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FDA regulations do not require that a sponsor provide compensation for injury but rather that this be
addressed in the informed consent statement.

e In particular, 21 CFR 50.25(a)(6) states as a basic required element of informed consent: "For research
involving more than minimal risk, an explanation as to whether any compensation and an explanation
as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or
where further information may be obtained.” The subject always has the right to refuse participation
and to withdraw from the study at any time. 21 CFR 50.25(b)(3) requires that subjects be informed
about "any additional costs to the subject that may result from participation in the research.”

o Additionally, FDA's "A Guide to Informed Consent," available at
www.fda.gov/oc/ohrt/irbs/informedconsent.html, also includes some discussion of compensation and
costs information in regards to informed consent:

“Informed consent documents should describe any compensation or medical treatments that will be
provided if injury occurs. If specific statements cannot be made (e.g., each case is likely to require a
different response), the subjects should be informed where further information may be obtained. The
consent should also indicate whether subjects will be billed for the cost of such medical treatments.
When costs will be billed, statements such as "will be billed to you or your insurer in the ordinary
manner," "the sponsor has set some funds aside for medical costs related to.... Here's how to apply for
reimbursement if you think you might be eligible” or "no funds have been set aside..." are preferred.
Statements such as: "will be the responsibility of you or your insurance company™ or “compensation
is not available," could appear to relieve the sponsor or investigator of liability for negligence, see 21
CFR 50.20.

The consent document must explain whether there is compensation available in case of injury but
must not waive or appear to waive the rights of the subject or release or appear to release those
conducting the study from liability for negligence. When no system has been set up to provide funds,
the preferred wording is: "no funds have been set aside for" "[the cost] will be billed to you or your
insurance," or similar wording that explains the provisions or the process. Wording such as: "will be
your responsibility or that of your third-party payor" has been erroneously interpreted by some
subjects to mean the insurance company is required to pay.

If the subjects may incur an additional expense because they are participating in the research, the costs
should be explained. IRBs should consider that some insurance and/or other reimbursement
mechanisms may not fund care that is delivered in a research context."

e It may also be helpful to review section “5.8 Compensation to Subjects and Investigators” in the
“Guidance for Industry - E6 Good Clinical Practice: Consolidated Guidance”, at
www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatorylnformation/Guidances/ucm073122.pdf
. Here, it states the following:

5.8.1 If required by the applicable regulatory requirement(s), the sponsor should provide insurance or
should indemnify (legal and financial coverage) the investigator/the institution against claims arising
from the trial, except for claims that arise from malpractice and/or negligence.
5.8.2 The sponsor's policies and procedures should address the costs of treatment of trial subjects in
the event of trial-related injuries in accordance with the applicable regulatory requirement(s).
5.8.3 When trial subjects receive compensation, the method and manner of compensation should
comply with applicable regulatory requirement(s).
You may wish to discuss the draft language with your IRB and/or legal staff, since there may be local or state
laws that also have requirements for notification of any financial costs to the subject.



I hope this information is helpful to you. If you need further assistance, please feel free to contact the GCP

mailbox at gcp.questions@fda hhs.gov .

Best regards,
Sheila

Sheila Brown, RN, MS
Policy Analyst

Office of the Commissioner (OC)

Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration

Tel: 301-796-6563
sheila.brown@fda.hhs.gov
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This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an informal communication
under Title 21 CFR 10.85(k), which represents the best judgment of the employee providing it. This information does not necessarily
represent the formal position of FDA, and does not bind or otherwise obligate or commit the agency to the views expressed.
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Sent: Saturday, February 11, 2017 3:17 PM
To: OC GCP Questions

Subject: Question: Subject Injury Language

A client has proposed the language below for their template consent form. Would you please
comment on the acceptability of this language?

In case of injury or illness resulting from this study, medical treatment will be provided or arranged
for, but not paid for, by the investigator, [Client Name] or their subsidiaries, affiliates and related
entities. This treatment will be provided at the usual charge and costs would be charged to you or
your insurance company (if you have insurance), to the study sponsor or other third party (if
applicable), to the extent those parties are responsible for paying for medical care you receive. No
funds have been set aside to compensate you in the event of injury. You will not be paid for the
additional treatment unless it is covered in this consent form. An injury is study related if it is caused
by study activities. The activities must be different from procedures or treatment you would receive if
you were not in the study.

You will not be paid any other type of compensation. You will not receive money if you are injured.
You will not receive any money for wages lost because you were:

Hospitalized
In physical therapy

Getting other recovery services

You will not receive any money for pain, suffering, or for any other loss of income.
If you experience research-related harm or injury:

The hospital/doctor/facility that treats you may release information about your medical care
to [Client name], the study staff, and the study sponsor. This information may include the



injury you suffered, the treatment that was provided to you, the costs of treatment, your name
and social security number and the dates of the treatment.

The sponsor is allowed to pay the hospital/doctor/facility that treated you.
The sponsor may report payments they make to the hospital/doctor/ facility that treated you

as required by law.

By signing this form, you do not give up any of your legal rights as a patient or a research subject.






