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1. POLICY DISCLAIMER

Johns Hopkins Health Plans (JHHP) provides a full spectrum of health care products and services for Advantage MD,
Employer Health Programs, Johns Hopkins Health Plan of VirginiaInc., Priority Partners, and US Family Health Plan. Each
line of business possesses its own unique contract, benefits, regulations, and regulators’ clinical guidelines that supersede the

information outlined in this policy.

[11. POLICY
For Advantage MD refer to: Medicare Coverage Database

. National Coverage Determination (NCD) 310.1 Routine Costsin Clinical Trials

. Medicare Managed Care Manual Chapter 4 - Benefits and Beneficiary Protections 10.7 — Clinical Trials

For Employer Health Programs (EHP) refer to:

. Plan Specific Summary Plan Descriptions (SPD's)
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For Johns Hopkins Health Plan of Virginialnc. (HHPVA) refer to: Medicare Coverage Database (Effective 1/1/2024)

. National Coverage Determination (NCD) 310.1 Routine Costsin Clinical Trials
. National Coverage Determination (NCD) 240.2.1 Home Use of Oxygen in Approved Clinical Trias
. Medicare Managed Care Manual Chapter 4 - Benefits and Beneficiary Protections 10.7 — Clinical Trials

For Priority Partners (PPMCO) refer to: Code of Maryland Regulations

. Code of Maryland Regulations(COMAR) 10.67.06.26-1 Clinical Trial Items and Services-Coverage for Routine Costs

. Code of Maryland Regulations (COMAR)10.67.06.27 Benefits - Limitations

. Maryland Department of Health (MDH) PT 52-23 MCO Transmittal No. 171 Coverage of Routine Costs Associated with
aQualifying Clinical Trial

For US Family Health Plan (USFHP) refer to: Tricare Policy Manuals

¢ TRICARE Policy Manual 6010.63-M, April 2021, Chapter 7, Section 24.1 Phase |, Phase |1, and Phase |1 Cancer Clinical
Trias

*  TRICARE Policy Manual 6010.63-M, April 2021, Chapter 8, Section 5.1 Medica Devices

TRICARE Palicy Manual 6010.63-M, April 2021, Chapter 1, Section 3.1 Rare Diseases

IV.POLICY CRITERIA
A. When benefits are provided under the member’ s contract, JHHP considers routine patient care costs associated with
the participation in aclinical trial (e.g. diagnostic procedures, medically necessary treatment, cost of administration of
investigational drug, clinical monitoring) medically necessary when the following requirements are met:

1. Tothe extent that routine non-investigational treatment (not for clinical trial) may require prior authorization in
accordance with amember's health plan, the member or treating physician must request prior authorization for
participation in clinical trial, including supporting documentation specified in A.4 below; AND,

2. Theclinical trial isaPhasel, Phase |1, Phase I11, or Phase |V interventiona study with atherapeutic or diagnostic
intent, aimed to address the following conditions:

a.  Prevention, early detection, and treatment of cancer; OR,

b.  Prevention, early detection, and treatment of life-threatening illness (any disease or condition from which there
isaprobable likelihood of death unless the course of the disease or condition is interrupted); OR,

c. Treatment of unstable chronic condition; AND,

3. Theclinical trial meets the following regul atory requirements:

a  Approved by an Institutional Review Board (IRB) of an institution conducting a clinical trial before
participants are enrolled, AND;
b.  Approved or funded and monitored by one or more of the following entities:
i.  Nationa Ingtitutes of Health (NIH) (e.g. National Cancer Institute (NCI));
ii. Centersfor Disease Control and Prevention (CDC);
iii. Agency for Health Care Research and Quality (AHRQ);
iv. Centersfor Medicare and Medicaid Services (CMYS);
v. A cooperative group or center of the entities described above (e.g. National Clinical Trials Network
(NCTN), Imaging and Radiation Oncology Group (IROC), ECOG-ACRIN Cancer Research Group,
AIDS Clinical Trials Group, Community Programs for Clinical Research in AIDS);
vi. Department of Defense (DOD) or the Department of Veterans Affairs (VA);
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4.

5.

vii. A qualified non-governmental research entity identified in NIH guidelines for center support grants
(e.g. Patient-Centered Outcomes Research Institute (PCORI, American Association for Cancer Research
(AACR), International Society for Infectious Diseases (1SID));

viii. Food and Drug Administration (FDA) when aclinical trial isintended to use adrug, biologic, or medical
device regulated by the FDA or intended to study a new drug, biologic, or medical device in humans;

iX. Funded in part or completely by an individual investigator or/and a research institution and approved and
monitored by the IRB overseeing the site where research is conducted; AND,

Documentation submitted for review includes but not limited to the following:

a

Clinical note from the qualified provider describing patient’s condition, prognosis, rationale for participation in

clinical trial, and whether standard of care alternatives are available.

Signed Informed Consent indicating that the patient has agreed to be a part of the clinical trial. Patient and

provider should sign the consent prior to conducting any protocol related interventions (e.g. laboratory or

imaging tests that are done uniquely for the purpose of the trial). Informed consent should include the following
information:

i. Titleof thetrial and name of the Primary Investigator (Pl) conducting the trial;

ii. IRB application number and approval date;

iii. Clinical trial identification number (e.g. IRB#, NCT#, NCI#) for the applicable national database (e.g.
NIH Clinical Trials.gov database, National Cancer Institute (NCI) database, VA Cooperative Studies
Program (CSP)) for verification or to obtain additional information if needed;

iv. Anexplanation of the purposes of the research;

v. A description of all the procedures that will be completed during enrollment in aclinical trial (e.g.
screening procedures, treatment plan, schedule of visits, follow-up visits);

vi. Information about sponsor/supporter/funding entity of the trial and regulatory agencies overseeing the
trial;

Information from the financial office of the institution conducting research specifying costs associated with the

participation in aclinical trial (can be a part of the informed consent). Including a description of:

i.  Theprocedures, tests, drugs or devices that are part of the research and that will be paid for by the clinical
trial (no cost to the member).

ii.  The procedures, tests, drugs or devices that will be billed to the health plan and, therefore, may be subject
to any co-pays or deductibles not covered by amember’s plan.

Theclinica trial is conducted at one of the designated academic research medical centers or affiliated facilities (e.g.
NCI-designated cancer centers, NCCN member institutions).

B. Unless benefits are provided under the member’s contract, JHHP considers the following patient care costs associated
with the participation in aclinical trial not medically necessary:

Experimental, investigational or unproven treatment, drugs or devices that the trial istesting.

Items and services provided or covered by the clinical trial sponsor free of charge for any person enrolled in the trial.

Servicesthat are inconsistent with accepted standards of care or provided primarily to meet the needs of the trial,

including servicesthat are typically covered but are being provided at a greater frequency, duration, or intensity than

is medically necessary.

Services or items that would not be covered if amember was not enrolled in aclinical trial.

Non-health care items and services (e.g., food products, personal care services, transportation, and lodging) are

required as aresult of the member’s enrollment in the clinical trial.

1
2.
3.

»

V. DEFINITIONS

Clinical Trial: Clinical trial isaresearch study in which one or more human subjects are prospectively assigned to one or more
interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-rel ated
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biomedical or behavioral outcomes. The term “prospectively assigned” refersto a pre-defined process (e.g., randomization)
specified in an approved protocol that requires the assignment of research subjects (individually or in clusters) to one or more
arms/cohorts (e.g., intervention, placebo or other control) of the clinical trial. When used in relation to aclinical trial, an
intervention is defined as a manipulation of the subject or subject's environment for the purpose of modifying one or more
health-related processes and/or endpoints (e.g. drugs or biologics administration, procedures, strategies to change health-related
behavior, prevention or diagnostic strategies). A health-related biomedical or behavioral outcome of the clinical trial is defined
as the pre-specified effect of an intervention on the study subjects (NIH, 2022c).

Phases of Clinical Trial: Biomedical clinical trials of an experimental drug, treatment, device, or behavioral intervention may
proceed through four phases:

. Phase |: Tests anew biomedical intervention in asmall group of people (e.g. 20-80) for the first time to determine
efficacy and evaluate safety (e.g., determine a safe dosage range and identify side effects).

. Phase I1: Study the biomedical or behavioral intervention in alarger group of people (several hundred) to determine
efficacy and further evaluate safety.

. Phase I11: Study to determine the efficacy of the biomedical or behavioral intervention in large groups of people (from
several hundred to several thousand) by comparing the intervention to other standard or experimental interventions as
well asto monitor adverse effects, and to collect information that will allow the interventions to be used safely.

. Phase 1V: Studies conducted after the intervention has been marketed. These studies are designed to monitor the
effectiveness of the approved intervention in the general population and to collect information about any adverse effects
associated with widespread use (NIH, 2022c).

Informed Consent: Informed consent is the process in which a health care provider educates a patient about the risks, benefits,
and alternatives of a given procedure or intervention. The patient must be competent to make a voluntary decision about
whether to undergo the procedure or intervention. Informed consent is both an ethical and legal obligation of medical
practitionersin the US and originates from the patient's right to direct what happens to their body. Implicit in providing
informed consent is an assessment of the patient's understanding, rendering an actual recommendation, and documentation of
the process. The Joint Commission requires documentation of all the elements of informed consent "in aform, progress notes
or elsewhere in the record." The following are the required elements for documentation of the informed consent discussion: (1)
the nature of the procedure, (2) the risks and benefits and the procedure, (3) reasonable alternatives, (4) risks and benefits of
alternatives, and (5) assessment of the patient's understanding of elements 1 through 4. (Shah et al., 2020).

Intitutional Review Board (IRB): The IRB is an administrative body established to protect the rights and welfare of human
research subjects recruited to participate in research activities conducted under the auspices of the organization with which it is
affiliated. The IRB has the authority to approve, require modifications to, or disapprove all research activities that fall within its
jurisdiction. All human subjects research projects should be evaluated and continually monitored by the IRB (NIH, 2022c).

VI.BACKGROUND
According to the National Institutes of Health (NIH), clinical research can be divided into three categories. The first category
is patient-oriented research conducted with human subjects (or on material of human origin such as tissues, specimens, and
cognitive phenomena) for which an investigator (or designee) directly interacts with human subjects. Thistype of research
includes studying mechanisms of human disease; conducting therapeutic interventions, clinical trials, or developing new
technologies. Excluded from this definition are in vitro studies that utilize human tissues that cannot be linked to aliving
individual. The second category is epidemiological and behavioral studies. The third category is outcomes research and health
services research (NIH, 2022c).
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The FDA has an authority over clinical trials for drug, biologic, and medical device products that are regulated by the FDA.
This authority includes studies that are funded by the U.S. Department of Health and Human Services (with joint oversight
by FDA and the Office for Human Research Protections), as well as studies that are solely funded by industry or by private
parties. To help protect the rights and welfare of volunteers and verify the quality and integrity of data submitted for review,
FDA performsinspections of clinical trial study sites and anyone involved in the research (FDA, 2018c).

The Ingtitutional Review Board (IRB) has the authority to approve, require modifications to, or disapprove all research
activitiesthat fall withinitsjurisdiction. As part of the review process, the IRB reviews the adequacy of the informed consent
document to ensure that it includes all the elements required by law. For the process of informed consent to be effective, FDA
recommends including sufficient time for participants to consider the information and providing time and opportunity for the
participant to ask questions and have those questions answered (FDA, 2018c; NIH, 2022c).

Every clinical study isled by a Principal Investigator (Pl), who is often amedical doctor. Clinical studies also have aresearch
team that may include doctors, nurses, social workers, and other health care professionals. Clinical studies can be sponsored,

or funded, by pharmaceutical companies, academic medical centers, voluntary groups, and other organizations, in addition

to Federal agencies such asthe National Institutes of Health, the U.S. Department of Defense, and the U.S. Department of
Veterans Affairs. Doctors, other health care providers, and other individuals can also sponsor clinical research (e.g. investigator
initiated research) (NIH, 2019a).

It is customary that participantsin clinical trials continue to see their usual health care providers while enrolled in aclinical
study. While most clinical studies provide participants with medical products or interventions related to the illness or condition
being studied, they do not provide extended or complete health care. By having his or her usual health care provider and health
plan to work with the research team, a participant can make sure that the study protocol will not conflict with other medications
or treatments that he or she receives (NIH, 2019a).

VII. CODING DISCLAIMER

cpT® Copyright 2023 American Medical Association. All rights reserved. CPT®isa registered trademark of the American
Medical Association.

Note: The following CPT/HCPCS codes are included below for informational purposes and may not be all inclusive. Inclusion
or exclusion of a CPT/HCPCS code(s) below does not signify or imply that the service described by the code is a covered or
non-covered health service. Benefit coverage for health services is determined by the member’ s specific benefit plan document
and applicable laws that may require coverage for a specific service. The inclusion of a code does not imply any right to
reimbursement or guarantee of payment. Other policies and coverage determination guidelines may apply.

Note: All inpatient admissions require preauthorization.

Adherence to the provisionsin this policy may be monitored and addressed

through post payment data analysis and/or medical review audits

Advantage MD: Regulatory guidance supersedes JHHP Medical Policies. If there are no statutes, regulations, NCDs, LCDs,
or LCAs, or other CM S guidelines, apply the Medical Policy criteria.

Employer Health Programs (EHP): Specific Summary Plan Descriptions (SPDs) supersedes JHHP Medical Policy. If there
are no criteriain the SPD, apply the Medical Policy criteria.

Johns Hopkins Health Plan of Virginia, Inc. (JHHPVA): Regulatory guidance supersedes JHHP Medical Policies. If there are
no statutes, regulations, NCDs, LCDs, or LCAS, or other CM S guidelines, apply the Medical Policy criteria.
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Priority Partners (PPMCO): Regulatory guidance supersedes JHHP Medical Policy. If there are no criteriain COMAR
regulations, or other State guidelines, apply the Medical Policy criteria.

US Family Health Plan (USFHP): Regulatory guidance supersedes JHHP Medical Policy. If there are no TRICARE policies,
or other regulatory guidelines, apply the Medical Policy criteria.

VIIl. CODING INFORMATION

HCPCS CODES ARE FOR INFORMATIONAL PURPOSES

HCPCS DESCRIPTION

CODE

G0293 Noncovered surgical procedure(s) using conscious sedation, regional, general, or spinal anesthesiain a
Medicare qualifying clinical trial, per day

G02%4 Noncovered procedure(s) using either no anesthesia or local anesthesiaonly, in a Medicare qualifying
clinical trial, per day

S9988 Services provided as part of aPhase| clinical tria

S9990 Services provided as part of aPhase |l clinical trial

S9991 Services provided as part of aPhase |l clinicd tria

S9992 Transportation costs to and from trial location and local transportation costs (e.g., fares for taxicab or bus)
for clinical trial participant and one caregiver/companion

S9994 Lodging costs (e.g., hotel charges) for clinical trial participant and one caregiver/companion

S9996 Mealsfor clinical trial participant and one caregiver/companion

IX. REFERENCE STATEMENT
Analyses of the scientific and clinical references cited below were conducted and utilized by the Johns Hopkins Health Plans
(JHHP) Medical Policy Team during the devel opment and implementation of this medical policy. The Medical Policy Team
will continue to monitor and review any newly published clinical evidence and revise the policy and adjust the references
below accordingly if deemed necessary.
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