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Acronyms and Definitions

CPT® Category Il Category lll codes are temporary codes created to track safety and
Codes usage data of new, and emerging therapies and tests. All Category
Il Codes have a sunset date, at which time the CPT® editorial panel
may convert it to a Category | code or delete the code if widespread
use of the service has not materialized, or they may extend the code
as Category lll for several more years. See “Sources” for CPT® Il|

criteria.

CPT® Category /T Referred to as temporary codes to track utilization of emerging

Codes technologies, services, or procedures. Oftentimes, the subsequent
permanent code has identical numbers and characters with no
change.

DHHS U.S. Department of Health and Human Services

FDA U.S. Food and Drug administration which approves pharmaceuticals
and devices for the initial investigational use.

FDA Categories Category A. - Safety and efficacy has not been established.

Experimental Category B - Safety and efficacy have been established but

criteria for medical necessity and evidence of improved health
outcomes have not been established.

Investigational Therapies or diagnostics that are not recognized as standard
medical care for the condition, disease, illness, or injury being
treated.
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Technology Formal documents resulting from the industry and scientific
Assessment Reports review of new or not widely adopted therapies and diagnostics.

PURPOSE

To define the medical necessity criteria to support the indication(s) for experimental and
investigational procedures, medications, diagnostic tools, and devices, plus AMA designhated
CPT® Level 3 codes.

POLICY

A. BACKGROUND

The Versant Health Medical Policy Council regularly reviews experimental, investigational,
and relatively unproven therapies that include CPT® Code Il procedures, plus FDA approved
drugs and devices that are not yet in widespread use, CMS released new technologies, and
the use of FDA approved drugs or procedures for an unapproved (off label) use. These
reviews may result in a formal technology assessment report.

1. The new technology assessment reports establish either:

a. That the new or existing technology is considered experimental and/or investigational,
thus, not adopted into the program services, or
b. That the new or existing technology will be included as a therapeutic service.

2. Technologies which are not adopted as medically necessary treatments are retained on
the new technology/CPT® lll code tracker for ongoing tracking and future review.

3. The assessment of experimental and investigational services for program inclusion
includes research from the following sources:

a. Medicare/CMS Technology Assessments

b. Client health plan criteria for alignment with specific CPT® Ill code, drug, diagnostic
tool, or device.

c. Industry coverage and commentary of the specified technology.

d. Studies presented in peer-reviewed literature.

e. Published study results in NIH clinical trials.

B. Medically Necessary

Review of a request for an experimental, or investigational service includes the information
stated above plus a review of the member’s individualized medical record and plan of care.
Consideration also includes the member’s regional variation and access to care, as follows:
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1. General acceptance of the treatment by the medical community as safe and effective in
treatment of the condition in the setting for which the use is proposed; and,

2. Access to medical expertise to provide the diagnosis, direct care and treatment of the
patient’s condition, and,

3. Isin accordance with professional, evidence based medical and recognized standards of
good medical practice and care; and,

4. Provided at a level of duration and/or dosage that is individualized and medically

appropriate and,

Not furnished primarily for the convenience of the patient, the physician, or supplier; and,

Treatment consensus is obtained with the member’s health plan, as contractually

required.

7. Versant Health will provide medical review of excluded experimental and investigational
treatments for expanded use, i.e. compassionate use, when no comparable or
satisfactory alternative therapy options are available. ! 2

o a

C. Not Medically Necessary

1. Versant Health does not consider any experimental device, procedure, drug, therapy,
treatment, biologic product or instrument to be medically necessary.

2. Inrare circumstances investigational devices, procedures, or drugs may be considered
medically appropriate. No investigational devices, drugs, or procedures are included in
Versant Health programs except as documented in the formal clinical policies.

3. Versant Health considers any device, procedure, protocol, drug, therapy, treatment,
biologic product or instrument to be experimental and/or investigational if it meets any of
these criteria:

a. It has not received final approval by the FDA, any interim approvals or instrument,
drug or device investigative exemptions, Category A or Category B classifications are
insufficient.

b. Not proven to be safe and effective based upon authoritative peer reviewed literature.

c. Performed under a protocol that requires or should require oversight by an
institutional review board (IRB).

d. Does not demonstrate improved health outcomes.

e. If a comparable outcome can be achieved by a device, procedure, protocol, drug,
therapy, treatment, biologic product or instrument that is not experimental and/or
investigational and is already in common and accepted use in medical practice and
appropriate for the patient.

f. Furnished at a level, duration or frequency not supported by peer-reviewed medical
literature.

1 FDA, Expanded Access. 2024
2 NCQA 2024 Utilization Management Standards
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g. Not furnished in a setting (such as inpatient care at a hospital or skilled nursing
facility, or physician’s office or home care) appropriate to the patient’s medical needs
and condition.

h. Referred to as experimental, investigational, clinical trial, research project or similar
language by other institutions studying the same or similar device, procedure,
protocol, drug, therapy, treatment, biologic product or instrument.

i. Itis not itself experimental and/or investigational but is being used for a purpose or
route that is not included in the drug or device FDA labeling.

D. Documentation for Experimental or Investigational Services Request

Medical necessity must be supported by adequate and complete documentation in the
patient’'s medical record that describes the procedure and the medical rationale as in
requirements above. For any retrospective review, a full operative report and/or the clinical
care plan is needed.

All medical record items must be available upon request to initiate or sustain previous
payments. Every page of the record must be legible and include appropriate patient
identification information (e.g., complete name, date(s) of service). Services provided or
ordered must be authenticated by the physician, in a handwritten or electronic signature.
Stamped signatures are not acceptable. For retrospective reviews, the full operative report
and/or the clinical care plan is required.

DISCLAIMER and COPYRIGHTS

This clinical policy is provided for information purposes only and does not constitute medical
advice. Versant Health, Inc., and its affiliates (the “Company”) do not provide health care
services and cannot guarantee any results or outcomes. Treating doctors are solely
responsible for determining what services or treatments to provide to their patients. Patients
(members) should always consult their doctor before making any decisions about medical
care.

Subject to applicable law, compliance with this clinical policy is not a guarantee of coverage
or payment. Coverage is based on the terms of an individual’'s particular benefit plan
document, which may not cover the service(s) or procedure(s) addressed in this clinical
policy. The terms of the individual’s specific benefit plan are always determinative.

Every effort has been made to ensure that the information in this clinical policy is accurate
and complete, however the Company does not guarantee that there are no errors in this
policy or that the display of this file on a website is without error. The company and its
employees are not liable for any errors, omissions, or other inaccuracies in the information,
product, or processes disclosed herein. Neither the company nor the employees represent
that the use of such information, products, or processes will not infringe on privately owned
rights. In no event shall the Company be liable for direct, indirect, special, incidental, or
consequential damages arising out of the use of such information, product, or process.
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COMPANY’S COPYRIGHT STATEMENT Except for any copyrights described below, this clinical
policy is confidential and proprietary, and no part of this clinical policy may be reproduced,
distributed or used without Versant Health, or its applicable affiliates, express prior written
approval.

AMA COPYRIGHT STATEMENT CPT® is the 2002-2025 copyright of the American Medical
Association. All Rights Reserved. CPT™ is a registered trademark of the American Medical
Association. Applicable FARS/DFARS Apply to Government Use. Fee schedules, relative
value units, conversion factors and/or related components are not assigned by the AMA, are
not part of CPT®, and the AMA is not recommending their use. The AMA does not directly or
indirectly practice medicine or dispense medical services. The AMA assumes no liability for
data contained or not contained herein.

RELATED POLICIES AND PROCEDURES
1324 Category Il Services (retired 2020)
DOCUMENT HISTORY
Approval Revision Effective
Date Date
04/25/2018 Initial policy 04/25/2018
07/25/2019 Annual review; no criteria changes. 07/25/2019
06/03/2020 Combine with policy 1324.00 Category Il codes. 07/01/2020
04/07/2021 Annual review; no criteria changes. 07/01/2021
04/06/2022 Annual review; no criteria changes. 05/01/2022
04/12/2023 Separate experimental and investigational procedures 07/01/2023
into two categories; add description of how
investigational treatments may be included in the
program.
04/03/2024 Added compassionate use exception for medical 07/01/2024
review.
04/09/2025 Update definitions of experimental and investigational 06/01/2025
services with FDA categories.
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