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Disclaimer

The Clinical Coverage Policies are reviewed by the Humana Medicaid Coverage Policy Adoption (MCPA) Forum. Policies in
this document may be modified by a member’s coverage document. Clinical policy is not intended to preempt the judgment
of the reviewing medical director or dictate to health care providers how to practice medicine. Health care providers are
expected to exercise their medical judgment in rendering appropriate care. Identification of selected brand names of
devices, tests and procedures in a medical coverage policy is for reference only and is not an endorsement of any one
device, test, or procedure over another. Clinical technology is constantly evolving, and we reserve the right to review and
update this policy periodically. References to CPT" codes or other sources are for definitional purposes only and do not
imply any right to reimbursement or guarantee of claims payment. No part of this publication may be reproduced, stored in
a retrieval system or transmitted, in any shape or form or by any means, electronic, mechanical, photocopying or otherwise,
without permission from Humana.

Description

Clinical studies are research studies involving human volunteers (participants) and are intended to
answer specific health questions related to the prevention, detection, diagnosis or treatment of diseases.
The two types of clinical studies are interventional studies (also called clinical trials) and observational
studies.?

Interventional studies are research studies in which participants are assigned prospectively to one or
more interventions so that researchers can evaluate the effects of the intervention(s) on health-related
outcomes. The assignments are determined by the study’s protocol.?

Observational studies are clinical studies in which participants may receive diagnostic, therapeutic, or
other types of interventions, but the investigator does not assign the participants to a specific
intervention or treatment. A patient registry is a type of observational study which are systematically
organized databases of health information provided voluntarily by patients. Patient registries facilitate
efficient analysis of data from large cohorts of individuals sharing similar characteristics or conditions.?

The Plan shall cover any item or service provided to an individual participating in a qualifying clinical trial
to the extent that the item or service would otherwise be covered for the individual when not
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participating in the qualifying clinical trial. This includes any item or service provided to prevent,
diagnose, monitor, or treat complications resulting from participation.

Coverage determinations shall be:

e Expedited and completed within 72 hours; AND

¢ Made without limitation on the geographic location or network affiliation of the health care provider
treating such individual or the principal investigator of the qualifying clinical trial; AND

e Based on attestation regarding the appropriateness of the qualifying clinical trial by the health care
provider and principal investigator using the following form and kept on file by the provider:
https://www.medicaid.gov/resources-for-states/downloads/medicaid-attest-form.docx; AND

e Completed without any requirement of submission of the protocols of the qualifying clinical trial, or
any other documentation that may be proprietary or determined by the HHS Secretary to be
burdensome to provide

Coverage Determination

Humana Healthy Horizons in Louisiana members may be eligible under the Plan for a qualifying clinical
trial in any clinical phase of development that is conducted in relation to the prevention, detection, or
treatment of any serious or life-threatening disease or condition that meets ANY of the following criteria:

e The study or investigation is approved, conducted, or supported (which may include funding) by one
or more of the following:

o The National Institutes of Health (NIH)

o The Centers for Disease Control and Prevention (CDC)

o The Agency for Healthcare Research and Quality (AHRQ)

o The Centers for Medicare & Medicaid Services (CMS)

o A cooperative group or center of any of the entities described in subclauses (i) through (iv) (NIH,
CDC, AHRQ, CMS)3 or the Department of Defense or the Department of Veterans Affairs

o A qualified nongovernmental research entity identified in the guidelines issued by the National
Institutes of Health for center support grants

o The study or investigation is approved or funded by one or more of the following and has been
reviewed and approved through a system of peer review comparable to the system of peer review
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of studies and investigations used by the National Institutes of Health which assures unbiased
review of the highest scientific standards by qualified individuals with no interest in the outcome of
the review:

= The Department of Veterans Affairs
= The Department of Defense
= The Department of Energy

e The clinical trial is conducted pursuant to an investigational hew drug exemption under section 335(i)
of Title 21 or an exemption for a biological product undergoing investigation under section 262(a)(3) of
this title

e The clinical trial is a drug trial that is exempt from having such an investigational new drug application

Coverage Limitations

Humana Healthy Horizons in Louisiana members may NOT be eligible under the Plan for any of the
following:

o The investigational item or service that is the subject of the qualifying clinical trial; AND

e Any service provided to the individual solely to satisfy data collection and analysis needs for the
qualifying clinical trial and is not used in the direct clinical management of the individual; AND

e Services not otherwise covered by the Plan
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