Questions to ask

If you are thinking about joining a clinical trial, make sure
you find out all you can about the costs and payment or
reimbursement options.

Questions to ask the trial staff:

L1 What costs might | be responsible for?

L1 Will the trial sponsor reimburse me for travel or other
expenses?

[ Is there a limit on reimbursement?
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Questions to ask your health insurance provider:

[] What costs will you cover if | participate in a clinical
trial?

L1 Will you cover routine care that the trial requires?
L1 Is care at my trial site in-network?

L1 If I have complications or medical problems due to
participating in a trial, will you cover these costs?

General resources

CISCRP’s Education Center

You may have many other questions about clinical
research. CISCRP’s website has videos, brochures,
FAQs, Questions to Ask, and other resources to help
you learn more.

| www.CISCRP.org/education-center 1-877 MED HERO
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A Guide to Costs
and Payments
in Clinical Trials

This brochure gives you the basic facts
about costs and payments in clinical trials.
It also suggests some questions to ask
the doctors and staff of a specific trial.
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Will there be any cost to me?

Usually, most of the costs in a trial are covered by the trial
sponsor. The sponsor is the organization that funds and
conducts the trial. Every trial has an Informed Consent
Form that explains the possible costs, payments you may
receive, and expenses that will be covered.

In addition to travel costs like taxi, gas mileage, or hotel, a
trial may require that you take time away from work. There
could also be costs for the care you receive in a trial.
Some of those costs can be covered by health insurance.
If there are costs that insurance might not cover, the
Informed Consent Form will explain those costs.
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Talk to your health insurance provider

Before joining a trial, it is important to ask your health
insurance provider what trial costs they will cover. Some
insurance plans may not cover the routine care that the
trial requires.

If your insurance plan does not have out-of-network
coverage, then the trial care must be in-network to be
covered. Tell your insurance provider the name of the trial
site where you will receive care to find out if itis in your
network.

Some insurance plans will cover trial care only if it is

for a life-threatening condition. The definition of life-
threatening can be different among insurance carriers, so
itis important to ask.

Ask your insurance provider about their policies for
addressing complications or medical problems caused
by participating in a trial. They usually consider these
coverage requests on a case-by-case basis.
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Will | be paid, and will my costs

be covered?

Each trial will have its own guidelines that tell you if you
will be paid and how much cost will be covered.

E!;] Payments in clinical trials

— Payments in trials are made for your time and
possible inconvenience of participating in the trial. These
payments are also called compensation or stipends. The
amount is usually based on the trial length, number of
visits, the types of procedures, and other factors
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_. e United States Food and Drug
Administration (FDA) and the National Institutes of Health
(NIH) have regulations in place to make sure that clinical
trial payments are reasonable.

g Receiving payments in clinical trials

If your trial offers reimbursement or payment of
any sort, there are different ways that you may receive it.
You might get cash or a check. You could receive a card
that works like a debit card, where money is automatically
deposited.

Taxes on payments in clinical trials

If you receive compensation for being in a trial, you
may have to report it on your taxes. If you receive $600 or
more in a year, the trial site will send you an IRS Form 1099.
Include this with your tax return and report the amount you
received. You do not need to report any reimbursement
you receive for your expenses related to being in the trial.



