivers and 
providers, and in some cases by providing other support services such as educational materials 
or personnel who can answer questions or assist patients. While all services involve providing a 
list of trials to those using them, the actual goals of the services vary significantly. If you are 
considering a matching service, be sure to check the terms and conditions and whether there is 
a fee for the service. Matching services that are specific to a disease are usually free of cost. A 
few free clinical trial matching services include: Fox Trial Finder(Parkinson’s), Breast Cancer 
Trials, and ResearchMatch. 

For patients who would like to find a clinical trial through personal research, there are general 
registries including any medical condition and trial registries for specific medical conditions. The 
International Committee of Medical Journal Editors has a policy that as a condition of 
publication, clinical trials would be required to be listed in a public registry. Regulators around 
the world therefore require the posting of clinical trial information and, in some cases, the 
submission of summary results to a publicly accessible registry. The World Health Organization 
(WHO) created a set of criteria to ensure that clinical trial data is handled properly and that 
patient safety is maintained. The WHO recommends that clinical trial registries include this 
criteria so that patients can be well informed about helpful indicators for a safe and regulated 
trial. Listed below are clinical trial search engines and registries that use the WHO’s 
recommended best practices: 

• ClinicalTrials.gov 
• Stanford Medicine Clinical Trials 
• National Cancer Institute supported trials 
• National Institute on Aging: Alzheimer’s related trials 
• HIV/AIDS specific clinical trials 

Good Clinical Practice 

Your safety should always be the trial team’s top priority. Along with the World Health 
Organization’s set of criteria, The Guideline for Good Clinical Practice includes safeguards for 
patient rights. The guidelines were established by the International Conference on 
Harmonization, whose main goal is to protect participants and ensure the integrity of the data 
that is being collected. Since most of the safeguards regulate the way studies are performed, it 

https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://foxtrialfinder.michaeljfox.org/
https://www.breastcancertrials.org/BCTIncludes/FindATrial/GetStarted.html
https://www.breastcancertrials.org/BCTIncludes/FindATrial/GetStarted.html
https://www.researchmatch.org/
https://www.hhs.gov/ohrp/international/clinical-trial-registries/index.html
https://clinicaltrials.gov/ct2/home
http://clinicaltrials.stanford.edu/browse-trials.html?view=conditions&recruitingStatus=RECRUITING
https://www.cancer.gov/about-cancer/treatment/clinical-trials/search
https://www.nia.nih.gov/alzheimers/clinical-trials
https://clinicaltrials.gov/ct2/home
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3097692/
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can be difficult to recognize how the safety measures are meant to protect you. Indicators of a 
clinical trial that practices the guidelines can include, but are not limited to: 

• Number of participants: as the trial continues in phases, the number of participants 
usually increases. Does the trial have a large number of participants? 

• Transparency: participants should have access to clear and understandable information. 
The participant should also be able to ask questions. Is the information written in clear 
and simple terms? 

• Access to patient advocate: the participant should be given the choice to have a patient 
advocate if they desire. Does the study provide a patient advocate/representative for 
participants? Can the participant bring in their own advocate? 

• Beneficence: the possible benefits of a trial should outweigh the risks. Will this trial 
improve the patient’s health outcome or quality of life? Are the adverse side effects 
being documented and reported? 

 
Benefits and Risks 

Clinical trials can benefit patient volunteers, patients with conditions similar to the volunteers, 
and many others. Trials offer early access to the latest treatments at little to no cost to patients 
(the device or treatment is usually provided by the investigator). Clinical trial staff are trained 
specifically on the patients’ condition so that they can provide optimal care. Another benefit is 
that patients get the opportunity to learn more about their health condition while contributing to 
research that could save lives. In some clinical trials, patients may find that the new treatment 
can lead to remission or improve the quality of their life. However, these outcomes are not 
guaranteed. There are risks associated with participating in a clinical trial.  

The majority of treatment trials are randomized, so patients may be placed in a control 
group and not receive the new treatment. Also, the trial design may conceal or ‘blind’ both the 
patient and the local care team as to which specific treatment is being administered. This can 
eliminate any inherent biases by those measuring and reporting outcomes. For example, vials of 
trial medication may only be identified by code numbers-not drug names. If a patient does 
receive the new treatment they may experience adverse side effects or find that it is not as 
effective as their current treatment. Trial organizers have access to the coded data. In this 
situation the central leadership of any blinded, randomized clinical trial bears responsibility to 
closely monitor trial progress and intervene if unexpected outcomes or hazardous trends 
emerge. Participating in a clinical trial can also be time consuming and costly. Each trial has 
risks and benefits specific to its topic of study; the trial team should make these known to 
participants before they decide whether to enroll in the trial.  

General Process 

The process of enrolling in a clinical trial varies from trial to trial. Here is a general outline for 
what it may look like: 

1. Search for clinical trials that are recruiting patients (some trials are invitation only so you 
may be recommended by your physician). 

2. Consider the inclusion/exclusion criteria to make sure you are eligible. 
3. Consult your physician and contact the trial team member listed on the posting. With the 

help of their physician and/or patient advocate, the patient volunteer should determine 
which clinical trials are the most appropriate. 

4. Review the trial and its structure keeping in mind the Good Clinical Practice criteria.  
5. Qualify to participate. In order to join a study a patient must receive approval from their 

primary care physician and the trial investigator. 

https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
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6. Enroll in a study. 
7. Verify your health status. Before being fully accepted into a trial you will need a physical 

exam and screening tests. 
8. Pre-assignment. In this stage a participant is enrolled in a trial, but has not been 

assigned to a specific treatment pathway, or treatment arm, group. 
9. Arm group assignment. Arm types are categories that determine whether a patient 

receives treatment and what type. Depending on the specific condition being studied, the 
arm types can include a no intervention arm, a placebo/sham comparator arm, or an 
experimental arm. 

10. You may withdraw from the study at any point without penalty. You will likely resume a 
recommended ‘standard of care’ treatment protocol. 

 

Clinical Trial Phases 

Clinical trials consist of five phases; Early Phase I and Phases I-IV. Each phase is designed to 
test a different aspect of the new drug, device, or method. Once the new form of treatment has 
made it through all five phases, it is eligible for review and FDA approval. At this point, the FDA 
decides if the new treatment is as safe and effective as existing therapies. If successfully 
approved, the new product is introduced into the medical marketplace for a specific, approved 
use (clinical indication). That means many thousands or millions of new users, which can 
generate new findings that did not appear in the controlled trial. For that reason the new 
treatment will undergo ongoing testing even after receiving initial FDA approval to ensure it is 
safe for the general public.  

• Early Phase I: Early Phase I trials test the initial safety and potency of the new 
treatment. These trials do not serve a diagnostic or therapeutic purpose. Since the 
purpose of this phase is to test the limits of the drug and determine how much a person 
can handle, most of the testing is done on animals rather than human subjects for safety 
reasons. 

• Phase I: Phase I trials aim to determine how effective the new drug, treatment, or device 
is and how the human body processes it. Researchers test varying dosages and 
methods of administering the treatment. It tests the capacity of the new treatment in 
order to figure out the safest and most effective dosage. Placebos are not used and 
tests are usually conducted on healthy individuals. Participants are also being monitored 
for possible side effects during this phase. 

• Phase II: Phase II trials investigate if the new treatment leads to prolonged life and/or 
better health outcomes. The purpose of this phase is to discover if the treatment worked 
as intended and if it improved the lives of the participants. Placebos are not usually used 
for patient volunteers. If a placebo is used, it is combined with the existing standard 
treatment. Researchers continue to look for adverse side effects. 

• Phase III: In a Phase III trial, researchers compare their new treatment to the existing 
standard treatment. They look to see whether the new treatment performs better than 
the current treatments available. In this phase, participants are separated into groups of 
those who receive the new treatment and those who receive the standard treatment. The 
new treatment may also be combined with other treatments to test what is most 
effective. Investigators may begin to request FDA approval during a Phase III trial. 

• Phase IV: In a Phase IV trial, the treatment being studied is one that has recently 
received FDA approval. Although the treatment has received approval it continues to be 

https://www.cancer.org/treatment/treatments-and-side-effects/clinical-trials/what-you-need-to-know/phases-of-clinical-trials.html
https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
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studied so that its long term effects can be monitored. If the treatment is found to have 
adverse side effects it may be taken off the market. Market-based comparisons between 
the new treatment and standard treatment are also made in this phase. A few of the 
questions the research may consider in this phase are: which treatment improves the 
patient’s quality of life? Which is more affordable and cost-effective? 

 

Clinical Trials & Health Insurance 

Patients should speak with their insurers in the early stages of finding a clinical trial in order to 
learn about the general coverage offered and which clinical trial phases it is offered for. Once a 
patient has been selected for, or chosen a trial, they should speak with members of the trial 
team as well as their insurance provider to determine which costs related to your participation 
are financed. Patients can also read through the “Experimental/ Investigational” or “Non-FDA 
Approved” section of their insurance documents for additional information. 

Two major costs in a clinical trial are research and patient care. Research costs are often 
covered by the research institution or researchers. This can include the cost of testing the new 
treatment/device or conducting research. Patient care costs are often covered by the patient’s 
insurer or the patient, depending on the insurance provider. Patient care costs consist of routine 
care and ancillary care. Routine care is the care a patient would receive even if they were not in 
a clinical trial. This can consist of regular doctor visits, screenings, and any other care a patient 
may need to properly manage their condition. Coverage of clinical trials are mandated under the 
Affordable Care Act (ACA), and as a result, insurers and health plans are not allowed to 
discontinue or increase the cost of routine care when a patient joins an approved clinical trial. 
Approved clinical trials tend to be trials that are funded by federal institutions or organizations, 
or are for an approved drug application by the FDA. Clinical trials from centers and groups 
founded or funded by federal organizations might also be approved clinical trials.  

Insurers cannot deny coverage or discontinue routine care when patients enroll in approved 
clinical trials; however, they are also not required to cover every cost. Coverage of ancillary care 
depends on the research institution and the patient’s insurance provider. Patients should be 
proactive in communicating with their health insurance provider for a clear understanding of 
their coverage should they enroll in a clinical trial. If you require more assistance and are 
already enrolled in a trial, the clinical trial coordinator should be able to facilitate 
communications with your insurance provider. Be sure to keep notes of these important 
conversations. Be sure to include dates and names of participants. Whenever unsure, ask the 
insurer to document all coverage eligibility determinations in writing. 

Most insurers offer coverage for approved clinical trials, and coverage for unapproved trials are 
optional and rare. Again, approved clinical trials tend to be trials that are funded by federal 
institutions or organizations, or are an approved drug application by the FDA, or from centers 
and groups founded or funded by federal organizations.  

Here is a list of organizations that have approved clinical trials: 

• National Institutes of Health 
• Agency for Health Care Research and Quality National Health Institute 
• National Cancer Institute 
• Department of Defense 
• Department of Veterans Affairs 
• Centers for Medicare and Medicaid Services 
• Centers for Disease Control 

https://www.transamericainstitute.org/docs/default-source/health/clinical-trial-glossary-transamerica-institute.pdf
https://medicine.yale.edu/ycci/comply/insurance/ACA%20Statute%2042%20USCA%20300gg-8_175006_174718_10115_v1.pdf
https://medicine.yale.edu/ycci/comply/insurance/ACA%20Statute%2042%20USCA%20300gg-8_175006_174718_10115_v1.pdf
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Employer-based Insurance 

Because coverage of clinical trials are mandated under the ACA, employers are required to 
cover the cost of routine care that is related to a patient’s participation in a clinical trial. The 
patient must be enrolled in an approved clinical trial to receive coverage. Employers are only 
required to cover routine costs that the patient normally receives. If a patient needs additional 
tests or care that is not covered under their routine care costs, it will not be covered by the 
employer-based insurance. Unless provided otherwise, patients must cover the cost of their 
travel, co-pays, and deductibles. The coverage a patient receives when enrolled in a clinical trial 
is a continuation of their existing coverage. For example, if a trial requires participation through 
an out-of-network provider and the patient’s plan does not cover the cost, this will be the 
responsibility of the patient. Unexpected, additional costs may arise if the patient fails to have 
adequate insurance coverage before enrolling in a trial. 

Grandfathered Plans 

For patients enrolled in a “grandfathered” plan (established prior to ACA enactment and exempt 
from ACA requirements), coverage in a trial may be denied. Unlike other health plans, the ACA 
mandate for clinical trials does not apply to grandfathered plans. Grandfathered plans do not 
have to comply with the regulations set by the ACA. This means they are not required to cover 
the cost of routine care for clinical trial participants, they have no limits for yearly out-of-pocket 
costs, and they can deny coverage based on a patient’s pre-existing condition. If a patient 
intends to participate in a clinical trial while enrolled in a grandfathered plan, they should first 
communicate with their insurer to verify responsibility for these costs. 

Veterans Affairs 

The Department of Veterans Affairs (VA) is in partnership with the National Cancer Institute 
(NCI) to ensure that veterans have greater access to clinical trials. In their partnership, the 
organizations have created a program called The NCI and VA Interagency Group to Accelerate 
Trials Enrollment (NAVIGATE). Historically, veterans have faced several barriers for trial 
enrollment such as lack of information about clinical trials, transportation, financial limitations, 
and narrow eligibility criteria. The NCI contributes funding and sets best practices, while the VA 
offers its facilities and coverage for the medical costs of clinical trials. As a result of the 
partnership, the number of clinical trials available for veterans has increased. The VA covers 
patient care costs if the patient participates in a trial located in a VA facility. 

General requirements for coverage: 

The veteran must be eligible (as determined by their primary care physician and trial 
investigator) to participate in the trial and 

• The trial must be an approved clinical trial 
OR 

• The trial must take place in a VA hospital/center (if the veteran is enrolled in a trial that 
takes place in a non-VA hospital/center it may still be covered if it is an NCI trial) 

For information on how to navigate the clinical trials site as a veteran in search of VA-sponsored 
trials see here. 

TRICARE 

TRICARE is the health insurance program for active duty service members, military retirees, 
and qualified dependents. TRICARE has partnered with the NCI to cover the cost of clinical 
trials sponsored by the NCI. A beneficiary of TRICARE is not required to cover the cost of 

https://www.research.va.gov/for_veterans/state.cfm
https://www.research.va.gov/for_veterans/find_studies.cfm
https://tricare.mil/Plans/SpecialPrograms/CancerClinicalTrials
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participating in an NCI-sponsored trial because it is an approved clinical trial. Research costs 
are the responsibility of the research institution. This coverage extends to family members of 
active and retired members. Participation in a trial may occur at civilian or military treatment 
centers. If the beneficiary is on active duty, participation must be in a military facility. TRICARE 
coverage includes: 

• Screenings that determine whether a patient is eligible for trial participation 
• Trials in Phases I-III 
• Routine and ancillary care 
• Inpatient and outpatient care (outpatient care is completely free if the trial is in a military 

hospital) 
• Out-of-network care (for patients with eligible out-of-network plans) 

Clinical trials not sponsored by the NCI will not be covered. Although coverage is offered for 
patients enrolled in approved clinical trials, patients must continue to assume the cost of co-
payments and cost-shares. 

Additional information see: 1-800-4-CANCER 
or https://www.tricare.mil/Plans/SpecialPrograms/CancerClinicalTrials 

Medicaid 

Medicaid is a health program administered by states according to federal requirements and 
provides health coverage to low-income adults, children, pregnant women, the elderly, and 
people with disabilities. States are often given the option on which forms of care they would like 
to cover. Under Medicaid, the coverage of clinical trials is not mandatory and is left to each 
state’s discretion. The ACA Clinical Trial Mandate does not apply to Medicaid. Most states have 
chosen to address this through laws and agreements that require insurers to offer coverage for 
the cost of routine care in clinical trials. Any states that have not adopted these requirements do 
not participate. You can find out whether your state has a law, agreement, or does not 
participate here. State-by-state information on clinical trial laws and individual state 
benefits/services can be found here (chart titled “Table One: Clinical Trials”). 

General Requirements for coverage: 

• The trial must be federally funded and have an investigational new drug application (or 
be excused from the application). 

• The trial must be in an approved phase. Approved phases are usually Phases I-IV, 
however, their approved status varies by state. Early Phase I trials are not regarded as 
approved phases because they are not therapeutic. 

• Approval from primary care physician and trial investigator. 
• The patient volunteer must meet the eligibility requirements set by the trial investigators. 

Medicare 

Medicare is the federal health insurance program for eligible adults who are 65 or older, 
individuals with qualifying disabilities, and people with End-Stage Renal Disease. Medicare is 
mandated under the ACA to provide patients with routine care when enrolled in an approved 
clinical trial. For Medicare, an approved clinical trial is typically a Phase II or III trial that includes 
patient volunteers rather than healthy volunteers. If it is not a Phase II or III trial, it may still be 
approved if it is proven to be therapeutic, tests the toxicity of a drug, or studies the progression 
of the disease. 

https://tricare.mil/mtf.aspx
https://tricare.mil/mtf.aspx
https://www.tricare.mil/Plans/SpecialPrograms/CancerClinicalTrials
https://bethematch.org/support-the-cause/participate/join-our-legislative-advocacy-efforts/medicaid-coverage-for-clinical-trials/
http://www.ncsl.org/research/health/clinical-trials-what-are-states-doing-2010.aspx#3
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Medicare Parts A and B are the portions of Medicare that cover the cost of participating in a 
clinical trial. Medicare Parts A and B cover hospital costs and outpatient care costs, 
respectively, which are necessary for a patient’s routine care. Along with a patient’s routine 
care, Medicare also offers coverage for complications that may develop from participating in a 
clinical trial. If a patient is a beneficiary of Medicare Parts A and B (Original Medicare) prior to 
enrolling in a clinical trial, that coverage will remain when the patient participates in a clinical 
trial. In addition, most Medigap supplemental plans may offset trial participation costs to the 
individual for medical treatment. 

For Medicare Advantage (MA) beneficiaries, a fee-for-service plan may be required to cover the 
cost of a clinical trial. Health professionals are paid for the individual services they perform.  A 
plan may be required to cover the cost of a clinical trial. Once an MA beneficiary has obtained a 
fee-for-service plan, they will receive the same coverage as an Original Medicare beneficiary. 
MA beneficiaries may also be eligible for reimbursement after submitting a clinical trial claim. 
Coverage of a clinical trial is also dependent on who funds the trial. Each trial is required to go 
through a qualification process. 

Requirements for Medicare coverage 

• Trial must be a federally funded trial or a trial with automatic approval. Other trials may 
qualify but they must be approved by the Centers for Medicare and Medicaid Services 

• The beneficiary must be a patient volunteer to receive coverage 
• The trial should be therapeutic when studying the progression of the disease or toxicity 

of the new treatment. The primary focus of the trial should be to improve the patient 
volunteer’s health outcome 

• Trial must have submitted an Investigational New Drug (IND) application and gained 
approval from an IRB 

• Approval from primary care physician and trial investigator 

Patient care costs are the only costs covered by Medicare – it does not cover the cost of 
research care.  

Uninsured/Underinsured 

Underinsured and uninsured individuals have little to no representation in clinical trials. The cost 
of participating in a clinical trial can be overwhelming, especially for those who already face 
financial barriers to accessing care. There are many federally funded clinical trials where care 
associated with the research being done comes at no cost to patients. Unfortunately, 
participating in a trial requires receiving constant routine care. In addition to routine care, the 
number of tests or preventive care interventions a patient requires might increase due to side 
effects of the new treatment being tested. The burden of routine care costs, wages lost from 
time off, transportation, and childcare can deter the uninsured and underinsured from 
participating in clinical trials. However, there are organizations that offer financial and social 
support to alleviate some of the costs. For example, most tertiary care centers and larger health 
care institutions have trained health finance navigators and social workers on staff to assist 
prospective clinical trial volunteers in finding ways to reduce the economic burden to the 
individual. Consider the following resources if you need financial assistance for housing, travel, 
medications, or insurance payments: 

• Travel Assistance Organizations 
• Rural Clinic Locator 
• Health Center Locator 
• Healthcare Hospitality Network: Offers housing assistance for patients  

https://www.transamericainstitute.org/health-wellness/health-care-guides/medicare-2021
https://www.cms.gov/Medicare/Health-Plans/MedicareAdvtgSpecRateStats/Downloads/OONPayments.pdf
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1
https://www.cms.gov/medicare-coverage-database/details/ncd-details.aspx?NCDId=1
https://rarediseases.info.nih.gov/guides/pages/118/help-with-travel-costs
https://www.google.com/maps/d/viewer?mid=16TxEnJC5nrt_doMIlU7wVPseN-s&ll=35.42437280368563%2C-112.14316595000003&z=3
https://findahealthcenter.hrsa.gov/?display=map&zip=&submit.x=71&submit.y=21
https://www.hhnetwork.org/
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• PAN Foundation: Offers financial assistance for health related travel, copays, co-
insurance and out-of-pocket costs. 

• Patient Assistance Lab Services (PALS): Offers assistance for affordable lab tests.  
• Patient Advocate Foundation: Financial aid funds for patients with specific diseases and 

conditions 
• Patient Advocate Foundation National Financial Resource Directory: Helps patients 

identify resources to improve access to care and decrease the financial burden of 
medical treatment. 

• National Organization for Rare Diseases: Offers financial assistance for co-payments, 
clinical trial travels, diagnostic tests, and medication 

• National Cancer Institute: Directory for financial and support services 
• Medicine Assistance Tool: Assists patients in covering the cost of medications 
• Cancer.net  

Eligibility requirements may vary by organization. 

 

Appendix/Resources 

What is a Clinical Trial? 
http://nolupus.org/LADA2017TrialsBooklet.pdf  https://clinicalcenter.nih.gov/participate/faqaboutcs.ht
ml  

Types of Clinical Trials 
https://www.fda.gov/ForPatients/ClinicalTrials/Types/ucm20041762.htm  
https://www.cancer.gov/about-cancer/treatment/clinical-trials/what-are-trials/types  

Clinical Trials Phases 
https://www.cancer.org/treatment/treatments-and-side-effects/clinical-trials/what-you-need-to-
know/phases-of-clinical-trials.html  
https://clinicaltrials.gov/ct2/about-studies/glossary  

Safeguards for Patients Volunteers 
http://www.lymphomation.org/ethics-trial-design.htm 
https://research.oregonstate.edu/irb/frequently-asked-questions/what-institutional-review-board-irb 
https://www.apa.org/advocacy/research/defending-research/review-boards.aspx 

 
Good Clinical Practice 
https://view.joomag.com/parkinsons-clinical-trial-companion-accelerating-clinical-
trials/0957537001522258045?short 

 
Clinical Trials and Insurance Coverage  
https://www.asco.org/research-data/clinical-trials/insurance-coverage-clinical-trials 
https://www.sciencedirect.com/science/article/pii/S2451865415300272 

http://www.pceiva.org/clinical-trials/the-cost-of-clinical-trials/ 
https://www.nccn.org/patients/resources/clinical_trials/costs.aspx 
https://www.asco.org/research-progress/clinical-trials/insurance-coverage-clinical-trials#Medicaid 

TRICARE 
https://www.tricare.mil/Plans/SpecialPrograms/CancerClinicalTrials 

Uninsured/Underinsured 
https://www.medicalbag.com/ethics/clinical-trial-enrollment-ethical-concerns/article/795766/  

https://panfoundation.org/index.php/en/patients/assistance-programs
https://pals-labs.org/
https://www.patientadvocate.org/connect-with-services/financial-aid-funds/
https://www.patientadvocate.org/explore-our-resources/national-financial-resource-directory/
https://rarediseases.org/for-patients-and-families/help-access-medications/patient-assistance-programs-2/
https://www.cancer.gov/
https://medicineassistancetool.org/
https://www.cancer.net/navigating-cancer-care/financial-considerations/financial-resources
https://www.cancer.net/navigating-cancer-care/financial-considerations/financial-resources
http://nolupus.org/LADA2017TrialsBooklet.pdf
https://clinicalcenter.nih.gov/participate/faqaboutcs.html
https://clinicalcenter.nih.gov/participate/faqaboutcs.html
https://www.fda.gov/ForPatients/ClinicalTrials/Types/ucm20041762.htm
https://www.cancer.gov/about-cancer/treatment/clinical-trials/what-are-trials/types
https://www.cancer.org/treatment/treatments-and-side-effects/clinical-trials/what-you-need-to-know/phases-of-clinical-trials.html
https://www.cancer.org/treatment/treatments-and-side-effects/clinical-trials/what-you-need-to-know/phases-of-clinical-trials.html
https://clinicaltrials.gov/ct2/about-studies/glossary
http://www.lymphomation.org/ethics-trial-design.htm
https://research.oregonstate.edu/irb/frequently-asked-questions/what-institutional-review-board-irb
https://www.apa.org/advocacy/research/defending-research/review-boards.aspx
https://view.joomag.com/parkinsons-clinical-trial-companion-accelerating-clinical-trials/0957537001522258045?short
https://view.joomag.com/parkinsons-clinical-trial-companion-accelerating-clinical-trials/0957537001522258045?short
https://www.asco.org/research-data/clinical-trials/insurance-coverage-clinical-trials
https://www.sciencedirect.com/science/article/pii/S2451865415300272
http://www.pceiva.org/clinical-trials/the-cost-of-clinical-trials/
https://www.nccn.org/patientresources/patient-resources
https://www.asco.org/research-progress/clinical-trials/insurance-coverage-clinical-trials#Medicaid
https://www.tricare.mil/Plans/SpecialPrograms/CancerClinicalTrials
https://www.medicalbag.com/ethics/clinical-trial-enrollment-ethical-concerns/article/795766/
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Glossary 
NIH at www.clinicaltrials.gov  
Cancer Action Network at www.fightcancer.org/policy-resources/overview-clinical-trial-matching-
services 
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Transamerica Institute® is a nonprofit, private foundation dedicated to identifying, researching, and educating the public about 
retirement security and the intersections of health and financial well-being. Transamerica Center for Retirement Studies®, an 
operating division of Transamerica Institute, conducts one of the largest and longest-running annual retirement surveys of its kind. 
Transamerica Institute is funded by contributions from Transamerica Life Insurance Company and its affiliates. The information 
provided here is for educational purposes only and should not be construed as insurance, securities, ERISA, tax, investment, legal, 
medical, or financial advice or guidance. Please consult independent professionals for answers to your specific questions. 
www.transamericainstitute.org  

Visit Transamerica Institute’s website for more on health, personal finance, and retirement security resources, including its health 
care guides, cookbook series, podcast, academic collaborations on workplace wellness and age-friendly employers, and the 21st 
Annual Transamerica Retirement Survey. Follow Transamerica Institute on Twitter @TI_insights and Facebook. 
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