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Document Information

LCD ID
L33252

LCD Title
Psychiatric Diagnostic Evaluation and Psychotherapy Services

Proposed LCD in Comment Period
N/A

Source Proposed LCD
N/A

Original Effective Date
For services performed on or after 10/01/2015

Revision Effective Date
For services performed on or after 07/01/2020

Revision Ending Date
N/A

Retirement Date
N/A

Notice Period Start Date
N/A

Notice Period End Date
N/A

CPT codes, descriptions, and other data only are copyright 2024 American Medical Association. All Rights Reserved.
Applicable FARS/HHSARS apply.

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.

Current Dental Terminology © 2024 American Dental Association. All rights reserved.

Copyright © 2025, the American Hospital Association, Chicago, lllinois. Reproduced with permission. No portion of the
AHA copyrighted materials contained within this publication may be copied without the express written consent of the
AHA. AHA copyrighted materials including the UB-04 codes and descriptions may not be removed, copied, or utilized
within any software, product, service, solution, or derivative work without the written consent of the AHA. If an entity
wishes to utilize any AHA materials, please contact the AHA at 312-893-6816.

Making copies or utilizing the content of the UB-04 Manual, including the codes and/or descriptions, for internal purposes,
resale and/or to be used in any product or publication; creating any modified or derivative work of the UB-04 Manual and/or
codes and descriptions; and/or making any commercial use of UB-04 Manual or any portion thereof, including the codes





and/or descriptions, is only authorized with an express license from the American Hospital Association. The American
Hospital Association (the "AHA") has not reviewed, and is not responsible for, the completeness or accuracy of any
information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material,
or the analysis of information provided in the material. The views and/or positions presented in the material do not
necessarily represent the views of the AHA. CMS and its products and services are not endorsed by the AHA or any of its
affiliates.

CMS National Coverage Policy

This LCD supplements but does not replace, modify or supersede existing Medicare
applicable National Coverage Determinations (NCDs) or payment policy rules and
regulations for Psychiatric Diagnostic Evaluation and Psychotherapy Services. Federal
statute and subsequent Medicare regulations regarding provision and payment for medical
services are lengthy. They are not repeated in this LCD. Neither Medicare payment policy
rules nor this LCD replace, modify or supersede applicable state statutes regarding medical
practice or other health practice professions acts, definitions and/or scopes of practice. All
providers who report services for Medicare payment must fully understand and follow all
existing laws, regulations and rules for Medicare payment for Psychiatric Diagnostic
Evaluation and Psychotherapy Services and must properly submit only valid claims for them.
Please review and understand them and apply the medical necessity provisions in the policy
within the context of the manual rules. Relevant CMS manual instructions and policies may
be found in the following Internet-Only Manuals (IOMs) published on the CMS Web site.

Internet Only Manual (IOM) Citations:

CMS IOM Publication 100-01, Medicare General Information, Eligibility and Entitlement
Manual,
o Chapter 3, Section 30 Outpatient Mental Health Treatment Limitation
CMS IOM Publication 100-02, Medicare Claims Processing Manual,
o Chapter 15, Section 40.4 Definition of Physician/Practitioner, Section 60 Services
and Supplies Furnished Incident To a Physician’s/NPP’s Professional Service, and

Section 160 Clinical Psychologist Services
CMS IOM Publication 100-04, Medicare Claims Processing Manual,

o Chapter 12, Section 120 Nurse Practitioner(NP) And Clinical Nurse Specialist (CNS)
Services Payment Methodology, Section 120.2 Outpatient Mental Health Treatment
Limitation, Section 120.3 NP and CNS Billing to the A/B MAC (b), Section 160
Independent Psychologist Services, Section 170 Clinical Psychologist Services,
Section 210 Outpatient Mental Health Treatment Limitation, and Section 210.1
Application of the Limitation

CMS IOM Publication 100-08, Medicare Program Integrity Manual,

o Chapter 3, Section 3.3.2.6 Psychotherapy Notes

o Chapter 13, Section 13.5.4 Reasonable and Necessary Provision in an LCD





Social Security Act (Title XVIIl) Standard References:

« Title XVIII of the Social Security Act, Section 1862(a)(1)(A) states that no Medicare
payment shall be made for items or services which are not reasonable and necessary
for the diagnosis or treatment of iliness or injury.

« Title XVIII of the Social Security Act, Section 1862(a)(7). This section excludes routine
physical examinations.

« Title XVIII of the Social Security Act, Section 1833(e) states that no payment shall be
made to any provider for any claim that lacks the necessary information to process the
claim.

Federal Register References:

« Code of Federal Regulations (CFR), Title 45, Volume 1, Subpart E Privacy of Individually
Identifiable Health Information, Part 164.501 Definitions.

Coverage Guidance

Coverage Indications, Limitations, and/or Medical Necessity
Covered Indications

This part of the LCD has been divided into seven (7) sections addressing the following
services:

l. Psychiatric Diagnostic Evaluation and Psychiatric Diagnostic Evaluation with Medical
Services

ll. Psychotherapy

lll. Group Psychotherapy

IV. Family Psychotherapy

V. Psychoanalysis
VI. Interactive Complexity Services
VII. Psychotherapy for Crisis

Section I: Psychiatric Diagnostic Evaluation and Psychiatric Diagnostic Evaluation with
Medical Services

A. Psychiatric Diagnostic Evaluation

A psychiatric diagnostic evaluation is an integrated biopsychosocial assessment that
includes the elicitation of a complete medical history (to include past, family, and social),
psychiatric history, a complete mental status exam, establishment of a tentative diagnosis,
and an evaluation of the patient's ability and willingness to participate in the proposed
treatment plan. Information may be obtained from the patient, other physicians, other





clinicians or community providers, and/or family members or other sources. There may be
overlapping of the medical and psychiatric history depending upon the problem(s).

Although the emphasis, types of details, and style of a psychiatric evaluation differ from the
medical evaluation, the purpose is the same: to establish effective communication with
interaction of sufficient quality between provider and patient to gather accurate data in
order to formulate tentative diagnoses, determine necessity, and as appropriate, initiate an
effective and comprehensive treatment plan.

Psychiatric diagnostic evaluations will be considered medically necessary when the patient
has a psychiatric illness and /or is demonstrating emotional or behavioral symptoms
sufficient to cause inappropriate behavior patterns or maladaptive functioning in personal or
social settings, which may be suggestive of a psychiatric iliness. This examination may also
be medically necessary when baseline functioning is altered by suspected illness or
symptoms. It is appropriate for dementia, in patients who experience a sudden and rapid
change in behavior.

B. Psychiatric Diagnostic Evaluation with Medical Services
A psychiatric diagnostic evaluation with medical services is an integrated biopsychosocial

and medical assessment, including history (to include past, family, and social), psychiatric
history, a complete mental status exam, other physical examination elements as indicated,
establishment of a tentative diagnosis, and an evaluation of the patient's ability and
willingness to participate in the proposed treatment plan. The evaluation may include
communication with family members or other sources, prescription of medications, and
review and ordering of laboratory or other diagnostic studies.

Section |l: Psychotherapy

Psychotherapy is the treatment of mental illness and behavior disturbances, in which the
provider establishes a professional contact with the patient and through therapeutic
communication and techniques, attempts to alleviate the emotional disturbances, reverse or
change maladaptive patterns of behavior, facilitate coping mechanisms and/or encourage
personality growth and development.

Insight oriented, behavior modifying, and/or supportive psychotherapy refers to the
development of insight or affective understanding, the use of behavior modification
techniques, the use of supportive interactions, and the use of cognitive discussion of reality,
or any combination of the above to provide therapeutic change.

Psychotherapy will be considered medically necessary when the patient has a psychiatric
illness and/or is demonstrating emotional or behavioral symptoms sufficient to cause
inappropriate behavior or maladaptive functioning. Psychotherapy services must be





performed by a person licensed by the state where practicing, and whose training and
scope of practice allow that person to perform such services.

Psychotherapy must be provided as an integral part of an active treatment plan for which it
is directly related to the patient’s identified condition/diagnoses. Some patients receive
psychotherapy alone, and others receive psychotherapy along with medical evaluation and
management services. These services involve a variety of responsibilities unique to the
medical management of psychiatric patients such as medical diagnostic evaluation (i.e.
evaluation of co-morbid medical conditions, drug interactions, and physical examinations),
drug management when indicated, physician orders, interpretation of laboratory or other
diagnostic studies and observations. The patient should be amenable to allowing insight-
oriented therapy such as behavioral modification techniques, interpersonal psychotherapy
techniques, supportive therapy, and cognitive/behavioral techniques to be effective.

Some psychiatric patients receive a medical evaluation and management service on the
same day as a psychotherapy service by the same physician or other qualified health care
professional. These services to be medically necessary should be significantly different and
separately identifiable.

Section lll: Group Psychotherapy

Group Psychotherapy is a form of treatment administered in a group setting with a trained
group leader in charge of several patients. Since it involves psychotherapy it must be led by
a person, authorized by state statute to perform this service. This will usually mean a
psychiatrist, clinical psychologist, licensed clinical social worker, certified nurse practitioner,
or clinical nurse specialist. The group is a carefully selected group of patients meeting for a
prescribed period of time during which common issues are presented and generally relate to
and evolve towards a therapeutic goal. Personal and group dynamics are discussed and
explored in a therapeutic setting allowing emotional outpouring, instruction, and support.
Medical diagnostic evaluation and pharmacological management may continue by a
physician when indicated. The group size should be of a size that can be considered
therapeutically successful (i.e., maximum 12 people).

Group therapy will be considered medically necessary when the patient has a psychiatric
illness and /or is demonstrating emotional or behavioral symptoms sufficient to cause
inappropriate behavior patterns or maladaptive functioning in personal or social settings.
The issues presented and explored in the group setting should evolve towards a theme or a
therapeutic goal. Group psychotherapy must be ordered by a provider as an integral part of
an active treatment plan for which it is directly related to the patient’s identified
condition/diagnosis. This treatment plan must be adhered to and should be endorsed and
monitored by the treating physician or physician of record. The specialized skills of a mental
health care professional must be required.





Section IV: Family Psychotherapy

Family Psychotherapy is a specialized therapeutic technique for treating the identified
patients’ mental illness by intervening in a family system in such a way as to modify the
family structure, dynamics, and interactions which exert influence on the patient’s emotions
and behaviors.

Family psychotherapy sessions may occur with or without the patient present. The process
of family psychotherapy helps reveal a family’s repetitious communication patterns that are
sustaining and reflecting the identified patient’s behavior. For the purposes of this policy, a
family member is any individual who spends a significant amount of the time with the
patient and provides psychological support to the patient, which may include but is not
limited to a caregiver or significant other.

Family psychotherapy will be considered medically reasonable and necessary only in
clinically appropriate circumstances and when the primary purpose of such psychotherapy
is the treatment/management of the patient’s condition. Examples are as follows:

« when there is a need to observe and correct, through psychotherapeutic techniques, the
patient’s interaction with family members; and/or

« where there is a need to assess the conflicts or impediments within the family, and
assist, through psychotherapeutic techniques, the family members in the management
of the patient.

Family psychotherapy is considered to be medically reasonable and necessary when the
patient has a psychiatric illness and/or is demonstrating emotional or behavioral symptoms
sufficient to cause inappropriate behavior or maladaptive functioning.

Section V: Psychoanalysis

Psychoanalysis is a treatment modality that uses psychoanalytic theories as the frame for
formulation and understanding of the therapy process. These theories provide a focus on
increasing self-understanding and deepening insight into emotional issues and conflicts
which underlie presenting emotional difficulties. Typically therapists make use of exploration
of unconscious thoughts and feelings which may relate to underlying emotional conflicts,
interpretation of defensive processes which obstruct emotional awareness, and
consideration of issues related to sense of self-esteem.

Psychoanalysis uses a special technique to gain insight into a patient's unconscious
motivations and conflicts using the development and resolution of a therapeutic
transference to achieve therapeutic effect. It is a different therapeutic modality than
psychotherapy.

Section VI: Interactive Complexity Services






Interactive complexity refers to specific communication factors that complicate the delivery
of a psychiatric procedure. Common factors include more difficult communication with
discordant or emotional family members and engagement of young and verbally
undeveloped or impaired patients.

The interactive complexity techniques are utilized primarily to evaluate children and/or
adults who do not have the ability to interact through ordinary verbal communication. In the
aforementioned instances, it involves the use of physical aids and nonverbal communication
to overcome barriers to the therapeutic interaction between the clinician and the patient
who has not yet developed or has lost either the expressive language communication skills
to explain his/her symptoms and response to treatment or the receptive communication
skills to understand the clinician if he/she were to use ordinary adult language for
communication. An interactive technique may include the use of inanimate objects such as
toys and dolls for a child, physical aids, and non-verbal communication to overcome barriers
to therapeutic interaction, or an interpreter for a person who is deaf or in situations where
the patient does not speak the same language as the provider of care.

Section VII: Psychotherapy for Crisis

Psychotherapy for crisis is an urgent assessment and history of a crisis state, a mental
status exam, and a disposition. The treatment includes psychotherapy, mobilization of
resources to defuse the crisis and restore safety, and implementation of psychotherapeutic
interventions to minimize the potential for psychological trauma. The presenting problem is
typically life threatening or complex and requires immediate attention to a patient with high
distress.

Limitations

1.The psychiatric diagnostic evaluation is not considered to be medically reasonable and
necessary:

« when itis rendered to a patient who has a medical/neurological condition such as
dementia, delirium, or other psychiatric conditions, which have produced a severe
enough cognitive defect to prevent effective communication and the ability to assess
the patient; or

« when the patient has a previously established diagnosis of a neurological condition or
dementia and is not amenable to the evaluation and therapy, unless there has been an
acute and/or marked mental status change, a request for second opinion, or diagnostic
clarification is necessary to rule out additional psychiatric or neurological processes,
which may be treatable

2. For psychiatric diagnostic evaluation with medical services, routine performance of
additional psychiatric diagnostic evaluation of patients with chronic conditions is not





considered medically necessary. A psychiatric diagnostic evaluation can be conducted once,
at the onset of an illness or suspected illness. The same provider may repeat it for the same
patient if an extended hiatus in treatment occurs, if the patient requires admission to an
inpatient status for a psychiatric iliness, or for a significant change in mental status requiring
further assessment. An extended hiatus is generally defined as approximately 6 months
from the last time the patient was seen or treated for their psychiatric condition. A
psychiatric diagnostic evaluation may also be utilized again if the patient has a previously
established neurological disorder or dementia and there has been an acute and/or marked
mental status change, or a second opinion or diagnostic clarification is necessary to rule out
additional psychiatric or neurological processes, which may be treatable.

3. The medical record for psychiatric diagnostic evaluation with or without medical
assessment should indicate the presence of a psychiatric illness and/or the demonstration of
emotional or behavioral symptoms which may be suggestive of a psychiatric illness or are
sufficient to significantly alter baseline functioning. The diagnostic evaluation should
include:

« The reason for the evaluation/patient’s chief complaint

« A referral source (if applicable)

 History of present illness, including length of existence of
problems/symptoms/conditions

« Past history (psychiatric)

« Significant medical history and current medications

 Social history

« Family history

« Mental status exam

« Strengths/liabilities

« Multi-axis diagnosis or diagnostic impression list-including problem list

« Treatment plan (including methods of therapy, anticipated length of treatment to the
extent possible, and a description of the planned measurable and objective goals
related to expected changes in behavior or thought processes)

In circumstances where other informants (family or other sources) are interviewed in lieu of
the patient, documentation must include the elements outlined previously, as well as the
specific reason(s) for not evaluating the patient. Any notations where family members
provided patient history should be included. This should be a rare occurrence.

4. Any time that an interactive complexity service is reported, the medical record must
clearly support the rationale for this approach. Otherwise stated, there must be an
explanation of what specific communication factors complicated the delivery of a psychiatric
procedure. The medical record must indicate that the person being evaluated has one of the
following communication factors present during the visit:





« The need to manage maladaptive communication among participants (related to, e.g.,
high anxiety, high reactivity, repeated questions, or disagreement) that complicates
delivery of care.

« Caregiver emotions or behaviors that interfere with implementation of the treatment
plan.

« Evidence or disclosure of a sentinel event and mandated report to a third party (e.g.,
abuse or neglect with report to state agency) with initiation of discussion of the sentinel
event and/or report with patient and other visit participants.

« Use of play equipment, physical devices, interpreter, or translator to overcome barriers
to diagnostic or therapeutic interaction with a patient who is not fluent in the same
language or who has not developed or has lost expressive or receptive language skills
to use or understand typical language.

Additionally, the medical record must include adaptations utilized in the session to overcome
the difficulty in communication and the rationale for employing these techniques justifying
the interactive complexity of the service. The medical record must include treatment
recommendations.

5. Psychotherapy/psychoanalysis services are not considered to be medically reasonable
and necessary when they are rendered to a patient who has a medical/neurological
condition such as dementia, delirium or other psychiatric conditions, which have produced a
severe enough cognitive deficit to prevent effective communication with interaction of
sufficient quality to allow insight oriented therapy (i.e. behavioral modification techniques,
interpersonal psychotherapy techniques, supportive therapy or cognitive/behavioral
techniques). In these cases, evaluation and management or pharmacological codes should
be used.

6. Psychoanalysis is generally considered unsuitable for psychoses.

7. It is expected that the treatment plan for a patient receiving outpatient psychotherapy or
psychoanalysis services, (i.e., measurable and objective treatment goals, descriptive
documentation of therapeutic intervention, frequency of sessions, and estimated duration of
treatment) will be updated on a periodic basis, generally at least every three months.

8. Psychotherapy services are not considered to be medically reasonable and necessary
when they primarily include the teaching of grooming skills, monitoring activities of daily
living, recreational therapy (dance, art play), or social interaction.

9. Group psychotherapy services are not considered to be medically reasonable and
necessary when they are rendered to a patient who has a medical/neurological condition
such as dementia, delirium, or other psychiatric conditions, which have produced a severe
enough cognitive deficit to prevent effective communication including interaction of
sufficient quality with the therapist and members of the group. Other services such as music





therapy, socialization, recreational activities/recreational therapy, art classes/art therapy,
excursions, sensory stimulation, eating together, cognitive stimulation, or motion therapy are
not considered to be medically reasonable and necessary.

10. In certain types of medical conditions, such as the unconscious or comatose patient,
family psychotherapy would not be medically reasonable or necessary.

11. The documentation for psychoanalysis or psychotherapy services including group and
family psychotherapy should include on a periodic basis the patient’s capacity to participate
and benefit from psychotherapy/psychoanalysis. Such periodic documentation should
include the estimated duration of treatment in terms of number of sessions required and the
target symptoms, measurable and objective goals of therapy related to changes in behavior,
thought processes and/or medications, methods of monitoring outcome, and why the chosen
therapy is an appropriate modality either in lieu of or in addition to another form of
psychiatric treatment. For an acute problem, there should be documentation that the
treatment is expected to improve the mental health status or function of the patient. For
chronic problems, there must be documentation indicating that stabilization of mental health
status or function is expected. Documentation will reflect adjustments in the treatment plan
that reveals the dynamics of treatment.

12. If psychotherapy services are performed incident-to, all incident-to rules must be met,
and the person providing the psychotherapy service must be licensed in the state to perform
psychotherapy.

13. For psychotherapy and psychoanalysis services, the medical record documentation
maintained by the provider must indicate the medical necessity of each
psychotherapy/psychoanalysis session and include the following:

« The presence of a psychiatric illness and/or the demonstration of emotional or
behavioral symptoms sufficient to alter baseline functioning; and

« A detailed summary of the session, including descriptive documentation of therapeutic
interventions such as examples of attempted behavior modification, supportive
interaction, and discussion of reality; and

« The degree of patient participation and interaction with the therapist, the reaction of
the patient to the therapy session, documentation toward goal-oriented outcomes and
the changes or lack of changes in patient symptoms and/or behavior as a result of the
therapy session.

« The rationale for any departure from the plan or extension of therapy should be
documented in the medical record. The therapist must document patient/therapist
interaction in addition to an assessment of the patient’s problem(s).

« Additionally, for psychoanalysis, the medical record must document the indications for
psychoanalysis, description of the transference, and that psychoanalytic techniques





were used. The physician using this technique must be trained and credentialed in its
use. CNS’s and NP’s are not eligible for payment for psychoanalysis.

The medical record documentation for psychotherapy must be clear and concise.
Statements such as "supportive psychotherapy given" are not adequate. A clear and
detailed description of what the psychotherapy entailed and how it is addressing the
presenting problem of the patient should be evident.

14. For family psychotherapy services (with or without the patient present), the medical
record documentation maintained by the provider must indicate the medical necessity of
each family psychotherapy session and include the following:

« The presence of a psychiatric illness and/or the demonstration of emotional or
behavioral symptoms sufficient to alter baseline functioning; and

« The summary of themes addressed in the family psychotherapy session, including
descriptive documentation of therapeutic interventions such as examples of attempted
behavior modification, supportive interaction, and discussion of reality; and

« The degree of patient participation and interaction with the family members and leader,
the reaction of the patient to the group, the group's reaction to the patient and the
changes or lack of changes in patient symptoms and/or behavior as a result of the
family psychotherapy session.

« Family psychotherapy must be ordered by a provider as an integral part of an active
treatment plan for which it is directly related to the patient’s identified
condition/diagnosis.

« Family psychotherapy must be conducted face to face by physicians (MD/DO),
psychologists, or other mental health professionals licensed or authorized by state
statutes and considered eligible for reimbursement.

15. It is the provider’s responsibility not to submit privileged information. This information
should be kept apart from the clinical note in a separate section of the patient’s medical
record. Please refer to the Health Insurance Portability and Accountability Act (HIPPA)
Privacy Rule and 45 CFR Section 164.501 for additional guidance regarding privileged
information.

16. Patient progress may be small or not be measurable at each visit. However, a trend
should be measurable presenting signs of progression or regression in changes relating to
behavior, thought processes, or medication management. When services are performed in
excess of established parameters, they may be subject to review for medical necessity.

17. There must be a reasonable expectation of improvement in the patient’s disorder or
condition, demonstrated by an improved level of functioning or maintenance of level of
functioning where decline would otherwise be expected in the case of a disabling mental
illness or condition or chronic mental disorder. When a patient reaches a point in his/her





treatment where further improvement does not appear to be indicated and there is no
reasonable expectation of improvement, the psychological services are no longer considered
reasonable or medically necessary. The documentation must support that the patient’s
mental stability cannot be maintained without further psychotherapy treatment. The
duration of a course of psychotherapy must be individualized for each patient.

18. Psychiatric and/or psychological services routinely performed to evaluate and/or treat an
adjustment disorder associated with placement in a nursing home do not constitute medical
necessity. It is not expected that every patient upon entry to a nursing home receives a
psychiatric diagnostic evaluation and/or psychotherapy services. The routine use of these
services is considered screening and is not medically reasonable and necessary for
Medicare coverage. However, some individuals enter a nursing home at a time of physical
and cognitive decline and may require these services to arrive at a diagnosis, plan of care,
and/or treatment. Decisions to perform these services to individuals who have recently
entered a nursing home need to be made judiciously, on a case-by-case basis, and the
medical record documentation must clearly support the medical necessity for the
performance of these services.

19. The patient must have the capacity to actively participate in all therapies prescribed,
except for family therapy without the patient present.

20. Physicians/NPP’s with a high utilization of these services per patient compared to their
peers may be subject to review for medical necessity.

As published in the CMS IOM Publication 100-08, Medicare Program Integrity Manual,
Chapter 13, Section 13.5.4, an item or service may be covered by a contractor LCD if it is
reasonable and necessary under the Social Security Act Section 1862 (a)(1)(A). Contractors
shall determine and describe the circumstances under which the item or service is
considered reasonable and necessary.

Summary of Evidence
N/A

Analysis of Evidence (Rationale for Determination)
N/A

General Information

Associated Information
Documentation Requirements





Please refer to the Local Coverage Article: Billing and Coding: Psychiatric Diagnostic
Evaluation and Psychotherapy Services (A57520) for documentation requirements that
apply to the reasonable and necessary provisions outlined in this LCD.

Utilization Guidelines

Please refer to the Local Coverage Article: Billing and Coding: Psychiatric Diagnostic
Evaluation and Psychotherapy Services (A57520) for utilization guidelines that apply to the
reasonable and necessary provisions outlined in this LCD.

Sources of Information
First Coast Service Options, Inc. Reference LCD number - L33128

CPT Changes 2013: An Insider’s View, pages 232-244.
CPT 2013, Professional Edition, pages 483-487.
CPT 2014, Professional Edition, pages 527-530.
HCPCS Level Il 2013 Book, Professional Edition

LCDs and policies from other Medicare contractors
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Revision
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Revision History Explanation

Reasons for Change

07/01/2020

R10

Revision Number: 7
Publication: June 2020
Connection

LCR A/B2020-043

Explanation of Revision:
Based on a CMS directive,
the LCD was revised to
remove language in the
“Limitations” section
regarding multiple family
group psychotherapy. The
effective date of this revision
is based on date of service.

o Other (Revision
based on CMS
directive)

01/08/2019

R9

Revision Number : 6
Publication: October 2019
Connection

LCR A/B2019-069

Explanation of Revision:
Based on Change Request
(CR) 10901, the LCD was
revised to remove all billing
and coding and all language
not related to reasonable
and necessary provisions
(“Bill Type Codes,” “Revenue

Codes,” “CPT/HCPCS Codes,”

“ICD-10 Codes that Support
Medical Necessity,”
“Documentation

« Other (Revision
based on CR 10901)





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

Requirements” and
“Utilization Guidelines”
sections of the LCD) and
place them into a newly
created billing and coding
article. During the process of
moving the ICD-10-CM
diagnosis codes to the billing
and coding article, the ICD-
10-CM diagnosis code
ranges were broken out and
listed individually. In
addition, the Social Security
Act, Code of Federal
Regulations, and IOM
reference sections were
updated. The effective date
of this revision is for claims
processed on or after
January 08, 2019, for dates
of service on or after October
03, 2018.

At this time 21st Century
Cures Act will apply to new
and revised LCDs that
restrict coverage which
requires comment and
notice. This revision is not a
restriction to the coverage
determination and therefore
not all the fields included on
the LCD are applicable as
noted in this LCD.






Revision Revision

History History

Date Number Revision History Explanation Reasons for Change
10/01/2018 R8 Revision Number: 5 « Revisions Due To

Publication: September 2018
Connection
LCR A/B2018-074

Explanation of Revision:
Based on CR 10847 (Annual
2019 ICD-10-CM Update),
the LCD was revised. Added
ICD-10-CM diagnosis codes
F12.93 and F53.0-F53.1.
Deleted ICD-10-CM
diagnosis code F53. In
addition, the LCD was
revised to indicate that
diagnosis codes were added
and descriptors revised
within existing diagnosis
code ranges. The effective
date of this revision is based
on date of service.

10/01/2018: At this time 21st
Century Cures Act will apply
to new and revised LCDs
that restrict coverage which
requires comment and
notice. This revision is not a
restriction to the coverage
determination and therefore
not all the fields included on
the LCD are applicable as
noted in this LCD.

ICD-10-CM Code
Changes






Revision
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Revision
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Revision History Explanation

Reasons for Change

10/01/2017

R7

Revision Number: 4

Publication: September 2017
Connection

LCR A/B2017-038

Explanation of Revision:
Based on CR 10153 (Annual
2018 ICD-10-CM Update)
the LCD was revised.
Descriptor revised for ICD-

10-CM diagnosis code F41.0.

Added ICD-10-CM diagnosis
code F12.11. The effective
date of this revision is based
on date of service.

10/01/2017: At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment and
notice. This revision is not a
restriction to the coverage
determination and therefore
not all the fields included on
the LCD are applicable as
noted in this policy.

« Revisions Due To
ICD-10-CM Code
Changes

01/01/2017

R6

Revision Number: 3
Publication: December 2016
Connection LCR A/B2017-
001

» Revisions Due To
CPT/HCPCS Code
Changes





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

Explanation of Revision:
Annual 2017 HCPCS
Update. Descriptors revised
for CPT codes 90832, 90833,
90834, 90836, 90837,
90838, 90846, and 90847.
Additionally, this LCD was
revised in the “Indications
and Limitations of Coverage
and/or Medical Necessity”
and “Documentation
Guidelines” sections to
reflect descriptor changes for
the following CPT/HCPCS
codes: 90832-90838. The
effective date of this revision
is based on date of service.

10/01/2016

R5

Revision Number: 2
Publication: October 2016
Connection

LCR A/B2016-097

Explanation of Revision:
Based on CR 9677 (Annual
2017 ICD-10-CM Update)
the LCD was revised.
Revised ICD-10-CM
diagnosis code range F32.0-
F32.8 to read F32.0-F32.89,
F34.0-F34.8 to read F34.0-
F34.89, F42-F43.8 to read
F42.2-F43.8, and F50.00-
F50.8 to read F50.00-
F50.89. Deleted diagnosis

« Revisions Due To
ICD-10-CM Code
Changes





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

codes F32.8, F34.8, F42.2,
and F50.8. The effective date
of this revision is based on
date of service.

06/28/2016

R4

Revision Number: 1
Publication: N/A
LCR A/B2016-074

Explanation of Revision: This
LCD was revised based on a
recommendation from the
provider community to add
ICD-10-CM diagnosis code
Z01.818 to the “ICD-10
Codes that Support Medical
Necessity” sections of the
LCD. The effective date of
this revision is for claims
processed on or after
6/28/2016.

« Request for
Coverage by a
Practitioner (Part B)

« Request for
Coverage by a
Provider (Part A)

10/01/2015

R3

08/11/2015 - - The language
and/or ICD-10-CM
diagnoses were updated to
be consistent with the
current ICD-9-CM LCD’s
language and coding.

o Provider
Education/Guidance

10/01/2015

R2

3/13/2015: The language
and/or ICD-10-CM
diagnoses were updated to
be consistent with the

» Revisions Due To
CPT/HCPCS Code
Changes





Revision Revision

History History

Date Number Revision History Explanation Reasons for Change
current ICD-9-CM LCD'’s
language and coding.

10/01/2015 R1 05/29/2014 - The language « Provider
and/or ICD-10-CM Education/Guidance
diagnoses were updated to « Revisions Due To
be consistent with current ICD-10-CM Code
LCD language and ICD-9- Changes
CM coding.

Associated Documents
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N/A

Related Local Coverage Documents

Articles

A57520 - Billing and Coding: Psychiatric Diagnostic Evaluation and Psychotherapy Services
=

A58257 - Psychiatric diagnostic evaluation and psychotherapy services - revision to the
Part A and Part B LCD (MCD Archive Site) &

Related National Coverage Documents
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N/A
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Issue

Issue Description
This LCD outlines limited coverage for this service with specific details under Coverage
Indications, Limitations and/or Medical Necessity.

CMS National Coverage Policy

Language quoted from Centers for Medicare and Medicaid Services (CMS), National
Coverage Determinations (NCDs) and coverage provisions in interpretive manuals is
italicized throughout the policy. NCDs and coverage provisions in interpretive manuals are
not subject to the Local Coverage Determination (LCD) Review Process (42 CFR 405.860[b]
and 42 CFR 426 [Subpart D]). In addition, an administrative law judge may not review an
NCD. See Section 1869(f)(1)(A)(i) of the Social Security Act.

Unless otherwise specified, italicized text represents quotation from one or more of the
following CMS sources:

Title XVIII of the Social Security Act (SSA):

Section 1862(a)(1)(A) of Title XVIIl of the Social Security Act excludes expenses incurred for
items or services which are not reasonable and necessary for the diagnosis or treatment of
illness or injury or to improve the functioning of a malformed body member.

Sections 1861 (ff) and 1832 (a)of Title XVIII of the Social Security Act define the partial
hospitalization benefit and provide for coverage of partial hospitalization in a hospital or
CMHC setting. Section 1861 (ff) also provides coverage of partial hospitalization in a Critical
Access Hospital (CAH) outpatient setting.

Section 1861 (s)(2)(B) of Title XVIII of the Social Security Act references partial
hospitalization in a hospital outpatient setting.

Section 1835(a) of Title XVIII of the Social Security Act references physician certification.

Section 1833(e) of Title XVIII of the Social Security Act requires services to be documented in
order for payment to be made.

Code of Federal Regulations:






42 CFR Section 410.43 describes conditions and exclusions from partial hospitalization
services.

42 CFR Section 424.24 lists requirements for certification of partial hospitalization services.

Federal Register:

Federal Register, Vol. 59, No. 29, February 11, 1994, pages. 6570-6579 is the Partial
Hospitalization Services in Community Mental Health Centers Interim Final Rule.

CMS Publications:

CMS Publication 100-02, Medicare Benefit Policy Manual, Chapter 2:

30.2.2 Active Treatment in Psychiatric Hospitals

30.2.2.1 Principles for Evaluating a Period of Active Treatment

30.2.3 Services Supervised and Evaluated by a Physician

30.3.1 Individualized Treatment or Diagnostic Plan

30.3.2 Services Expected to Improve the Condition or for Purpose of Diagnosis
CMS Publication 100-02, Medicare Benefit Policy Manual, Chapter 6:

70 Outpatient Hospital Psychiatric Services

70.3 Partial Hospitalization Services

CMS Publication 100-03, Medicare National Coverage Determinations Manual (MNCDM,),
Chapter 1:

70.1 Consultations With a Beneficiary's Family and Associates
160.25 Multiple Electroconvulsive Therapy (MECT) (Transmittal 10, April 6, 2004)
170.1 Institutional and Home Care Patient Education Programs
CMS Publication 100-04, Medlicare Claims Processing Manual, Chapter 4:
260 Outpatient Partial Hospitalization Services

260.1 Hospital Outpatient Partial Hospitalization Services Billing Requirements





260.1.1 Bill Review for Partial Hospitalization Services Provided in Community Mental
Health Centers (CMHC)

260.2 Professional Services Related to Partial Hospitalization

260.3 Outpatient Mental Health Treatment Limitations for Partial Hospitalization
Services

260.4 Reporting Service Units for Partial Hospitalization
260.5 Line Item Date of Service Reporting for Partial Hospitalization
260.6 Payment for Partial Hospitalization Services

CMS Publication 100-04, Medicare Claims Processing Manual, Chapter 12:
150 Clinical Social Worker (CSW) Services
160 Independent Psychologist Services

160.1 Payment [for testing services performed by psychologists other than clinical
psychologists]

CMS Publication 100-02, Medicare Benefit Policy Manual and CMS Publication 100-04,
Medlicare Claims Processing Manual, Change Request #6320, January 1, 2009, January
2009 Update of the Hospital Outpatient Prospective Payment System (OPPS).

CMS Publication 100-20, One-Time Notification Manual, Transmittal No. 98, Change
Request #3343, July 23, 2004, revises Change Request #3194 by changing the effective
date for the discontinuation of revenue code 0910 to dates of service on or after October 16,
2003.

CMS Publication 100-04, Medicare Claims Processing Manual, Chapter 4, Section 260.1,
Transmittal No. 167, Change Request #3194, April 30, 2004, provides instructions for
discontinued use of revenue code 0910 effective 10/01/2004.

CMS [then HCFA] Ruling 97-1, February 1, 1997, defines Medicare policy for limitation of
liability for PHP services for which Medicare payment is denied.

Coverage Guidance

Coverage Indications, Limitations, and/or Medical Necessity
Abstract:





Psychiatric partial hospitalization is a distinct and organized intensive psychiatric outpatient
treatment of less than 24 hours of daily care, designed to provide patients with profound or
disabling mental health conditions an individualized, coordinated, intensive, comprehensive,
and multidisciplinary treatment program not provided in a regular outpatient setting. Partial
hospitalization services are furnished by a hospital or community mental health center
(CMHC) to patients with acute mental illness in order to avoid inpatient care through this
type of ambulatory care. The Medicare psychiatric partial hospitalization benefit was
established and is intended to furnish services in lieu of inpatient psychiatric care. Partial
Hospitalization requires admission and certification of need by a psychiatrist or physician
(MD/DO) trained in the diagnosis and treatment of psychiatric iliness. Partial hospitalization
programs (PHPs) differ from inpatient hospitalization in the lack of 24-hour observation, and
outpatient management in day programs in 1) the intensity of the treatment programs and
frequency of participation by the patient and 2) the comprehensive structured program of
services provided that are specified in an individualized treatment plan, formulated by a
physician and the multidisciplinary team, with the patient’s involvement.

Indications:

Patients admitted to a partial hospitalization program must be under the care of a physician
who is knowledgeable about the patient and certifies the need for partial hospitalization.
The patient or legal guardian must provide written informed consent for partial
hospitalization treatment. The patient must require comprehensive, multimodal treatment
requiring medical supervision and coordination because of a mental disorder which severely
interferes with multiple areas of daily life, including social, vocational, and/or educational
functioning. Such dysfunction must be of an acute nature and not a chronic circumstance.

Patients eligible for Medicare coverage of a partial hospitalization program comprise two
groups: those patients who are discharged from an inpatient hospital treatment program,
and the partial hospitalization program is in lieu of continued inpatient treatment; or those
patients who, in the absence of partial hospitalization, would require inpatient
hospitalization. There must be a reasonable expectation of improvement in the patient's
disorder and level of functioning as a result of the active treatment provided by the partial
hospitalization program. Active treatment directly addresses the presenting problems
requiring admission to the partial hospitalization program. Active treatment consists of
clinically recognized therapeutic interventions including individual, group, and family
psychotherapies, occupational, activity, and psycho-educational groups pertinent to the
patient's illness. Medical and psychiatric diagnostic evaluation and medication management
are also integral to active treatment. The patient must have the capacity for active
participation in all phases of the multidisciplinary and multimodal program. If a substance
abuse disorder is also present, the program must be prepared to appropriately treat the co-
morbid substance abuse disorder (dual diagnosis patients). A program comprised primarily





of activity, social, or recreational therapy does not constitute a partial hospitalization
program. Psychosocial programs which provide only a structured environment, socialization,
and/or vocational rehabilitation are not covered by Medicare.

Admission Criteria (Intensity of Service)

In general, patients should be treated in the least intensive and restrictive setting which
meets the needs of their illness. Patients admitted to a partial hospitalization program do
not require the 24-hour-per-day level of care provided in an inpatient setting, and must have
an adequate support system to sustain/maintain themselves outside the partial
hospitalization program and must not be a danger to themselves or others.

At the same time, a partial hospitalization program level of care must be necessary to
prevent inpatient hospitalization, and there must be evidence of failure at or inability to
benefit from a less intensive outpatient program.

The acute psychiatric condition being treated by a partial hospitalization program must
require active treatment, including a combination of services such as intensive nursing and
medical intervention, psychotherapy, occupational and activity therapy. Patients must
require partial hospitalization program services at levels of intensity and frequency
comparable to patients in an inpatient setting for similar psychiatric ilinesses.

Admission Criteria (Severity of lliness):

Patients admitted to a partial hospitalization program generally must have an acute onset
or decompensation of a covered Axis | mental disorder, as defined by the Diagnostic and
Statistical Manual of Mental Disorders, Fourth Edition (DSM-IV-TR™) published by the
American Psychiatric Association (2000) (see the "ICD-10-CM Codes That Support Medical
Necessity" section) which severely interferes with multiple areas of daily life. The degree of
impairment will be severe enough to require a multidisciplinary structured program, but not
so severe that patients are incapable of participating in and benefiting from an active
treatment program, and able to be maintained outside the program. For patients who do not
meet this degree of severity of illness, and for whom partial hospitalization services are not
necessary, professional services billed to Medicare Part B (e.g., services of psychiatrists and
psychologists) may be medically necessary, even though partial hospitalization services are
not.

Patients admitted for treatment to a partial hospitalization program will not be in
immediate/imminent danger to self, others, or property, but there may be a recent history of
self-mutilation, serious risk taking, or other self-endangering behavior.

Discharge Criteria (Intensity of Service):
Patients in partial hospitalization programs may be discharged by either stepping up to an





inpatient level of care, or stepping down to a less intensive level of outpatient care. Inpatient
admission would be required for patients needing 24-hour supervision because of
probability for self-harm, harm to others, or inability to care for self outside the hospital.
Stepping down to a less intensive level of service than partial hospitalization would be
considered when patients no longer require a multidisciplinary and multimodal program as
described above. These patients would become outpatients and individual mental health
services could then be billed by appropriate providers. Although partial hospitalization
programs may have program availability of 20 hours or more per week, and patients upon
entering a partial hospitalization program generally would require this higher level of
participation, three hours per day at four days per week would be the minimum level of
active treatment at which it would be reasonable and necessary for a patient to participate
in a partial hospitalization program must require a minimum of 20 hours per week of
therapeutic services, as evidenced by their plan of care.* Although there may be occasions
of unavoidable absences to a day of PHP participation, patient participation in the program
four days per week, with a total of 20 hours per week of program services as specified in the
plan of care, is the minimum level of active treatment at which it would be reasonable and
necessary for a patient to participate in a partial hospitalization program. Absences from
the partial hospitalization program and their cause must be documented in the medical
record.

*CR 6320

Discharge Criteria (Severity of lllness):

Patients whose clinical condition improves or stabilizes and who cannot benefit from or do
not still require the intensive, multimodal treatment available in a partial hospitalization
program should be stepped down to outpatient care. Patients unwilling or unable to
participate in a partial hospitalization program would also be appropriate for discharge.

Covered Services:

« Medically necessary diagnostic services related to mental illness.

« Individual or group psychotherapy with physicians, psychologists, or other mental
health professionals authorized or licensed by the state in which they practice (e.g.
licensed clinical social worker, certified alcohol and drug counselor). Group therapy size
should be limited to ten or fewer individuals participating.

« Occupational therapy requiring the skills of a qualified occupational therapist.
Occupational therapy, if required, must be a component of the physician's treatment
plan for the individual. While occupational therapy may include prevocational and
vocational assessment and training, when the services are related primarily to specific
employment opportunities, work skills, or work settings, they are not covered.





« Services of other staff (social workers, psychiatric nurses, and others) trained to work
with psychiatric patients. Individual, family and group psychotherapy must be
performed by individuals authorized or licensed by the state in which they practice to
provide these services. With the exception of hospitals receiving payments under
Graduate Medical Education (GME) program, Medicare does not pay for the professional
services of individuals who are in training and have not yet obtained licensure.

« Drugs and biologicals that cannot be self-administered and are furnished for
therapeutic purposes (subject to the limitations specified in 42 CFR 410.29). For
example, oral medications that can be self-administered are not covered. Note:
medication must be safe and effective, and approved by the Food and Drug
Administration. It cannot be experimental or administered under an investigational
protocol.

« Individualized activity therapies that are individualized to the patient's goals and not
primarily recreational or diversionary. These activities must be individualized and
essential for the treatment of the patient's diagnosed condition and for progress toward
treatment goals. The physician's treatment plan must clearly justify the need for each
particular activity therapy modality utilized, and define its role in the treatment of the
patient's illness and functional deficits. Providers should not bill activity therapies as
individual or group psychotherapy services.

« Family counseling services for which the primary purpose is the treatment of the
patient's condition. Such services include the need to observe the patient's interaction
with the family for diagnostic purposes, or to assess the capability of and assist the
family members in aiding in the management of the patient. Counseling the family to
aid in the management of the patient may include attempts to modify the behavior of
the family members. This may be covered if such services are related to the treatment of
the patient's condition (CMS Publication 100-03, Medicare National Coverage
Determinations Manual, Chapter 1, Section 70.1).

« Patient training and education, to the extent the training and educational activities are
closely and clearly related to the individual's care and treatment of their diagnosed
psychiatric condition (CMS Publication 100-03, Medicare National Coverage
Determinations Manual, Chapter 1, Section 170.1).

Limitations:

The following services do not represent reasonable and necessary partial hospitalization
services and coverage is excluded under Section 1862 (a)(1)(A) of the Social Security Act:

« day care programs, which provide primarily social, recreational, or diversional activities,
custodial or respite care;

« programs attempting to maintain psychiatric wellness, e.g. day care programs for the
chronically mentally ill;





« treatment of chronic conditions without acute exacerbation;

« services to a skilled nursing facility resident that should be expected to be provided by
the nursing facility staff;

« vocational training.

The following services are excluded from the scope of partial hospitalization services
defined in Section 1861(ff) of the Social Security Act:

« services to hospital inpatients;

« meals, self-administered medications, transportation;

« professional physician services, physician assistant services, and clinical psychologist
services.

It is not reasonable and necessary to provide partial hospitalization services to the following
types of patients and coverage is excluded under Section 1862(a)(1)(A) of the Social
Security Act:

« patients who cannot or refuse to participate (due to their behavioral, cognitive, or
emotional status, e.g. individuals with persistent substance abuse, moderate to severe
mental retardation or organic brain syndrome) with active treatment of their mental
disorder, or who cannot tolerate the intensity of a partial hospitalization program;

« patients who require 24-hour supervision because of the severity of their mental
disorder or their safety or security risk;

« patients who require primarily social, custodial, recreational, or respite care;

« patients with multiple absences or who are persistently non-compliant;

« patients whose plan of care does not support the need for active treatment a total of 20
hours per week of program services;

« patients who have met the criteria for discharge from the partial hospitalization
program, or who require inpatient hospitalization.

General Comments:

Sites of Service:

Partial hospitalization services may be covered under Medicare when they are provided in a
hospital outpatient department or a Medicare-certified Community Mental Health Center
(CMHC). Partial hospitalization services rendered within a hospital outpatient department
are considered "incident to" a physician's (MD/DO) services and require physician
supervision. The physician supervision requirement is presumed to be met when services
are performed on hospital premises (i.e., certified as part of the hospital). If a hospital
outpatient department operates a partial hospitalization program offsite, the services must
be rendered under the direct supervision of a physician (MD/DO). Partial hospitalization
services provided in a CMHC require general supervision by a physician (MD/DO). This





means that a physician must be at least available by telephone but is not required to be on
the premises of the CMHC at all times. CMHCs must meet applicable certification or
licensure requirements of the state in which they operate and additionally be certified by
Medicare. A CMHC is a Medicare provider of services only with respect to the furnishing of
partial hospitalization services under Sec. 1866(e)(2) of the Act. CMS's definition of a CMHC
is based on Sec. 1916(c)(4) of the Public Health Service (PHS) Act. The PHS definition of a
CMHC is cross- referenced in Section 1861(ff) of the Act.

Professional Services Related to Psychiatric Partial Hospitalization:

Note: The following billing requirements also apply to CMHC providers. (See CMS
Publication 100-04, Medicare Claims Processing Manual, Chapter 4, Section 260.1 [B].)

The professional services listed below when provided in all hospital outpatient departments
are separately covered and paid as the professional services of physicians and other
practitioners. These professional services are unbundled and these practitioners (other than
physician assistants [PA]) bill the Medicare Part B carrier directly for the professional
services furnished to hospital outpatient partial hospitalization patients. The hospital can
also serve as a billing agent for these professionals by billing the Part B carrier on their
behalf under their billing number for their professional services. The professional services of
a PA can be billed to the carrier only by the PA's employer. The following direct professional
services are unbundled and not paid as partial hospitalization services:

« Physician services that meet the criteria of 42 CFR 415.102, for payment on a fee

schedule basis;

« Nurse practitioner and clinical nurse specialist services, as defined in §1861(s)(2) (K) (ii)
of the Act; and

« Clinical psychologist services as defined in §1861(ii). of the Act.

The services of other practitioners (including clinical social workers and occupational
therapists), are bundled when furnished to hospital patients, including partial hospitalization
patients. The hospital must bill [their FI] for such nonphysician practitioner services as
partial hospitalization services. [Playment for the services [is made] to the hospital.

PA services can only be billed by the actual employer of the PA. The employer of a PA may
be such entities or individuals such as a physician, medical group, professional corporation,
hospital, SNF, or nursing facility. For example, if a physician is the employer of the PA and
the PA renders services in the hospital, the physician and not the hospital is responsible for
billing the carrier on Form CMS 1500 for the services of the PA (CMS Publication 100-04,
Medicare Claims Processing Manual, Chapter 4, Section 260.1[B]). (See Appendix for a list of
the professional services of physicians, physician assistants, nurse practitioners, psychiatric





clinical nurse specialists and clinical psychologists to partial hospitalization patients that are
billed to the carrier.)

See CMS Publication 100-04, Medicare Claims Processing Manual, Chapter 4, Section
260.1.1[C] for billing requirements for CMHCs.

Per 42 CFR 424.24 The 20 hour per week requirement is a patient eligibility requirement for
the PHP benefit, and not a weekly hours billing requirement.

Summary of Evidence
N/A

Analysis of Evidence (Rationale for Determination)
N/A

General Information

Associated Information
N/A
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This bibliography presents those sources that were obtained during the development of this
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addresses listed below.
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1996.

Gartner L, Mee-Lee D. The role and current status of patient placement criteria in the





treatment of substance abuse disorders. U.S. Department of Health and Human Services,
Public Health Service, Substance Abuse and Mental Health Services Administration, Center
For Substance Abuse Treatment. Rockville, MD. [no date]
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apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.
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03/03/2022

R14

R14

Revision Effective:
03/03/2022

Revision Explanation:
Annual Review, no changes
were made

02/23/2022: At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

o Other (Annual
Review)

03/04/2021

R13

R13

Revision Effective:
02/04/2021

Revision Explanation:
Annual Review, no changes
were made

02/24/2021: At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment

o Other (Annual
Review)
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and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

11/07/2019 R12 R12 « Other (Annual

Review)
Revision Effective: n/a

Revision Explanation:
Annual Review, no changes

02/24/2020:At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

11/07/2019 R11 R11 « Provider

Education/Guidance
Revision Effective:

11/07/2019

Revision Explanation:
Supplemental instruction
article is being retired as
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Revision
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Reasons for Change

the information in the
article is listed in the new
billing and coding article
A57053. The other
comments information has
been moved to the billing
and coding article and the
associated information
section was placed in the
billing and coding article so
this was removed from the

policy.

11/07//2019: At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

09/26/2019

R10

R10

Revision Effective:
09/26/2019 Revision
Explanation: Converted to
new policy template that
no longer includes coding
section based on CR
10901. Also, retired
Psychiatric Partial

» Revisions Due To
Code Removal
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Hospitalization Programs
A52413-Supplemental
Instructions Article.

09/20/2019:At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

01/01/2019

R9

R9

Revision Effective:
10/01/2018

Revision Explanation:
Correcting typo for effective
date for revision 8. effective
is 10/01/2018 not
10/012019. Codes

F53.0, F53.1, and F12.23
added effective
10/01/2018.

3/18/2019:At this time 21st
Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment

« Typographical Error
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and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy

01/01/2019

R8

R8

Revision Effective:
10/01/2019

Revision Explanation:
During annual ICD-10
update F53 was end date
and replaced with F53.0
and F53.1 new code F12.23
was added. These were left
off in error from the review.

3/18/2019:At this time 21st
Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

» Revisions Due To
CPT/HCPCS Code
Changes
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01/01/2019

R7

R7
Revision Effective: N/A

Revision Explanation: No
changes made, annual
review.

2/20/2019:At this time 21st
Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

o Other (Annual
Review)

01/01/2019

R6

R6

Revision Effective:
01/01/2019

Revision Explanation:
During annual HCPCS
update codes 9610196103
and 96118-96120 were
deleted and replaced with
codes 96130, 96131,
96136-96139, and 96146.

12/20/2018:At this time
21st Century Cures Act will

« Revisions Due To
CPT/HCPCS Code
Changes





Revision
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Revision
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Reasons for Change

apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination;
and, therefore not all the
fields included on the LCD
are applicable as noted in
this policy.

10/01/2016

R5

R5

Revision Effective: N/A
Revision Explanation:
Annual review no changes

made.

02/26/2018:At this time 21st
Century Cures Act will apply to
new and revised I.CDs that
restrict coverage which requires
comment and notice. This
revision is not a restriction to the
coverage determination; and,
therefore not all the fields
included on the I.CD are
applicable as noted in this policy.

« Other (Annual
Review)






Revision
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Revision
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Reasons for Change

10/01/2016

R4

R4

Revision Effective: N/A
Revision Explanation:
Annual review no changes
made.

« Other (annual
review)

10/01/2016

R3

R3

Revision Effective:
10/01/2016

Revision Explanation:
During ICD-10 annual
update F42 was deleted
and replaced F42.2, F42.3,
F42.4,F42.8, F42.9.

» Revisions Due To
ICD-10-CM Code
Changes

01/01/2016

R2

R2

Revision Effective:
01/01/2016

Revision Explanation:
Removed appendix B as
information is outdated.

« Other (Annual
review)

10/01/2015

R1

R1

Revision Effective:
10/01/2015

Revision Explanation:
Accepted revenue code
description changes.

o Other (revenue code)
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Transcranial Magnetic Stimulation (TMS) is a non-invasive treatment that uses pulsed magnetic fields
to induce an electric current in a localized region of the cerebral cortex. When used as an
antidepressant therapy, TMS produces a clinical benefit without the systemic side effects associated
with standard oral medications. Currently First Coast Service Options, Inc. (FCSO) provides coverage
for the use of TMS in patients with a confirmed diagnosis of severe major depressive disorder (MDD),
who have failed four psychopharmacologic trials. FCSO has received a reconsideration request to
expand the coverage of TMS to include moderate depression within the major depressive diagnosis,
two reconsiderations to include treatment of patients who have failed at least one trial of
psychopharmacologic agents, and a reconsideration to include treatment of patients suffering from
obsessive-compulsive disorder (OCD). After review of the evidence submitted, it has been determined
that there is insufficient evidence to support expanding TMS coverage to include moderate
depression. Therefore, coverage will continue for severe major depressive disorder as defined by the
current Diagnostic and Statistical Manual of Mental Disorders (DSM). Based on the review of
substantial evidence and in alignment with company policy, the LCD has been modified to cover
patients with at least one failed psychopharmacologic trial and/or demonstrates an intolerance to
psychopharmacologic medications. On September 29, 2021, a multi-jurisdictional Contractor
Advisory Committee (CAC) Meeting was held to discuss the evidence for TMS treatment in OCD. In
addition to the evidence presented at the CAC Meeting, the evidence submitted to FCSO with the
reconsideration requests for OCD was reviewed. Following the CAC meeting discussion and review of
the evidence it has been determined that, at this time, there is insufficient evidence to support the use
of TMS as a treatment for OCD.

CMS National Coverage Policy

This LCD supplements but does not replace, modify, or supersede existing Medicare applicable
National Coverage Determinations (NCDs) or payment policy rules and regulations for transcranial
magnetic stimulation (TMS) in adults with severe major depressive disorder. Federal statute and
subsequent Medicare regulations regarding provision and payment for medical services are lengthy.
They are not repeated in this LCD. Neither Medicare payment policy rules nor this LCD replace,
modify, or supersede applicable state statutes regarding medical practice or other health practice
professions acts, definitions and/or scopes of practice. All providers who report services for Medicare
payment must fully understand and follow all existing laws, regulations, and rules for Medicare
payment for TMS and must properly submit only valid claims for them. Please review and understand
them and apply the medical necessity provisions in the policy within the context of the manual rules.
Relevant CMS manual instructions and policies may be found in the following Internet-Only Manuals
(IOMs) published on the CMS Web site:

IOM Citations:

« CMS IOM Publication 100-02, Medicare Benefit Policy Manual,
o Chapter 15, Section 60 Services and Supplies
« CMS IOM Publication 100-08, Medicare Program Integrity Manual,
o Chapter 13, Section 13.5.4 Reasonable and Necessary Provision in an LCD





Social Security Act (Title XVIIl) Standard References:

« Title XVIII of the Social Security Act, Section 1862(a)(1)(A) states that no Medicare payment may
be made for items or services which are not reasonable and necessary for the diagnosis or
treatment of illness or injury.

« Section 1862(a)(1)(D) prohibits the payment for clinical care items and services for research and
experimentation which are not reasonable and necessary.

Code of Federal Regulations (CFR) References:

« CFR, Title 21, Volume 8, Chapter |, Subpart H, Part 882, Subpart F, Section 882.5802 Transcranial
Magnetic Stimulation System for Neurological and Psychiatric Disorders and Conditions.

o CFR, Title 21, Volume 8, Chapter |, Subpart H, Part 882, Subpart F, Section 882.5805 Repetitive
transcranial magnetic stimulation system.

Coverage Guidance

Coverage Indications, Limitations, and/or Medical Necessity
Compliance with the provisions in this LCD may be monitored and addressed through post payment
data analysis and subsequent medical review audits.

History/Background and/or General Information

Transcranial Magnetic Stimulation (TMS) is FDA approved for the treatment of depression and
obsessive-compulsive disorders.!-3 It is a non-invasive procedure that uses pulsed magnetic fields to
induce an electric current in a localized region of the cerebral cortex.*” An electromagnetic coil is
placed on the scalp inducing a focal current into the brain that temporarily modulates cerebral cortical
function. A capacitor discharge provides electrical current in an alternating on/off pulse. Based on
stimulation parameters this may be adjusted to alter the excitability of the targeted structures in
specific cortical regions.? The electromagnetic current parameters include cranial location, frequency,
strength, width, and volume dependent on the motor threshold that is individualized for each
patient.12

TMS is delivered daily in an outpatient setting without anesthesia or analgesia for up to six weeks
and there are no restrictions related to activities before or after treatment (e.g., driving, working,
operating heavy machinery).”

Definitions

Major Depressive Disorder: The diagnosis based on the definition in the current Diagnostic and
Statistical Manual of Mental Disorders (DSM). It is based on symptoms, characteristics, and
requirements that are needed in order to be diagnosed with depression.

Major Depressive Disorder — Severe: A subcategory of major depressive disorder as differentiated
within the DSM manual from mild, moderate, and severe. For example: “The number of symptoms is





substantially in excess of that required to make the diagnosis, the intensity of the symptoms is
seriously distressing and unmanageable, and the symptoms markedly interfere with social and

occupational functioning.”10

Failure of a trial of a pharmacological agent: The failure of one or more psychopharmacological
medications that are administered at both an adequate dose and adequate duration that are
consistent with the FDA label and with a duration that would elicit a favorable response.®11-13

Intolerance of a psychopharmacologic agent: Intolerable side effect(s) that are not expected to
diminish or resolve with continued administration of the medication.>1415

Motor Threshold (MT) Intensity: The minimum stimulator setting that induces an observable motor
response when applied to the patient.!

Frequency: The number of pulses delivered per second, measured in Hertz (Hz).!
Magnetic Field Strength: The measurement of voltage induced to the identified area.!
Pulse Width: The duration of time from the peak of a pulse to the peak of the next pulse.?

Stimulation Volume: The region of cortical tissue that is stimulated based on the Motor Threshold
identified for the individual patient.!

Covered Indications

TMS of the brain for severe MDD, single or recurrent episode, is considered medically reasonable and

3,5,6,16-19

necessary for up to six weeks when the following criteria are met:

1. The patient has a confirmed diagnosis of severe MDD as defined by the current DSM.
AND

2. The patient has demonstrated a failure of one or more trials of a pharmacological medication
and/or demonstrates an intolerance to psychopharmacologic medications as defined in the
definition section above.
AND

3. The order for TMS procedure is written by a psychiatrist (MD or DO), who has examined the
patient face to face and reviewed the record.?°

Limitations
The following is considered an ABSOLUTE CONTRAINDICATION:

The presence of a medically implanted magnetic-sensitive device or other implanted metal items
including, but not limited to, a cochlear implant, implanted cardiac defibrillator (ICD), pacemaker,
vagus nerve stimulator (VNS), metal aneurysm clips/coils, staples, or stents, that are located less than
or equal to 30 cm from the TMS magnetic coil. 1615

The following are considered RELATIVE CONTRAINDICATIONS:





1. The presence of a seizure disorder or any history of seizures (except those induced by
Electroconvulsive therapy [ECT] or isolated febrile seizures in infancy without subsequent
treatment or recurrence).

2. The presence of acute or chronic psychotic symptoms or disorders in the current depressive
episode.

3. The presence of any neurological conditions including epilepsy, cerebrovascular disease,
dementia, increased intracranial pressure, history of repetitive or severe head trauma, or primary
or secondary tumors in the central nervous system.

The following is considered not medically reasonable and necessary:

All other uses of TMS, including the use of TMS for OCD.”:1220-23

Provider Qualifications

Services will be considered medically reasonable and necessary when all aspects of care are within
the scope of practice of the provider’s professional licensure, when performed according to the
supervision requirements per state scope of practice laws, and when all procedures are performed by
appropriately trained providers in the appropriate setting.

Notice: Services performed for any given diagnosis must meet all the indications and limitations
stated in this LCD, the general requirements for medical necessity as stated in CMS payment policy
manuals, any and all existing CMS national coverage determinations, and all Medicare payment rules.

Summary of Evidence

This summary of evidence focuses on the use of TMS in the treatment of MDD and TMS in the
treatment of OCD and the use of TMS following one or more failed trials of pharmacological agents to
determine whether the evidence is sufficient to draw conclusions about improved health outcomes for
the Medicare population. In general, improved health outcomes of interest include patient quality of
life and function.

In addition to reviewing evidence presented at a Multi-jurisdictional CAC Meeting and literature
submitted with reconsiderations, a literature search was conducted using the following key words
and phrases: TMS and OCD; TMS treatment for OCD; RCT of OCD TMS; OCD for deep transcranial
magnetic stimulation (dTMS); Non-invasive/non-pharmacological OCD/depression treatment; and
TMS as OCD treatment; scoring of Hamilton Rating Scale for Depression (HAMD); Montgomery-
Asberg Depression Scale (MARDS) treatment parameters; DSM mild, moderate, severe depression.
Along with various association guidelines. The highest level of evidence consisting of large
randomized controlled trials (RCTs), multi-site RCTs, peer reviews and society endorsements were
followed.

Clinical Trials

Rush et al'® reviewed the protocol implemented by the Sequenced Treatment Alternatives to Relieve
Depression (STAR*D) that include a RCT that began with 3,671 patients who would receive the first
of four levels of treatment beginning with medication. At any time during the protocol, if a patient
achieved remission, they could then opt to be followed in a long-term naturalistic review that would





last 12 months. The study began with 41 clinical sites consisting of patients between 18-75 years of
age, diagnosed with MDD, and not previously exposed to any treatment protocol in the first and
second treatment steps.

Tools of depression measurement such as Hamilton Rating Scale of Depression (HRSD17) and
Inventory of Depressive Symptomatology (IDS-C30), Quick Inventory of Depressive Symptomatology
(QIDS-C16), Frequency, Intensity, and Burden of Side Effects Rating, among others were implemented
as a baseline and used to gauge the effects of treatment throughout the study. Response was
quantified as a 50% reduction from baseline on the QIDS-SR16. Remission was defined as QIDS-
SR16 of <5 (HRSD17 <7) and relapse defined as QIDS-SR16 211 (HRSD17= 14).

The treatment steps outlined in the review consisted of the following levels: Level one — involved
administration of citalopram with the goal being a score of 214 on the HRSD17 scale. The study
excluded 2,232 patients during and after the first level due to various reasons such as drop out and
evaluation in patient scores. Level two and three - treatments were based on equipoised stratified
random design. A choice of seven pharmacological or cognitive behavior therapies (CBT) were
provided to the remaining 1,439 patients. Level three removed the option of CBT and continued with
a pharmacological agent as an augmentation option or the ability to switch medication treatment
plans for the 390 patients that continued to level four. Within level four - there were 123 patients that
completed the final level. The overall results showed “QIDS-SR16 remission rates were 36.8%, 30.6%,
13.7%, and 13.0% for the first, second, third, and fourth acute treatment steps, respectively.”16(P1905)

The results and conclusions of the trial also identified some key areas:

Patients that had prior treatment for MDD had a lower rate of remission (35.6%) in their current
episode as compared to patients with no prior treatment (42.7%). Remission appeared to occur at
5.4-7.4 weeks at each level of treatment.

“Lower relapse rates were found among patients who were in remission at follow-up entry than for

those who were not after the first three treatment steps.”16(P1905)

118 conducted a clinical trial of 42 clinic based TMS treatment centers across the U.S.

Carpenter et a
The trial consisted of 307 patients who underwent acute treatment with TMS for six weeks. The
patients ranged in age from 18-90 years, with one or more failed pharmacological treatments, no
prior treatments with TMS, and a confirmed diagnosis of major depression based on DSM-IV criteria.
Patients were treated per protocol with TMS up to six weeks and had the opportunity to continue to a
52-week naturalistic continuation outcome study. The goal of this study was to determine the
outcomes of TMS treatment for a large population of patients that were diagnosed with major

depression.

The primary outcome measure was the amount of change from baseline to end-point on the Clinical
Global Impressions-Severity of lliness Scale (CGI-S) with response being an end-point rating of three
or less.

This study was initiated with 339 numerated patients, 307 met the criteria, and of those 307 patients,
one patient dropped out before the second week and seven patients after two weeks of treatment





‘completed’ the study by establishing remission or responding to treatment. Nineteen patients
dropped out and 280 continued treatments through the fourth week.

Within the fourth week,100 patients completed the study, 11 did not return and 169 continued
through to the sixth week of treatment.

Within the sixth week, 91 patients completed the clinical trial and seven did not return for various
reasons. Seventy-one patients remained and continued beyond the sixth week.

Beyond the sixth week, 67 patients completed the study while four remaining did not return. Only one
adverse effect of a seizure was noted and reported during the study.

Acute phase treatment with continuous variables demonstrated a significant improvement in CGI-S
total scores from baseline (-1.9 + 1.4, P <.0001). Acute-phase treatment outcomes with categorical
variables were consistent on all outcome measures with over half of the patients achieving responder
status at the end of the acute treatment.

Since other research has suggested that there are several clinical variables that may influence a
patient’s response to treatment, secondary analyses were conducted in an effort to identify potential
moderators of treatment outcome with TMS.

The response rate was determined by the change in baseline based on CGl testing tool. The authors,
whom have a varied stake with Neuronetics, reported that, in weeks two and six a total of 58% of
patients were considered responders while 37% were scored as in remission.

The study concluded that in the acute phase younger patients with lower pre-treatment baseline
scores fared better by identifying greater remission. The authors note that “patients who had failed a
minimum of one adequate antidepressant trial were as likely to be TMS responders as those who had
failed two or more trials in the current episode” and that “more than half of patients achieved
responder status at the end of acute treatment, and approximately one third of patients achieved

remission.”18

Fitzgerald et al?*

provided a meta-analysis of 11 clinical trials (nine published trials) over the course
of 15 years. This analysis supported the determination of response to rTMS, the rate of response and
remission, and touched on clinical and demographic predictors of responses. The compiled studies
were comprised of 1,132 (62.8% female and 37.1% male) patients that were 18-89 years of age.
Thirty-two percent of the patients were diagnosed with a single episode of MDD, 53% were
diagnosed with recurrence of MDD, 13% were diagnosed with bipolar affective disorder and 1.7%

were diagnosed with schizoaffective disorders.

Twenty-nine percent of the patients were treated with high-frequency left-sided rTMS; 45.4% of the
patients received treatment with low-frequency right-sided rTMS; and 25% of the patients received
sequential bilateral rTMS.

The scales used to determine response rates were the HAMD17 and MADRS and patients had to
have an improved score(s) of 50% or better to be considered as a ‘responder’ to the treatment
provided. The result of the analysis determined that there was a 57% reduction in depression rating





scale scores, 46% of patients achieved response criteria, and 31% completing rTMS treatment were
in remission.

There were additional items reviewed such as the treatment response or the lower tolerance to
biomedical interventions as it relates to patients that had failed at least two or more medication trials.
Results of the review indicate a lower number of failed medication trials make patients more
susceptible to rTMS.

There is a noted left and right sided treatment difference and unilateral versus bilateral treatment
which may be related to ‘priming stimulation’ on the right side. “It is less clear why bilateral treatment

is associated with a high response rate.”24(P752)

In relation to age and improved response it was once thought that the distance between the scalp
and cortex was larger in the elderly causing an ‘underdosing’ at the time of treatment. Improvements
in care and treatment over the past 15 years seem to have corrected and compensated for the
individual’s size, shape, and treatment intensity.

This meta-analysis concluded that 44% responded to treatment and 56% were considered ‘non-
responders’. In addition, it was found that patients with a shorter episodic illness and lower number of
failed medication trials had a better response to rTMS.

In summary “rTMS is an effective and useful clinical treatment for patients with depression although

questions remain as to the most effective way to apply this intervention.”24(P752)

Randomized Control Trials

Brakemeier et al?® provided a logistic regression review for an acute TMS treatment phase of two
weeks. The analysis was related to 70 patients with a DSM-IV criteria for bipolar Il or MDD. Within
the study the characteristics of the patients were as follows: 45% of patients had a single episode,
42% had recurrent depression and 11% had a diagnosis of recurrent bipolar disorder. Of those 70
patients, 55% were receiving antidepressants (four weeks prior to review and constantly during
study) and 44% were pharmacologically free. The study determined that only 33% of the medication
resistant patients responded to TMS and 83% of the medication resistant patients did not respond to
treatment (non-responders).

Baseline scoring for HAMD17, CORE [elements of non-instructiveness], and Beck Depression
Inventory (BDI) were completed. The patients were evaluated again after the first week of treatment
and then again at the second week of rTMS treatment.

The study was meant to evaluate the ‘physiopathology of depression’ therefore patients were
evaluated on a narrower response related to ‘symptoms’ to assist as predictors for treatment for
responders and non-responders.

The following five factors were based on HAMD17 to detail: Psychic depression, Loss of motivation,
Psychosis, Anxiety and Sleep disturbances. The patients had to show a 50% reduction in these
HAMD17 identified factors to be considered a responder.





After two weeks of treatment 86% of the patients were responders and 14% were categorized as
non-responders. It was noted by the authors that “statistically significant differences between
responders and non-responders at baseline was observed for the variables ‘duration of current
episode’, total number of antidepressant trials via the Antidepressant Treatment History Form (ATHF),
medication resistance, and the two CORE criteria ‘agitation’ and ‘retardation’ [psychomotor

slowing].”25(P398)

Regarding the five factors of the HAMD17 scoring there were notable improvements in responders in
relation to psychic depression, sleep disturbances, and a loss of motivation. With this evidence, the
authors conclude that “the main predictors of response to rTMS were duration of the Major
Depressive Episode (MDE) less than five months.”25(P398) |t was also noted that the patients with low
treatment resistance had a higher response rate than those with more than two medication trials.

Lisanby et al'® provides a prediction of acute outcomes in relation to the degree of prior treatment in
a multisite, randomized, double blinded, controlled clinical trial that incorporated 23 clinical sites to
include multicultural nations such as the U.S., Australia, and Canada.

The trials were conducted between 2004-2005 and there were 301 patients that were resistant to
pharmaceutical antidepressants. The trial placed patients into either an active or sham group with
155 patients in the active group and 146 patients in the sham group. Fifty-four percent of the 301
patients had received one antidepressant treatment trial of adequate dose and duration in the current
episode, with the remainder of the patients (45.5%) receiving two to four adequate treatment trials.
The baseline HAMD17, HAMD24 and MARDS scores averaged 22, 30 and 32 respectively, making
patients moderately to severely ill.

Treatment was provided at the following requirements: TMS = MT 120%, 10 rep, 10Hz, trains of four
seconds duration, 26 seconds intertrain interval (40 pulses per train) for a total of 75 pulse trains (300
pulses) over the Dorsolateral Prefrontal Cortex (DLPFC) for at least four weeks. Acute treatment was
extended to six weeks if the patient did not exhibit a response or enter remission.

A total of 164 patients who failed to benefit from one adequate antidepressant treatment in the
current episode showed significantly greater improvement in MADRS and HAMD?24 total scores in
comparison to patients who had failed two to four adequate antidepressant treatments.

The MARDS score for one adequate antidepressant was 0.0018 in the second week of treatment
whereas the score for patients having more than one adequate antidepressant trials was 0.377. At
the end of the fourth week the results were 0.0006 and 0.923 respectively and the evaluation at the
end of the sixth week resulted in 0.0063 and 0.547 respectively. Therefore, less treatment resistance
(TR) in the current episode and higher symptom severity at baseline was associated with greater
clinical benefit for the patient. The limitation related to the study was related to only offering one TMS
treatment protocol and TR was limited to four treatment failures in the current episode.

Levkovitz et al® conducted a review and additional research related to the use of rTMS in acute
treatment periods ranging from three to six weeks. This study utilized the form of dTMS to investigate
the efficacy and safety when applied in five-day sequence (five days per week) for four weeks, as
monotherapy for patients with diagnosed MDD. In addition, these patients had either failed one to
four antidepressant trials or did not tolerate at least two antidepressant treatments in the current





episode. This double-blind randomized placebo-controlled multicenter trial included patients that
were 22-68 years of age from October 2009 to January 2012 in collaboration with independent data
and a safety monitoring board.

This study focused on the subgenual cingulate gyrus which is a pathophysiological region in the brain
associated with MDD. The idea was to “stimulate less focally and more deeply to reach connecting
fiber tracts”®P%) and study the effects of a 12-week treatment protocol. The H1-Coil was “developed
for deeper and non-focal stimulation of dorsolateral and ventrolateral prefrontal areas that also
project into other areas of brain reward system” and would be the type of device to deliver the dTMS
protocol in patients in the study.

The study design included three phases: a ‘wash-out’ phase (one to two weeks), during which
patients were tapered off all antidepressants, mood stabilizers and antipsychotics; a four-week acute
treatment phase (daily treatment from Monday through Friday with dTMS or sham TMS), and a 12-
week maintenance phase (two treatments per week of dTMS or sham TMS).

The study used the Hamilton Depression Rating Scale (HDRS21) and the CGI-S as scoring tools. The
study resulted in 181 patients that were then divided into two groups. One group had 89 patients
that would receive the dTMS treatment and 92 patients in the sham treatment group. At the end of
the study (16 weeks) there were various dropouts or stages where the patients reached their primary
endpoint, resulting in 43 dTMS patients and 28 sham patients.

Results were reported with the primary endpoint being the change in HDRS21 from baseline. There
was a noted change from baseline of -6.39 in the dTMS group and -3.28 in the sham group. The
secondary efficacy measures were related to response and remission rates. At the fifth week the rate
of response for the dTMS group was 38.4% with the sham group reporting 21.4%, and remission
rates of 32.6% and 14.6% respectively.®

At the conclusion of the study (16 weeks) the third efficacy measure was calculated resulting in the
change in HDRS21 total scores from baseline. The response results were statistically significant with
the dTMS group reporting 44.3% improvement versus a 25.6% improvement in the sham group.
While the remission rates were 31.8% and 22.2% respectively.

There was also a subset analysis related to medication failures. The groups were divided into subjects
that failed one or two medication trials and those who failed three or more. The results after the
implementations of the Analysis of Variance (ANOVA) model resulted in the first stratum being 36.6%
in the dTMS group and 16.7% in the sham group. The second stratum was 28.9% and 12.2%
respectively, indicating that patients that have a greater medication failure rate are less likely to
respond to dTMS.

As a result, this “randomized and placebo-controlled trial demonstrates that dTMS is an effective and
tolerable treatment for patients with MDD who have not successfully responded to treatment with
antidepressant medications in the current episode”®P”2) but not without adverse events that were
reported such as nausea, vomiting, headache, site discomfort, insomnia, and muscle twitching.

|26

Fregni et al“® conducted an analysis of six randomized controlled trials that provided five double blind

studies and one study with an open label trial to identify the predictors of antidepressant response to





TMS. There were 195 patients ranging from 18-91 years of age with DSM-V diagnosis of MDD
scoring from 18-22 on the HAMD scoring tool. These studies used HAMD as a scoring mechanism
and the requirement to determine a response to treatment was the reduction in base line score of
>50% or remission as a post-treatment HAMD baseline of 7. Patients were given 10rTMS treatment
sessions over a two-week period and re-evaluated.

The evidence was analyzed by applying various linear regressions, univariate analysis, logistic
regression, and the removal of outliers. The evidence was provided in comparison tables and the
results of treatment refractoriness was based on certain HAMD items (such as insomnia-early, work
activities, fear, anxiety, systematic somatic symptoms, and diminished insight), one table was based
on anxiety and work, and the third table in a linear regression model that removed an outlier study.

The actual adjusted predictors of antidepressant response in treatment refractoriness for scoring
based on insomnia-early, work activities, fear, anxiety, systematic somatic symptoms and diminished
insight (Model 1) was 24%-52%, for items related to evaluation of anxiety and work (Model 2) was
22%-48% and for the linear regression (Model 3) removing an outlier study resulted in refractoriness
of 20%-46%.

The results provided a strong correlation to depression improvement after two weeks of rTMS
treatment.

Carmi et al?’/

studied 41 OCD patients who had failed two psychopharmacological trials plus CBT.
The study provided baseline of clinical and electrophysiological measurements, a five-week treatment
protocol, and a one-month follow-up for patients with OCD. Entrance criteria included an age range
of 18-65 years old; a DSM-IV diagnosis of OCD; a score of 220 on the Yale-Brown Obsessive
Compulsive Scale (Y-BOCS); stable Selective Serotonin Reuptake Inhibitor (SSRI) medications for
eight weeks prior to enrollment and unchanged during treatment; and CBT at maintenance phase (if
conducted). Randomization of treatment was provided to the patients at a certain frequency protocol.
One group received 1 Hz Low Frequency (LF), the second group received 20 Hz High Frequency (HF)
and the third group being the sham group. Treatment occurred five times per week for five weeks.
Primary and secondary outcomes were based on the Y-BOCS and CGI-S scoring tools which were
obtained at: pre-treatment; prior to the second treatment session (weeks two to four); prior to the last

treatment session; one week post treatment; and at a one-month follow-up evaluation.

The baseline characteristics of the three groups did not differ. Three of the 41 patients dropped out
due to schedule conflicts and inconvenience. No adverse events occurred beyond headache and when
asked to guess the group to which they were assigned, the vast majority of patients could not
determine, of the three groups, which one they were assigned.

No trend was reported in the low frequency and two of the eight patients had a worsening Y-BOCS
score; therefore, the low frequency group of the study was omitted. Sixteen patients completed the
study for the HF group and 14 patients completed the study within the sham group. The percent
change in Y-BOCS scores was significant at weeks four and five and a higher proportion of the HF
group compared to the sham group (7/16 vs 1/14). Each remaining group reached the predefined
response rate (30%) after five weeks. Using the more restrictive criterion of 35%, 5/16 HF and 1/14
sham individuals achieved the higher rate. Significant differences at one week occurred but not at





one-month follow-up. Similarly, the CGI-I results were significant after treatment and one week but
not at four weeks.

Carmil! conducted research based on a prospective, randomized double-blind placebo-controlled
trial to determine the benefits of dTMS to the medial prefrontal cortex and the anterior cingulate
cortex of patients suffering from OCD.

The gage of improvement was based on YBOCS scored from baseline to post treatment evaluation
and extended to a one month follow up. A full response was equivalent to a 30% reduction and a
partial response was equivalent to a 20% reduction from the baseline scores. This study was
conducted at 11 centers: nine in the U.S., one in Israel, and one in Canada. Each participant had a Y-
BOCS score of >20 and they must have failed at least one pharmacological trial. Ninety-nine OCD
patients were chosen for daily treatment sessions of five days a week, for a total of 25 sessions at
high-frequency or sham dTMS for a period of six weeks (29 treatments).

The treatments provided the following results: post-treatment assessment at the sixth week,
demonstrated that the Y-BOCS score decreased significantly from baseline in both the active (26.0
points, 95% CI=4.0, 8.1) and sham (23.3 points, 95% CI=1.2, 5.3) treatment groups (estimated slopes).
The difference in slopes of change in Y-BOCS score between the two groups was statistically
significant at the post-treatment assessment (2.8 points, p=0.01), for an effect size of 0.69. The effect
was also present at the fourth week post-treatment follow-up assessment, at which point the mean
Y-BOCS score had decreased by 6.5 points (95% Cl=4.3, 8.7) in the active treatment group and by 4.1
points (95% Cl=1.9, 6.2) in the sham treatment group. The rate of full response (a reduction >30% in
Y-BOCS score) at the post-treatment assessment in the active treatment group was 38.1% (16/42),
compared with 11.1% (5/45) in the sham treatment group (p=0.003).

Systematic Review/Meta-Analysis

Voigt et al's?® systematic review of the literature was to assess the clinical efficacy for the use of
rTMS in patients with MDD who have failed one or less pharmacologic trial versus two or more
pharmacologic trials. The level and quality of evidence was assessed using the Center for Evidence-
Based Medicine (CEBM) and the Grading of Recommendations, Assessment, Development, and
Evaluation (GRADE) criteria. In addition, they used a Systematic Reviews and Meta-Analyses

(PRISMA) checklist to ensure the manuscript complied to minimum accepted guidelines for review.

The mean average age was 41 years, with 1,339 patients. Six studies were graded as ‘high quality’
by the GRADE and CEBM while the remaining four were low quality, but all demonstrated a positive
effect for patients with less than one medication trial and the use of rTMS for treatments.

It has been noted within this analysis that the greater the medication resistance the greater the
resistance to other therapeutic modalities. It was noted that 20-40% of patients cannot tolerate and
do not benefit from repeated trials of antidepressants. The literature shows that “with medication the
remission and response rates were: 30.6% and 28.5% after one failed medication therapy; 13.7% and
16.8% after two failed medication therapies and 13 and 16.3% after three failed medication
therapies.”?8(P® The study also noted that the response and remission rates for rTMS were “95%
response and 63% remission rate in treatment naive patients; 43% response rate after one failed





medication trial; 36.6% remission after one to two failed medication therapies and; 28.9% remission
after three to four failed medication therapies.”?8P% Additional evidence exists that if TMS is used by
itself or in combination with an antidepressant for patients diagnosed with the first episode of MDD, it
may be more effective and shorten the treatment period than if antidepressants were used alone.

Ma et al'? reviewed nine RCTs with 290 patients diagnosed with OCD. Most of these patients were
resistant to SSRI. Random assignments (not described within the review) were made using rTMS or
sham rTMS. Y-BOCS scores were used as the primary outcome and response rate as the secondary
outcome. The latter was determined by the RCT’s definition. Drop-out rates were also evaluated.
There were 154 active rTMS patients and 136 patients were in the sham rTMS group. Study size
ranged from 18 to 65 years of age. The Y-BOCSs were reported to indicate improvement when rTMS
was added to treatment with medication. There were nine patients in two studies that did not have
SSRI-resistant OCD, but the improvement continued to be shown when these RCTs were excluded
from the Y-BCOS analysis. Actual Y-BCOS scores were not provided. It was noted that the active
rTMS patients had higher baseline Y-BOSC scores, and the response rates were available for eight of
the nine trials. Fifty-five of 139 active patients (39.6%) and 27 of the 122 sham patients (22.1%)
responded to rTMS. There was no difference in the drop-out rate between the active 8/207 (3.8%)
and sham 7/94 (7.4%) subjects. Mean duration of rTMS treatment was 3.8 weeks with a range of two
to six weeks. A sub-group analysis suggested treatment effects were greater at week two and week
six, but the small number of studies with four weeks length may have precluded an accurate
assessment. Stimulus parameters were not reported. No follow-up data were reported. The authors
noted that future large-scale studies are needed to assess the long-term effect of rTMS as
augmentation and monotherapy for OCD. No conflicts of interest were reported.

Rehn et al?3 conducted a systematic review and meta-analysis of rTMS used to treat OCD and
focused on whether certain TMS parameters were associated with higher treatment effectiveness.
Eighteen RCTs were included, six of which were also included in the Ma et al (2014) study. Selected
studies had patients aged 18-75 years with DSM-1V diagnosis of OCD; had randomized rTMS or
sham treatment with either single- or double-blinding or parallel or cross-over design; more than five
OCD subjects per arm; LF (</= 1 Hz) or HF-rTMS (>/=5 Hz) for >/= 5 sessions either as mono- or
augmentation strategy; and pre- and post-reporting of Y-BOCS scores. Studies were excluded if
patients were starting a new medication at the same time as rTMS. The total number of patients was
484 with 262 receiving active rTMS and 222 receiving sham rTMS. Patients ranged in age from 18 to
46 years of age. All trials used rTMS as an augmentation therapy with most of the patients having
some degree of treatment resistance. The last Y-BOCS measurement obtained was used as the post-
treatment score. Pre-and post-treatment Y-BOCS were available from each of the 18 studies, but the
actual scores were not provided. Overall, active rTMS was significantly superior to sham rTMS.
Cortical targets over the Bilateral Dorsolateral Prefrontal Cortex (B-DLPFC), Right Dorsolateral
Prefrontal Cortex (R-DLPFC)and the supplementary motor area (SMA) yielded significantly superior
Y-BOCS scores over sham treatments. Active rTMS directed at the Left Dorsolateral Prefrontal Cortex
(L-DLPFC) was not significant in relation to the sham rTMS group. Six trials had Y-BOCS scores at
four weeks or less post-treatment and three had scores 12 weeks post-treatment. Improvements in
scores were maintained. The authors stated that the clinical utility of rTMS in the treatment of OCD
requires further investigation to discern the most optimal stimulation parameters.





Lusicic et al?! performed a systematic review on the effect of rTMS and dTMS on different brain
targets in OCD. Twenty studies met inclusion criteria with 19 using rTMS and one dTMS. All but one of
the rTMS trials are included in the meta-analyses described above. The brain areas included in the
review were DLPFC, SMA, orbitofrontal/medial prefrontal cortex (OFC), and anterior cingulate cortex
(ACC). Frequency stimulation was low (1 Hz) or high (>/=5 Hz). Treatment duration varied from two to
six weeks with follow-up ranging from none to three months. Three tables listed 16 of the studies.
Nine had Y-BOCS score reductions with rTMS versus sham; eight showed no significant difference.
Summaries of dTMS showed that the authors concluded treatment of OCD with neurostimulation
shows promise, but it is yet to be determined how best to optimize the approach using rTMS or dTMS
to achieve clinically relevant results.

Societal Consensus

Perera et al’ provides a peer and consensus review related to the effect of rTMS on patients that are
in an acute phase of clinical depression and followed for six months to evaluate the durability of TMS.
Within the systematic review the authors included over 100 publications and used five major levels of
evidence to determine the greater emphasis of studies which resulted in RCT and systematic reviews.
The authors also requested additional information such as scientific publication, manufactures’
product manuals and manufactures’ Medical Technology Dossiers. One additional piece was a survey
conducted by the Clinical TMS Society.

The review detailed the first randomized, sham controlled multicenter trial reported by O’Reardon et
al (2007). This was a global 23 site study that consisted of numerous phases such as one week, no
treatment lead in, a four-to-six-week acute monotherapy of TMS treatment, and then a four to six
week open-label trial for non-responders. This study concluded that in the patients that failed one
prior medication trial there was a robust effect from TMS versus the sham group (p<0.001). The
second sham controlled, randomized multicenter trial was conducted by the National Institutes of
Mental Health as researched by George (2010). This eight-week study detailed a two-week lead-in
phase, three-week fixed TMS treatment protocol phase and a three-week treatment extension phase.
The results were summarized as “TMS as monotherapy produced significant and clinically meaningful
antidepressant therapeutic effects greater than sham.””(P340) The third review consisted of the
Brainsway trial that involved 20 locations between the U.S., Canada, Europe, and Israel as researched
by Levkovitz (2015). This fully blinded, randomized-active sham trial studied patients with MDD who
had failed one to four pharmacological trials. The patients were given TMS in the acute four-week
phase and followed with treatment for an additional 12 weeks. The total sample size was 703
patients. The results of this study demonstrated that 64%-90% of patients showed acute TMS
durability benefits, and most of the patients relapsing had responded to more TMS treatments.

Additional reviews related to durability and maintenance studies were reviewed and collected. The
‘index/acute’ course was defined as “the initial series of treatment given to relieve acute
symptoms.”’(P340) Five meta-analyses were referenced in the consensus information along with
society endorsements such as American Psychiatric Association and the World Federation of
Societies for Biological Psychiatry to name a few.

As a result of this review and research the following five recommendations emerged: 1) TMS therapy
is recommended as an acute treatment for symptomatic relief of depression in the indicated patient





population. 2) TMS therapy is recommended for use as a subsequent option in patients who
previously benefited from an acute treatment course and are experiencing a recurrence of their illness
(continuation or maintenance). 3) TMS therapy can be administered with or without the concomitant
administration of antidepressant or other psychotropic medications. 4) TMS therapy can be used as a
continuation or maintenance treatment for patients who benefit from an acute course. 5) TMS
therapy can be reintroduced in patients who are relapsing into depression after initially responding to
TMS treatment.

McClintock et al’ provided a consensus statement concluding that "Repetitive transcranial magnetic
stimulation (rTMS) is a safe, noninvasive neuromodulation therapy for major depressive disorder
(MDD).”17(P2) Furthermore, the expert opinion of the National Network of Depression Centers (NNDC)
in association with members from the American Psychiatric Association (APA) determined that “rTMS
is appropriate as a treatment in patients with MDD even if the patient is medication resistant or has
significant comorbid anxiety as long as it is provided within treatment parameters.”/ (P> The FDA
approved the use of rTMS in 2008 for MDD but limited treatment to adults versus adolescents,
females with perinatal depression or other neuropsychiatric disorders.

The consensus statement was provided after the review and analysis of three large RCTs, the meta-
analyses of 29 RCTs, and review of 118 publications all related to the use of rTMS for MDD as defined
by DSM.

The three multicenter industry-sponsored studies in the treatment of MDD resulted in a response rate
of 24% and remission rate of 17% with active rTMS, compared with 15% response and 8% remission
with sham rTMS.

The meta-analysis of 29 RCTs resulted in 1,371 patients with a response rate of 95%, and remission
rate of 95%. The consensus provided a few examples of the RCTs such as:

A systematic review and meta-analysis of 16 double-masked, parallel-design resulted in a response
rate of 95%.

The National Institute of Mental Health (NIMH) sponsored a study resulting in a 15% response rate
and 14% remission rate in comparison with a 5% response and remission rates in the sham group.

Another industry-sponsored study resulted in a response rate of 37% and remission rate of 30%
compared to a 28% response rate and 16% remission rate with sham group.

In conclusion “Practitioners are encouraged to implement rTMS based on available evidence-guided
recommendations and to employ systematic measurement for documenting safety and

efficacy”.t’(P18) |t was also recommended that six weeks of standard acute TMS treatment will “very

likely be needed to achieve results consistent with published regulatory rituals.”” P8

The National Institute for Health and Care Excellence (NICE)2? provided guidelines for ‘Repetitive
transcranial magnetic stimulation for depression’ Interventional procedure guidelines:

« Support use of TMS as there are no major safety concerns when used for depression.
« Efficacy is short-term with variable clinical responses.





» Further evidence is needed based on regime type, stimulation used, long-term outcomes and
maintenance treatment.

U.S. Food and Drug Administration (FDA)

The FDA provides information related to the marketing and Class Il Special Controls for Repetitive
Transcranial Magnetic Stimulation (rTMS) in the treatment of Major Depressive Disorders in 2008 and
the treatment relates to obsessive-compulsive disorders in 2011.1-3

The following is a summary of the evidence submitted with a reconsideration request to extend
coverage to include ‘moderate’ in addition to severe major depressive disorder diagnosis:

Miiller et al3© conducted a study to assess the depression severity of patients with major depression
as diagnosed by DSM-1V, by utilizing HAMD17, MARDS and CGI scores. The study attempted to
establish the cut off scores for moderate and severe depression in MADRS by using cross-validation
to a previous study and by using CGl to correspond with MADRS and HAMD17. It was determined
that the correlation between mean MADRS, HAMD17, and CGl scores that were r>0.85; P<0.0001.
The author identified that “No empirically based MADRS cut-off scores to separate ‘moderate’ from

‘severe’ depression were available so far.”30(P256)

Eighty-five hospitalized patients with a diagnosis of major depression were evaluated by five
psychiatrists that were trained and reviewed using the interrater reliability coefficients that were
>0.85. Patients were interviewed and scored within one week of admission and before or the same
day of discharge. The Pearson’s correlation coefficient and receiver operating characteristic curves
were calculated, and the level of statistical significance was set at X=0.05.

MARDS and HAMD17 were based on a mean with confidence intervals of 95%. ‘Moderate’ was
defined as 13.9 on MARDS versus 12.3 on HAMD17 for 15 patients. ‘Severe’ was defined as 35.9 on
the MARDS versus 26.5 on the HAMD17 for 25 patients. This would conclude that a difference of 2 22
points on the MARDS would separate ‘moderate’ from ‘severe’. A difference of = 13.5 points on the
HAMD17 would separate ‘moderate’ from ‘severe’.

There were two noted limitations 1) the scoring psychiatrist was also the patient’s treating physician
and 2) the role various antidepressants play in the scoring for each patient. It was noted by the
author that further studies to validate groupings should include DSM-IV or ICD-10 CM diagnostic
severity categories.

Zimmerman et al®! concluded a severity classification based on the use and derivatives of the

HAMD17, CGIl and correlates with the Schedule for Affective Disorders and Schizophrenia (SAD) for
627 outpatients with current major depression. The majority of the outpatients in the study were
white females that had health insurance. Additionally, 64% were females between the ages of 18 to
78 years of age. Sixty-two percent were college educated with 31% completing a four-year college.

The data collected during the study was compared to the CGlI severity scoring and placed in the
receiver operating curve (ROC) to determine the cutoff scores for HAMD17. The results where then
referenced as the mean scores with HAMD mean being 18.8 (SD = 5.6) and a one-way analysis
comparing HAMD17 to CGI. The results on the HAMD17 were lower with mild depression than for





patients with moderate depression. The scores were as follows: 15.3 +4.9 vs.18.1+5.1, t= -3.7, p<.001
for mild and 18.1 +5.1 vs.23.0+5.7, t= -9.0, p<.001 respectively. Resulting in the following depression
severity HAMD17 range None = 0-7, mild 8-16, moderate 17-23 and severe 224.

It was noted that there are no “well-demarcated lines separating the severity subtypes”! and that
the cutoffs are to be used to define severity categories for interpreting studies of efficacy of
antidepressants and the effect of treatment selection.

The following is a summary of the evidence submitted with two reconsideration requests to provide
coverage for the failure of one or more psychopharmacological medications for MDD.

Brakemeier et al3? conducted a study related to the review and proof of prior studies as it relates to
drug free patients. Within the study they chose 79 patients, 48 from Munich and 31 from Berlin all
with MDD or Bipolar Il that were naive to rTMS and 35% were drug resistant with one to five
treatment trials.

The treatment trials of rTMS varied between location and was not uniform in the protocol. The result
demonstrated that 79 patients completed the treatment session and after two weeks 34% showed
an antidepressant response from baseline HAMD scores. The mean reduction in the HAMD21 scores
was 69% in responders and 4% in non- responders. Additional models such as the logistic regression,
linear regression and statistical methods were applied to determine response with all pointing back to
“non-treatment resistant patients with a short duration of episode were more likely to respond to
rTMS than medication resistant (43% vs. 18%) (P = 0.023).”28

Yang et al®3 conducted a RTC that incorporated one clinical site. The trial was conducted between
2016-2017 and there were initially 82 participants who had the first episode of depression with no
administration of any antidepressant or antipsychotic medication. Forty-one patients were within the
active group and 41 patients were placed in the sham group. Four patients dropped out with the
remaining 78 patients having an average baseline HAMD17 score of 24 within the active group and a
score of 25 for the patients in the sham group making participants moderately to severely ill.

TMS treatment was provided at the following dose/time: exercise threshold 100%, ten repetitions,
1Hz, 1,200 total stimulations with a 20-minute session over ten sessions. Patients were also treated
with 10mg of Escitalopram (Lexapro) during the acute treatment phase.

The HAMD17 scores at the end of two weeks drastically improved to an average of 15 (compared to a
baseline score of 24) on the HAMD scoring tool. The sham group reported a mean scoring of 20
compared to 25 on the HAMD tool. At the end of four weeks of treatment the active group’s mean
HAMD scoring was nine in comparison to the patients in the sham groups that averaged 13 on the
HAMD tool. At the end of four weeks of acute treatment it was determined that 36 (87%) patients in
the active group and 17 (41%) patients in the sham group noted improvement in clinical symptoms.

Consultation Summary

Contractor Advisory Committee (CAC) Evidentiary Summary — 09/29/2021





Wisconsin Physicians Service Insurance Corporation (WPS) hosted a multi-jurisdictional CAC meeting
to review the evidence for reconsideration requests to determine if coverage for OCD is warranted
when a treatment plan has included TMS as an option. Additionally, the CAC was tasked to
determine if TMS treatment should be reserved for treatment resistant patients if there is a standard
of managing severity and if the evidence supported a significant portion of the Medicare population.

Subject matter experts (SMEs) from Psychiatry, Neurology, Emergency Psychiatric Services, Geriatric
Psychiatry, TMS Clinics, OCD/Neuromodulation Programs, and Neuropsychopharmacology were
represented. All literature submitted by the SMEs to supplement the reference list was also reviewed.

The panel of SMEs determined that while confidence in coverage of TMS in OCD was noted it did not
support treatment within the Medicare population and the studies suffered from small sample sizes,
bias, poor design, limited follow-up, and inconsistent results. Many questions remain in terms of the
efficacy, location of device application, frequency and duration of use, and the clinical presentation of
the patient at the time TMS treatment is initiated.

Analysis of Evidence (Rationale for Determination)

Coverage of items and services in the Medicare program is provided based on what is reasonable and
necessary for the Medicare population. This concept is operationalized by the application of
evidentiary standards, clinical validity, and clinical utility. Through the process of review and
reconsideration the focus remains on patient outcomes that demonstrate reduced mortality and
morbidity, and that will improve patient quality of life and function. The evidence thresholds for
coverage are a careful balance of benefits and harms in the consideration of net health outcomes.

The level of treatment resistance related to the failure of medication trials and intolerance to
psychopharmacologic medications shows direct correlation with the level of treatment resistance and
aids in the success of TMS treatment, for patients with MDD. The clear and reported treatment
success was identified in studies related to the failure of at least one pharmacological trial and/or an
intolerance of a psychopharmacologic medication. Two consensuses’ statements from the
neurological societies indicate an improved status and follow up for the patients that received TMS
treatment with only having failed one or more trials.

The FDA provided special controls and guidance in 2008 for the use of TMS in MDD. Within the
clinical manifestations of MDD there are varying degrees of depression (mild, moderate, and severe).
There are various clinical evaluation and rating tools such as Quick Inventory of Depressive
Symptomatology — Self Rating (QIDS-SR)16, Inventory of Depressive Symptomatology — Self Rating
(IDS-SR30), HAMD17, HAMD21 and HAMD?24, available to assist the provider in diagnosing major
depressive disorders per the DSM.

The evaluations and rating tools can provide guidance to severity, but there is no defined standard of
measurement or classification to determine mild, moderate, or severe. This hinders any standardized
treatment protocols, expected outcomes or benefits to the patient but aids the healthcare
professional in diagnosing MDD.

The clinical trials, RCTs, Meta-analyses, societal recommendations, and literature provided in this LCD
demonstrated different standards for entry into the studies, different rating/evaluation tools, different
outcome standards and differences in post treatment follow up. With the varied protocol standards,





clinical validity, and clinical utility there is no existing evidence that meets the requirement of
reasonable and necessary to expand the criteria of MDD to other than ‘severe’ as defined by the most
current DSM criteria when diagnosed by the psychiatrist that examined the patient face to face.

In 2018, the FDA expanded the use of TMS in OCD based on a RCT multi-center study with 100
patients and reviewed the ‘Brainsway’ device through the de nova premarket pathway. Even though
TMS was determined to be safe in the treatment of OCD, the current evidence has not been
standardized or replicated to the standard and quality needed in providing a balance of benefits and
harm when considering net health outcomes for the beneficiary.

Within the literature available, limitations include a lack of standardized protocol and a lack of high-
quality studies. Current studies have small sample sizes, bias, poor design, limited follow-up, and
inconsistent results. The authors agree there is a low risk associated with treatment, but the literature
suggests safety and long-term data has not been obtained. There is a trend towards a benefit, as
noted in the meta-analysis and randomized control trials, that suggest there may be a role in
refractory OCD. However, many questions remain in terms of the efficacy, location of the device
application, and the frequency/duration of the treatment. Several systematic reviews/meta-analyses
conclude that TMS demonstrated a range from no-response to modest effect on the reduction of OCD
symptoms. Further research is required to determine optimal frequency, total pulses per session, and
duration of treatment. This will be closely monitored for any future research. At this time, TMS
treatment for OCD has been determined to be not medically reasonable and necessary.

Following extensive literature review, discussions with CAC members, and SMEs it has been
determined that TMS treatment will be considered medically reasonable and necessary for patients
with a confirmed diagnosis of severe major depressive disorder and that have demonstrated a failure
of one or more pharmacological medications and/or intolerance to psychopharmacologic medications.
At this time TMS treatment for OCD has been determined to be not medically reasonable and
necessary.

General Information

Associated Information

Please refer to the related Local Coverage Article: Billing and Coding: Transcranial Magnetic
Stimulation (TMS) in the Treatment of Adults with Major Depressive Disorder (A57647) for
documentation requirements, utilization parameters and all coding information as applicable.
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Qualifications” sections. The effective
date of this revision is for claims
processed on or after January 8, 2019,
for dates of service on or after October
3,2018.

At this time 21st Century Cures Act will
apply to new and revised LCDs that
restrict coverage which requires
comment and notice. This revision is not
a restriction to the coverage
determination and therefore not all the
fields included on the LCD are applicable
as noted in this LCD.

based on
CR10901)
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Revision
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Revision History Explanation

Reasons for Change

01/22/2019

R4

Revision Number: 3
Publication: February 2019 Connection
LCR A/B2019-004

Explanation of Revision: Based on
review of the LCD, grammatical errors
were corrected and the “Sources of
Information” section of the LCD was
revised to alphabetize the references.
The effective date of this revision is
based on process date. In addition,
based on CR 10901, the “Coverage
Indications, Limitations, and/or Medical
Necessity” section of the LCD was
revised to update the section number for
Pub. 100-08, Chapter 13 from 13.5.1 to
13.5.4. Also, “Pub. 100-08, Chapter 13,
Section 13.5.4” was added to the “CMS
National Coverage Policy” section of the
LCD. The effective date of this revision is
for claims processed on or after
01/08/2019, for dates of service on or
after 09/26/2018.

01/22/2019: At this time 21st Century
Cures Act will apply to new and revised
LCDs that restrict coverage which
requires comment and notice. This
revision is not a restriction to the
coverage determination and therefore
not all the fields included on the LCD are
applicable as noted in this LCD.

« Other (Revisions
based on review)

06/26/2018

R3

Revision Number: 2
Publication: July 2018 Connection
LCR A/B2018-055

Explanation of Revision: The “Sources of
Information” section of the LCD was

« Reconsideration
Request





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

updated to include multiple published
sources from reconsideration requests.
The content of the LCD has not been
changed in response to the
reconsideration requests. The effective
date of this revision is based on date of
service.

06/26/2018: At this time 21st Century
Cures Act will apply to new and revised
LCDs that restrict coverage which
requires comment and notice. This
revision is not a restriction to the
coverage determination and therefore
not all the fields included on the LCD are
applicable as noted in this policy.

01/09/2018

R2

Revision Number: 1
Publication: January 2018 Connection
LCR A/B2018-010

Explanation of Revision: Based on an
annual review of the LCD, it was
determined that some of the italicized
language in the “Indications and
Limitations of Coverage and/or Medical
Necessity” section of the LCD does not
represent direct quotation from the CMS
sources listed in the LCD; therefore, this
LCD is being revised to assure
consistency with the CMS sources. The
effective date of this revision is based on
date of service.

01/09/2018: At this time 21st Century
Cures Act will apply to new and revised
LCDs that restrict coverage which
requires comment and notice. This
revision is not a restriction to the

o Other (Annual
Review
completed on
10/30/2017.)





Revision Revision

History History

Date Number Revision History Explanation Reasons for Change
coverage determination and therefore
not all the fields included on the LCD are
applicable as noted in this policy.

10/01/2015 R1 ICD-10 LCD UPDATED. « Other

Associated Documents

Attachments
N/A

Related Local Coverage Documents

Articles

AB57647 - Billing and Coding: Transcranial Magnetic Stimulation (TMS) in the Treatment of Adults with
Major Depressive Disorder &

A59263 - Response to Comments: Transcranial Magnetic Stimulation (TMS) in the Treatment of
Adults with Major Depressive Disorder (MCD Archive Site) &

LCDs

DL34522 - Transcranial Magnetic Stimulation (TMS) in the Treatment of Adults with Major Depressive
Disorder (MCD Archive Site) &

Related National Coverage Documents

NCDs

N/A

Public Versions
Updated On Effective Dates Status @
10/21/2022 12/11/2022 - N/A Currently in Effect You are here

Some older versions have been archived. Please visit the MCD Archive Site & to retrieve them.

Keywords



https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57647&ver=17

https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57647&ver=17

https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57647&ver=17

https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57647&ver=17

https://localcoverage.cms.gov/mcd_archive/view/article.aspx?articleInfo=59263:6

https://localcoverage.cms.gov/mcd_archive/view/article.aspx?articleInfo=59263:6

https://localcoverage.cms.gov/mcd_archive/view/article.aspx?articleInfo=59263:6

https://localcoverage.cms.gov/mcd_archive/view/article.aspx?articleInfo=59263:6

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=39369:11

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=39369:11

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=39369:11

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=39369:11

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=34522:23

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=34522:23

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=34522:23
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LCD Title
Psychiatric Inpatient Hospitalization

Proposed LCD in Comment Period
N/A

Source Proposed LCD
N/A

Original Effective Date
For services performed on or after 10/01/2015

Revision Effective Date
For services performed on or after 01/01/2021

Revision Ending Date
N/A

Retirement Date
N/A

Notice Period Start Date
N/A

Notice Period End Date
N/A





CPT codes, descriptions, and other data only are copyright 2024 American Medical Association. All Rights Reserved.
Applicable FARS/HHSARS apply.

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.

Current Dental Terminology © 2024 American Dental Association. All rights reserved.

Copyright © 2025, the American Hospital Association, Chicago, lllinois. Reproduced with permission. No portion of the
AHA copyrighted materials contained within this publication may be copied without the express written consent of the
AHA. AHA copyrighted materials including the UB-04 codes and descriptions may not be removed, copied, or utilized
within any software, product, service, solution, or derivative work without the written consent of the AHA. If an entity
wishes to utilize any AHA materials, please contact the AHA at 312-893-6816.

Making copies or utilizing the content of the UB-04 Manual, including the codes and/or descriptions, for internal purposes,
resale and/or to be used in any product or publication; creating any modified or derivative work of the UB-04 Manual and/or
codes and descriptions; and/or making any commercial use of UB-04 Manual or any portion thereof, including the codes
and/or descriptions, is only authorized with an express license from the American Hospital Association. The American
Hospital Association (the "AHA") has not reviewed, and is not responsible for, the completeness or accuracy of any
information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material,
or the analysis of information provided in the material. The views and/or positions presented in the material do not
necessarily represent the views of the AHA. CMS and its products and services are not endorsed by the AHA or any of its
affiliates.

CMS National Coverage Policy

This LCD supplements but does not replace, modify or supersede existing Medicare
applicable National Coverage Determinations (NCDs) or payment policy rules and
regulations for Psychiatric Inpatient Hospitalization. Federal statute and subsequent
Medicare regulations regarding provision and payment for medical services are lengthy.
They are not repeated in this LCD. Neither Medicare payment policy rules nor this LCD
replace, modify or supersede applicable state statutes regarding medical practice or other
health practice professions acts, definitions and/or scopes of practice. All providers who
report services for Medicare payment must fully understand and follow all existing laws,
regulations and rules for Medicare payment for Psychiatric Inpatient Hospitalization and
must properly submit only valid claims for them. Please review and understand them and
apply the medical necessity provisions in the policy within the context of the manual rules.
Relevant CMS manual instructions and policies may be found in the following Internet-Only
Manuals (IOMs) published on the CMS Web site.

Internet Only Manual (IOM) Citations:

« CMS IOM Publication 100-01, Medicare General Information, Eligibility, and Entitlement,
o Chapter 4, Section 10.9 Inpatient Psychiatric Facility Services Certification and
Recertification
« CMS IOM Publication 100-02, Medicare Benefit Policy Manual,





o Chapter 2 Inpatient Psychiatric Hospital Services

o Chapter 4 Inpatient Psychiatric Benefit Days Reduction and Lifetime Limitation

o Chapter 5 Lifetime Reserve Days

« CMS IOM Publication 100-03, Medicare National Coverage Determinations (NCD)
Manual,

o Chapter 1, Part 2, Section 130.1 Inpatient Hospital Stays for the Treatment of

Alcoholism
« CMS IOM Publication 100-04, Medlicare Claims Processing Manual,

o Chapter 1, Section 40.4 Payment for Services Furnished After Termination,
Expiration, or Cancellation of Provider Agreement, Section 50.1.3 Signature on the
Request for Payment by Someone Other Than the Patient, Section 50.2.1 Inpatient
Billing From Hospitals and SNFs, Section 50.2.2 Frequency of Billing for Providers
Submitting Institutional Claims With Outpatient Services, Section 60.5 Coding That
Results from Processing Noncovered Charges, Section 80.3.2.2 Consistency Edits
for Institutional Claims, and Section 90 Patient Is a Member of a Medicare
Advantage (MA) Organization for Only a Portion of the Billing Period

o Chapter 2, Section 30.6 Provider Access to CMS and A/B MAC (A) or (HHH)
Eligibility Data

o Chapter 3, Section 10.3 Spell of lliness and Section 20 Payment Under Prospective
Payment System (PPS) Diagnosis Related Groups (DRGSs)

« CMS IOM Publication 100-08, Medlicare Program Integrity Manual,
o Chapter 13, Section 13.5.4 Reasonable and Necessary Provision in an LCD

Social Security Act (Title XVIIl) Standard References:

« Title XVIII of the Social Security Act, Section 1862(a)(1)(A) states that no Medicare
payment shall be made for items or services which are not reasonable and necessary
for the diagnosis or treatment of illness or injury.

« Title XVIIl of the Social Security Act, Section 1862(a)(7). This section excludes routine
physical examinations.

« Title XVIII of the Social Security Act, Section 1833(e) states that no payment shall be
made to any provider for any claim that lacks the necessary information to process the
claim.

Federal Register References:

« CFR, Title 42, Volume 2, Chapter IV, Part 412.23 Excluded hospitals: Classifications, Part
412.27 Excluded psychiatric units: Additional requirements, Part 412.404 Conditions for
payment under the prospective payment system for inpatient hospital services of
psychiatric facilities, and Part 412.405 Preadmission services as inpatient operating
costs under the inpatient psychiatric facility prospective payment system





« CFR, Title 42, Volume 5, Chapter IV, Part 482.60 Special provisions applying to
psychiatric hospitals, Part 482.61 Condition of participation: Special medical record
requirements for psychiatric hospitals, and Part 482.62 Condition of participation:
Special staff requirements for psychiatric hospitals.

Coverage Guidance

Coverage Indications, Limitations, and/or Medical Necessity
History/Background and/or General Information

Inpatient psychiatric hospitalization provides twenty four (24) hours of daily care in a
structured, intensive, and secure setting for patients who cannot be safely and/or
adequately managed at a lower level of care. This setting provides physician (MD/DO)
supervision, twenty-four (24) hour nursing/treatment team evaluation and observation,
diagnostic services, and psychotherapeutic and medical interventions.

Patients admitted to inpatient psychiatric hospitalization must be under the care of a
physician. The physician must certify/recertify the need for inpatient psychiatric
hospitalization. The patient must require “active treatment” of his/her psychiatric disorder.
The patient or legal guardian must provide written informed consent for inpatient
psychiatric hospitalization in accord with state law. If the patient is subject to involuntary or
court-ordered commitment, the services must still meet the requirements for medical
necessity in order to be covered.

Covered Indications
Admission Criteria (Intensity of Service):

The patient must require intensive, comprehensive, multifaceted treatment including 24
hours per day of medical supervision and coordination because of a mental disorder. The
need for 24 hours of supervision may be due to the need for patient safety, psychiatric
diagnostic evaluation, potential severe side effects of psychotropic medication associated
with medical or psychiatric comorbidities, or evaluation of behaviors consistent with an
acute psychiatric disorder for which a medical cause has not been ruled out.

The acute psychiatric condition being evaluated or treated by inpatient psychiatric
hospitalization must require active treatment, including a combination of services such as
intensive nursing and medical intervention, psychotherapy, occupational and activity
therapy. Patients must require inpatient psychiatric hospitalization services at levels of
intensity and frequency exceeding what may be rendered in an outpatient setting, including
psychiatric partial hospitalization. There must be evidence of failure at, inability to benefit
from, or unacceptable risk in an outpatient treatment setting.





For all symptom sets or diagnoses, the severity and acuity of symptoms and the likelihood of
response to treatment, combined with the requirement for an intensive, 24-hour level of
care, are the significant factors in determining the necessity of inpatient psychiatric
treatment.

The following parameters are intended to describe the severity of illness and intensity of
service that characterize a patient appropriate for inpatient psychiatric hospitalization.
These criteria do not represent an all-inclusive list and are intended as guidelines.

Admission Criteria (Severity of lliness):
Examples of inpatient admission criteria include (but are not limited to):

« Threat to self, requiring 24-hour professional observation (i.e., suicidal ideation or
gesture within 72 hours prior to admission, self mutilation (actual or threatened) within
72 hours prior to admission, chronic and continuing self destructive behavior (e.g.,
bulemic behaviors, substance abuse) that poses a significant and/or immediate threat
to life, limb, or bodily function).

« Threat to others requiring 24-hour professional observation (i.e., assaultive behavior
threatening others within 72 hours prior to admission, significant verbal threat to the
safety of others within 72 hours prior to admission).

« Command hallucinations directing harm to self or others where there is the risk of the
patient taking action on them.

« Acute disorder/bizarre behavior or psychomotor agitation or retardation that interferes
with the activities of daily living (ADLs) so that the patient cannot function at a less
intensive level of care during evaluation and treatment.

« Cognitive impairment (disorientation or memory loss) due to an acute Axis | disorder
that endangers the welfare of the patient or others.

« A patient with a dementia disorder for evaluation or treatment of a psychiatric
comorbidity (e.g., risk of suicide, violence, severe depression) warranting inpatient
admission.

« A mental disorder causing major disability in social, interpersonal, occupational, and/or
educational functioning that is leading to dangerous or life-threatening functioning, and
that can only be addressed in an acute inpatient setting.

« A mental disorder that causes an inability to maintain adequate nutrition or self-care,
and family/community support cannot provide reliable, essential care, so that the
patient cannot function at a less intensive level of care during evaluation and treatment.

« Failure of outpatient psychiatric treatment so that the beneficiary requires 24-hour
professional observation and care. Reasons for the failure of outpatient treatment may
include increasing severity of psychiatric condition or symptom, noncompliance with
medication regimen due to the severity of psychiatric symptoms, inadequate clinical





response to psychotropic medications or severity of psychiatric symptoms that an
outpatient psychiatric treatment program is not appropriate.

Active Treatment:
For services in a hospital to be designated as "active treatment," they must be:

« provided under an individualized treatment or diagnostic plan;

« reasonably expected to improve the patient's condition or for the purpose of diagnosis;
and

« supervised and evaluated by a physician.

Such factors as diagnosis, length of hospitalization, and the degree of functional limitation,
while useful as general indicators of the kind of care most likely being furnished in a given
situation, are not controlling in deciding whether the care was active treatment. Please refer
to 42 CFR 482.61 on “Conditions of Participation for Hospitals” for a full description of what
constitutes active treatment.

The services must be provided in accordance with an individualized program of treatment or
diagnosis developed by a physician in conjunction with staff members of appropriate other
disciplines on the basis of a thorough evaluation of the patient's restorative needs and
potentialities. Thus, an isolated service (e.g., a single session with a psychiatrist, or a routine
laboratory test) not furnished under a planned program of therapy or diagnosis would not
constitute active treatment, even though the service was therapeutic or diagnostic in nature.
The plan of treatment must be recorded in the patient's medical record in accordance with
42 CFR 482.61 on “Conditions of Participation for Hospitals”.

The services must reasonably be expected to improve the patient's condition or must be for
the purpose of diagnostic study. It is not necessary that a course of therapy have as its goal
the restoration of the patient to a level which would permit discharge from the institution
although the treatment must, at a minimum, be designed both to reduce or control the
patient's psychotic or neurotic symptoms that necessitated hospitalization and improve the
patient's level of functioning.

The types of services which meet the above requirements would include not only
psychotherapy, drug therapy, and shock therapy, but also such adjunctive therapies as
occupational therapy, recreational therapy, and milieu therapy, provided the adjunctive
therapeutic services are expected to result in improvement (as defined above) in the
patient's condition. If the only activities prescribed for the patient are primarily diversional in
nature (i.e., to provide some social or recreational outlet for the patient, it would not be
regarded as treatment to improve the patient's condition. In many large hospitals these
adjunctive services are present and part of the life experience of every patient. In a case





where milieu therapy (or one of the other adjunctive therapies) is involved, it is particularly
important that this therapy be a planned program for the particular patient and not one
where life in the hospital is designated as milieu therapy.

In accordance with the above definition of "improvement," the administration of
antidepressant or tranquilizing drugs which are expected to significantly alleviate a patient's
psychotic or neurotic symptoms would be termed active treatment (assuming that the other
elements of the definition are met). However, the administration of a drug or drugs does not
of itself necessarily constitute active treatment. Thus, the use of mild tranquilizers or
sedatives solely for the purpose of relieving anxiety or insomnia would not constitute active
treatment.

Physician participation in the services is an essential ingredient of active treatment. The
services of qualified individuals other than physicians, e.g., social workers, occupational
therapists, group therapists, attendants, etc., must be prescribed and directed by a physician
to meet the specific needs of the individual. In short, the physician must serve as a source of
information and guidance for all members of the therapeutic team who work directly with
the patient in various roles. It is the responsibility of the physician to periodically evaluate
the therapeutic program and determine the extent to which treatment goals are being
realized and whether changes in direction or emphasis are needed. Such evaluation should
be made on the basis of periodic consultations and conferences with therapists, reviews of
the patient's medical record, and regularly scheduled patient interviews at least once a
week. Interpretation of “at least once a week” means that the physician will evaluate the
therapeutic program at least weekly, whereas it is generally the standard of practice that a
physician sees the patient five to seven times a week during an acute care hospitalization.

The period of time covered by the physician's certification is referred to a "period of active
treatment." This period should include all days on which inpatient psychiatric hospital
services were provided because of the individual's need for active treatment (not just the
days on which specific therapeutic or diagnostic services were rendered). For example, a
patient's program of treatment may necessitate the discontinuance of therapy for a period
of time or it may include a period of observation, either in preparation for or as a follow-up
to therapy, while only maintenance or protective services are furnished. If such periods were
essential to the overall treatment plan, they would be regarded as part of the period of
“active treatment”.

The fact that a patient is under the supervision of a physician does not necessarily mean the
patient is getting active treatment. For example, medical supervision of a patient may be
necessary to assure the early detection of significant changes in his/her condition; however,
in the absence of a specific program of therapy designed to effect improvement, a finding
that the patient is receiving active treatment would be precluded.





The program's definition of active treatment does not automatically exclude from coverage
services rendered to patients who have conditions that ordinarily result in progressive
physical and/or mental deterioration. Although patients with such diagnosis will most
commonly be receiving custodial care, they may also receive services which meet the
program's definition of “active treatment” (e.g., where a patient with Alzheimer's disease or
Pick's disease received services designed to alleviate the effects of paralysis, epileptic
seizures, or some other neurological symptom, or where a patient in the terminal stages of
any disease received life- supportive care). A period of hospitalization during which services
of this kind were furnished would be regarded as a period of “active treatment”.

Discharge Criteria (Intensity of Service):

Patients in inpatient psychiatric care may be discharged to a less intensive level of
outpatient care. A less intensive level of service would be considered when patients no
longer require 24-hour observation for safety, diagnostic evaluation, or treatment as
described above. These patients would become outpatients, receiving either psychiatric
partial hospitalization or individual outpatient mental health services, rendered and billed by
appropriate providers.

Discharge Criteria (Severity of lliness):

Patients whose clinical condition improves or stabilizes, who no longer pose an impending
threat to self or others, and who do not require 24-hour observation available in an inpatient
psychiatric unit should be discharged to outpatient care. In addition, patients who are
persistently unwilling or unable to participate in active treatment of their psychiatric
condition, would also be appropriate for discharge.

Limitations

The following services do not represent medically reasonable and necessary inpatient
psychiatric services and coverage is excluded under Title XVIII of the Social Security Act,
Section 1862(a)(1)(A):

« Services which are primarily social, recreational or diversion activities, or custodial or
respite care;

« Services attempting to maintain psychiatric wellness for the chronically mentally ill;

« Treatment of chronic conditions without acute exacerbation or the ability to improve
functioning;

« Vocational training;

» Medical records that fail to document the required level of physician supervision and
treatment planning process;

« Electrosleep therapy;





« Electrical Aversion Therapy for treatment of alcoholism (CMS IOM Publication 100-03,
Chapter 1, Section 130.4);

« Hemodialysis for the treatment of schizophrenia (CMS IOM Publication 100-03, Chapter
1, Section 130.8);

« Transcendental Meditation (CMS IOM Publication 100-03, Chapter 1, Section 30.5);

« Multiple Electroconvulsive Therapy (MECT) (CMS IOM Publication 100-03, Chapter 1,
Section 160.25).

It is not medically reasonable and necessary to provide inpatient psychiatric hospital
services to the following types of patients, and coverage is excluded under Title XVIII of the
Social Security Act, Section 1862(a)(1)(A):

« Patients who require primarily social, custodial, recreational, or respite care;

« Patients whose clinical acuity requires less than twenty-four (24) hours of supervised
care per day;

» Patients who have met the criteria for discharge from inpatient hospitalization (i.e.,
patients waiting for placement in another facility);

« Patients whose symptoms are the result of a medical condition that requires a
medical/surgical setting for appropriate treatment;

« Patients whose primary problem is a physical health problem without a concurrent
major psychiatric episode. The treatable psychiatric symptoms/problem(s) must exceed
any medical problems for the patient to be placed in an inpatient psychiatric unit;

« Patients with alcohol or substance abuse problems who do not have a combined need
for "active treatment" and psychiatric care that can only be provided in the inpatient
hospital setting. (CMS IOM Publication 100-03, Chapter 1, Section 130.1 and 130.6,
respectively);

« Patients for whom admission to a psychiatric hospital is being used as an alternative to
incarceration (i.e., court ordered admission not meeting medical necessity criteria);

« Patients admitted by a court order or whose admission is based on protocol and do not
meet admission criteria (i.e., admissions based on hospital, legal, local, or state
protocols do not preclude the patient from meeting the medical necessity for admission
to an inpatient psychiatric hospital).

As published in the CMS IOM Publication 100-08, Medicare Program Integrity Manual,
Chapter 13, Section 13.5.4, an item or service may be covered by a contractor LCD if it is
reasonable and necessary under the Social Security Act Section 1862 (a)(1)(A). Contractors
shall determine and describe the circumstances under which the item or service is
considered reasonable and necessary.

Notice: Services performed for any given diagnosis must meet all of the indications and
limitations stated in this LCD, the general requirements for medical necessity as stated in





CMS payment policy manuals, any and all existing CMS national coverage determinations,
and all Medicare payment rules.

Summary of Evidence
N/A

Analysis of Evidence (Rationale for Determination)
N/A

General Information

Associated Information

Please refer to the related Local Coverage Article: Billing and Coding: Psychiatric Inpatient
Hospitalization (A57726) for documentation requirements, utilization parameters and all
coding information as applicable.

Sources of Information
First Coast Service Options, Inc. reference LCD number — L28971

American Psychiatric Association: Diagnostic and Statistical Manual of Mental Disorders,
Fourth Edition, Text Revision. Washington, DC, American Psychiatric Association, 2000.
Significance of Source: This specialty organization publication provides definitions and
background information regarding psychiatric diagnoses.

American Psychiatric Association Practice Guidelines (2004). American Psychiatric Press,
Inc.

Anderson AJ, Micheels P, et al. Criteria based voluntary and involuntary psychiatric
admissions modeling. International Journal of Psychosocial Rehabilitation 1998; 2(2):176-

188.

Goldman RL, Weir CR, et al. Validity of utilization management criteria for psychiatry. Am J
Psychiatry 1997; 154:349-354.

Hermann RC, Leff HS, et al. Selecting process measure for quality improvement in mental
healthcare. The Evaluation Center @HSRI July 2002.

Merck Manual of Diagnosis and Therapy, Section 15.
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01/01/2021

R7

Article revised and
published on 07/08/2021
effective for dates of service
on and after 01/01/2021 to
remove reference to the CMS
IOM Publication 100-03,
Chapter 1, Section 30.4
under the ‘Limitations’
section for the 6th bullet for
Electrosleep therapy in
response to the CMS CR
12254. Minor formatting
changes have also been
made.

« Other (Revision
based on CR 12254)

11/28/2019

R6

Revision Number: 5
Publication: November 2019
Connection

LCR A2019-005

Explanation of Revision:
Based on Change Request
(CR) 10901, the LCD was
revised to remove all billing
and coding and all language
not related to reasonable
and necessary provisions
(“Bill Type Codes,” “Revenue

o Other (Revision
based on CR 10901)





Revision
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Revision
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Codes,” “CPT/HCPCS
Codes,” “ICD-10 Codes that
Support Medical Necessity,”
“Documentation
Requirements” and
“Utilization Guidelines”
sections of the LCD) and
place them into a newly
created billing and coding
article. In addition, the Social
Security Act, Code of Federal
Regulations, and IOM
reference sections were
updated. The effective date
of this revision is for claims
processed on or after
January 8, 2019, for dates of
service on or after October 3,
2018.

At this time 21st Century
Cures Act will apply to new
and revised LCDs that
restrict coverage which
requires comment and
notice. This revision is not a
restriction to the coverage
determination and therefore
not all the fields included on
the LCD are applicable as
noted in this LCD.

01/24/2019

R5

Revision Number: 4
Publication: February 2019

« Other (Revisions
based on review)
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Connection
LCR A2019-002

Explanation of Revision:
Based on a review of the
LCD, grammatical and
formatting errors were
corrected throughout the
LCD. The effective date of
this revision is based on
process date. In addition, it
was determined that some
of the italicized language in
the “Coverage Indications,
Limitations, and/or Medical
Necessity” and
“Documentation
Requirements” sections of
the LCD do not represent
direct quotations from some
of the CMS sources listed in
the LCD; therefore, this LCD
is being revised to assure
consistency with the CMS
sources. The effective date
of this revision is based on
date of service.

01/24/2019: At this time
21st Century Cures Act will
apply to new and revised
LCDs that restrict coverage
which requires comment
and notice. This revision is
not a restriction to the
coverage determination and
therefore not all the fields





Revision Revision

History History

Date Number Revision History Explanation Reasons for Change
included on the LCD are
applicable as noted in this
LCD.

08/15/2016 R4 10/02/2018: This LCD « Other
version is approved to allow
local coverage documents to
be related to the LCD.

08/15/2016 R3 09/22/2016 - The following « Revisions Due To Bill
Revenue codes were Type or Revenue
deleted: Codes
0909 was deleted

08/15/2016 R2 Revision Number: 1 « Provider

Publication: July 2016
Connection
LCR A2016-004

Explanation of Revision:
Based on CR 9522
(Transmittal 98)
(Clarification of Inpatient
Psychiatric Facilities [IPF]
Requirements for
Certification, Recertification
and Delayed/Lapsed
Certification and
Recertification) the LCD was
revised to add/revise
language in the
“Certification/Recertification
— Inpatient Psychiatric
Certification/Recertification”

Education/Guidance





Revision Revision

History History

Date Number Revision History Explanation Reasons for Change
section of the LCD. The
effective date of this revision
is based on date of service.

10/01/2015 R1 The language and/or ICD- « Provider

10-CM diagnoses were Education/Guidance
updated to be consistent

with the current ICD-9-CM

LCD’s language and coding.

Associated Documents

Attachments
N/A

Related Local Coverage Documents
Articles
A57726 - Billing and Coding: Psychiatric Inpatient Hospitalization &

Related National Coverage Documents
NCDs
130.1 - Inpatient Hospital Stays for Treatment of Alcoholism &

Public Versions

Updated On Effective Dates Status @

07/02/2021 01/01/2021 - N/A Currently in Effect You are here

Some older versions have been archived. Please visit the MCD Archive Site & to retrieve
them.




https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57726&ver=7

https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57726&ver=7

https://www.cms.gov/medicare-coverage-database/view/article.aspx?articleId=57726&ver=7

https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?NCDId=26&NCDver=1

https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?NCDId=26&NCDver=1

https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?NCDId=26&NCDver=1

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=33975:22

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=33975:22

https://localcoverage.cms.gov/mcd_archive/view/lcd.aspx?lcdInfo=33975:22
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LCD ID
L34520

LCD Title
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Proposed LCD in Comment Period
N/A

Source Proposed LCD
N/A

Original Effective Date
For services performed on or after 10/01/2015

Revision Effective Date
For services performed on or after 07/01/2020

Revision Ending Date
N/A
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N/A
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N/A
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CPT codes, descriptions, and other data only are copyright 2024 American Medical Association. All Rights Reserved.
Applicable FARS/HHSARS apply.

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.

Current Dental Terminology © 2024 American Dental Association. All rights reserved.

Copyright © 2025, the American Hospital Association, Chicago, lllinois. Reproduced with permission. No portion of the
AHA copyrighted materials contained within this publication may be copied without the express written consent of the
AHA. AHA copyrighted materials including the UB-04 codes and descriptions may not be removed, copied, or utilized
within any software, product, service, solution, or derivative work without the written consent of the AHA. If an entity
wishes to utilize any AHA materials, please contact the AHA at 312-893-6816.

Making copies or utilizing the content of the UB-04 Manual, including the codes and/or descriptions, for internal purposes,
resale and/or to be used in any product or publication; creating any modified or derivative work of the UB-04 Manual and/or
codes and descriptions; and/or making any commercial use of UB-04 Manual or any portion thereof, including the codes
and/or descriptions, is only authorized with an express license from the American Hospital Association. The American
Hospital Association (the "AHA") has not reviewed, and is not responsible for, the completeness or accuracy of any
information contained in this material, nor was the AHA or any of its affiliates, involved in the preparation of this material,





or the analysis of information provided in the material. The views and/or positions presented in the material do not
necessarily represent the views of the AHA. CMS and its products and services are not endorsed by the AHA or any of its
affiliates.

CMS National Coverage Policy

This LCD supplements but does not replace, modify or supersede existing Medicare
applicable National Coverage Determinations (NCDs) or payment policy rules and
regulations for Psychological and Neuropsychological Tests. Federal statute and subsequent
Medicare regulations regarding provision and payment for medical services are lengthy.
They are not repeated in this LCD. Neither Medicare payment policy rules nor this LCD
replace, modify or supersede applicable state statutes regarding medical practice or other
health practice professions acts, definitions and/or scopes of practice. All providers who
report services for Medicare payment must fully understand and follow all existing laws,
regulations and rules for Medicare payment for Psychological and Neuropsychological Tests
and must properly submit only valid claims for them. Please review and understand them
and apply the medical necessity provisions in the policy within the context of the manual
rules. Relevant CMS manual instructions and policies may be found in the following Internet-
Only Manuals (IOMs) published on the CMS Web site.

Internet Only Manual (IOM) Citations:

« CMS IOM Publication 100-02, Medicare Benefit Policy Manual,

o Chapter 15, Section 80.2 Psychological Tests and Neuropsychological Tests, Section
160 Clinical Psychologist Services, Section 170 Clinical Social Worker (CSW)
Services

« CMS IOM Publication 100-04, Medicare Claims Processing Manual,
o Chapter 23, Section 20.9 National Correct Coding Initiative (CCl)
« CMS IOM Publication 100-08, Medlicare Program Integrity Manual,
o Chapter 3, Section 3.3.2.6 Psychotherapy Notes
o Chapter 13, Section 13.5.4 Reasonable and Necessary Provision in an LCD

National Correct Coding Initiative (NCCI) Citation:

« NCCI Policy Manual for Medicare Services
o Chapter 11, Section M Central Nervous System Assessments/Tests.

Social Security Act (Title XVIIl) Standard References:

« Title XVIII of the Social Security Act, Section 1862(a)(1)(A) states that no Medicare
payment shall be made for items or services which are not reasonable and necessary
for the diagnosis or treatment of illness or injury.





« Title XVIII of the Social Security Act, Section 1862 (a)(7). This section excludes routine
physical examinations.

« Title XVIII of the Social Security Act, Section 1833(e) states that no payment shall be
made to any provider for any claim that lacks the necessary information to process the
claim.

Federal Register References:

« Code of Federal Regulations (CFR), Title 42, Volume 2, Chapter IV, Part 410.32
Diagnostic x-ray tests, diagnostic laboratory tests, and other diagnostic tests:
Conditions and Part 410.33 Independent diagnostic testing facility.

Coverage Guidance

Coverage Indications, Limitations, and/or Medical Necessity
History/Background and/or General Information

Neuropsychological tests provide measurements of brain function that are objective, valid,
and reliable. Neuropsychological tests are quantifiable in nature and require patients to
directly demonstrate their level of cognitive competence in a particular cognitive domain.
Neuropsychological tests are administered in the context of a comprehensive assessment
that synthesizes data from clinical interview, record review, medical history, and behavioral
observations. Information from neuropsychological assessments directly impacts medical
management of patients by providing information about diagnosis, prognosis, and
treatment of disorders that are known to impact central nervous system (CNS) functioning.
In addition, neuropsychological assessments predict functional abilities across a variety of
disorders.

Indications for neuropsychological assessments include a history of medical or neurological
disorder compromising cognitive or behavioral functioning; congenital, genetic, or metabolic
disorders known to be associated with impairments in cognitive or brain development;
reported impairments in cognitive functioning; and evaluations of cognitive function as a
part of the standard of care for treatment selection and treatment outcome evaluations (e.g.,
deep brain stimulators, epilepsy surgery). Neuropsychological assessments are not limited in
relevance to patients with evidence of structural brain damage, and are frequently
necessary to document impairments in patients with probable neuropsychological and
neurobehavioral disorders, and are the tool of choice whenever objective documentation of
subjective cognitive complaints and symptom validity testing are indicated. In children and
adolescents, a significant inability to develop expected knowledge, skills or abilities as
required to adapt to new or changing cognitive, social, emotional, or physical demands
warrants a neuropsychological evaluation.





Neuropsychological testing is not supported or excluded from medical necessity based on
diagnosis alone. Rather, indications for testing are based on whether there is known or
suspected neurocognitive involvement or effects, or where neuropsychological testing will
impact the management of the patient by confirmation or delineation of diagnosis, or
otherwise providing substantive information regarding diagnosis, treatment planning,
prognosis, or quality of life.

Neuropsychological testing is useful in persons with documented changes in cognitive
function to differentiate neurologic diseases (i.e., one of the types of dementia) or injuries
(e.g., traumatic brain injury, stroke) from depressive disorders or other psychiatric conditions
(e.g., psychosis, schizophrenia) when the diagnosis is uncertain after complete neurological
examination, mental status examination, and other neurodiagnostic studies (e.g., computed
tomography (CT) scanning, magnetic resonance (MR) imaging). The clinician presented with
complaints of memory impairment or slowness in thinking in a patient who is depressed or
paranoid may be unsure of the possible contribution of neurological changes to the clinical
picture. Neuropsychological testing may be particularly helpful when the findings of the
neurological examination and ancillary procedures are either negative or equivocal. The
differential diagnosis of incipient dementia from depression is a case in point, particularly
when computed tomography (CT) fails to yield definitive results.

Neuropsychological testing may be indicated in persons with epilepsy. Neuropsychological
testing is used in these patients to monitor the efficacy and possible cognitive side effects of
drug therapy (e.g., new anti-convulsant drug therapy) by comparing baseline performance
with subsequent testing performance. Neuropsychological testing is also used to assess
post-surgical changes in cognitive functioning to guide further treatment services.
Preferably, these tests should be administered by a psychiatrist or certified psychologist
trained to conceptualize the neuro-anatomical and the neuro-behavioral implications of the
diagnostic entities under consideration and who is capable of interpreting patterns of test
scores in view of principles of lateralization and localization of cerebral function.

Covered Indications
Neuropsychological testing is considered medically necessary for the following indications:

« When there are deficits on standard mental status testing or clinical interview, and a
neuropsychological assessment is needed to establish the presence of abnormalities or
distinguish them from other disease processes; or

« When neuropsychological data could provide clarification of clinical, laboratory, and
neuroimaging data to assist in establishing a clinical diagnosis in neurological or
systemic conditions known to affect CNS functioning; or

« When there is a need to quantify cognitive or behavioral deficits related to CNS
impairment, and the information will be useful in determining a prognosis or treatment





planning by determining the rate of disease progression; or

When there is a need for a pre-surgical or treatment-related cognitive evaluation to
inform whether one might safely proceed with a medical or surgical procedure that may
affect brain function (e.g., deep brain stimulation, resection of brain tumors or
arteriovenous malformations, epilepsy surgery) or significantly alter a patient’s
functional status; or

When there is a need to assess the potential impact of adverse effects of therapeutic
substances that may cause cognitive impairment (e.g., radiation, chemotherapy,
antiepileptic medications), and this information is utilized in treatment planning; or
When there is a need to assess progression, recovery, and response to changing
treatments, in patients with CNS disorders, in order to determine the most effective plan
of care; or

When there is a need for objective measurement of patients' subjective complaints
about memory, attention, or other cognitive dysfunction, which directly impacts medical
management by differentiating psychogenic from neurogenic syndromes (e.g., dementia
vs. depression), and in some cases will result in initial detection of neurological disorders
or systemic diseases affecting the brain; or

When there is a need for treatment planning purposes of determining functional
abilities/impairments in individuals with known or suspected CNS disorders (e.g.,
capacity for independent living or movement from a family home into an institutional
setting); or

When there is a need to determine whether a patient can comprehend and participate
effectively in complex treatment regimens and to determine functional capacity for
health care decision-making, independent living, etc.; or

When there is a need to design, administer, and/or assess outcomes of cognitive
rehabilitation procedures, often in collaboration with other specialists such as speech
pathologists, occupational therapists, physiatrists, and rehabilitation psychologists; or
When there is a need for treatment planning of identification and assessment of
neurocognitive sequelae of disease ; or

Assessment of neurocognitive functions for the formulation of rehabilitation and/or
management strategies for certain individuals with neuropsychiatric disorders; or
When there is a need to diagnose cognitive or functional deficits in children and
adolescents based on an inability to develop expected knowledge, skills or abilities as
required to adapt to new or changing cognitive, social, emotional, or physical demands.

The content of neuropsychological testing procedures differs from that of psychological

testing in that neuropsychological testing consists primarily of individually administered

ability tests that comprehensively sample cognitive and performance domains that are

known to be sensitive to the functional integrity of the brain (e.g., abstraction, memory and

learning, attention, language, problem solving, sensorimotor functions, constructional praxis,

etc.).





Psychological testing codes include the administration, interpretation, and scoring of

the medically accepted tests for the evaluation of intellectual strengths, psychopathology,
psychodynamics, mental health risks, insight, motivation, and other factors influencing
treatment and prognosis.

Psychological tests are used to address a variety of questions about people’s functioning,
diagnostic classification, co-morbidity, and choice of treatment approach. For example,
personality tests and inventories evaluate the thoughts, emotions, attitudes, and behavioral
traits that contribute to an individual’s interpersonal functioning. The results of these tests
determine an individual's personality strengths and weaknesses and may identify certain
disturbances in personality or psychopathology. One type of personality test is the projective
personality assessment, which asks a subject to interpret some ambiguous stimuli, such as
a series of inkblots. The subject's responses can provide insight into his or her thought
processes and personality traits.

Examples of problems that might require psychological testing include:

1. Assessment of mental functioning for individuals with suspected or known mental
disorders for purposes of differential diagnosis and/or treatment planning.

2. Assessment of patient strengths and disabilities for use in treatment planning or
management when signs or symptoms of a mental disorder are present.

3. Assessment of patient capacity for decision-making when impairment is suspected that
would affect patient care or management.

4. Assessment of mental function in certain chronic pain patients when indicated after
psychological screening prior to surgical pain management intervention (e.g.,
implantable neurostimulator).

5. Assessment of mental function in a chronic pain patient with suspected somatization
disorder.

When a psychiatric condition or the presence of dementia has already been diagnosed,
there is value to the testing only if the information derived from the testing would be
expected to have significant impact on the understanding and treatment of the patient.
Examples include a significant change in the patient’s condition, the need to evaluate a
patient’s capacity to function in a given situation or environment, and/or the need to
specifically tailor therapeutic and/or compensatory techniques to particular aspects of the
patient’s pattern of strengths and disabilities.

Limitations

Psychological and Neuropsychological testing is not considered reasonable and necessary
when:





« the patient is not neurologically and cognitively able to participate in a meaningful way
in the testing process;

« administered for educational or vocational purposes that do not establish medical
management;

« performed when abnormalities of brain or emotional function are not suspected;

« used for self-administered or self-scored inventories or screening tests of cognitive
function (paper-and-pencil or computerized), e.g., AIMS, Folstein Mini-Mental Status
Examination;

« Repeated when not required for medical decision-making. Examples of medical decision
making include: whether to start or continue a particular rehabilitative or pharmacologic
therapy);

« Administered when the patient has a substance abuse background, and any of the
following apply: the patient has ongoing substance abuse such that test results would
be inaccurate, or the patient is currently intoxicated.

Testing conducted when no mental illness/disability is suspected would be considered
screening and would not be covered. Non-specific behaviors that do not suggest the
possibility of mental iliness or disability are not an acceptable indication for testing.

Evaluations of the mental status that can be performed within the psychiatric diagnostic
evaluation (e.g., a list of questions concerning symptoms of depression or organic brain
syndrome, corresponding to brief questionnaires or screening measures such as the Folstein
Mini Mental Status Examination or the Beck Depression Scale, or use of other mental status
exams in isolation) should not be classified separately as psychological or
neuropsychological testing since they are typically part of a more general
psychiatric/psychological clinical exam or interview.

Psychological/neuropsychological testing to evaluate adjustment reactions or dysphoria
associated with placement in a nursing home does not constitute medical necessity for
testing. Testing of every patient upon entry to a nursing home would be considered a routine
service and would not be covered. However, some individuals enter a nursing home at a
time of physical and cognitive decline and may require psychological/neuropsychological
testing to arrive at a diagnosis and plan of care. Decisions to test individuals who have
recently entered a nursing home need to be made judiciously, on a case-by-case basis.

Each psychological/neuropsychological test administered must be individually medically
necessary. A standard battery of tests is only medically necessary if each individual test in
the battery is medically necessary.

The psychological/neuropsychological testing codes should not be reported by the treating
physician for only reading the testing report or explaining the results to the patient or family.
Payment for these services is included in the payment for other services rendered to the





patient, such as evaluation and management services. Psychological and
neuropsychological testing codes should be reported by the performing provider (i.e., clinical
psychologist, neuropsychologist, or physician) who administered the test.

Changes in mental illness may require psychological testing to determine new diagnoses or
the need for changes in therapeutic measures. Repeat testing not required for diagnosis or
continued treatment would be considered medically unnecessary. Nonspecific behaviors
that do not indicate the presence of, or change in, a mental illness would not be an
acceptable indication for testing. Psychological or psychiatric evaluations that can be
accomplished through the clinical interview alone (e.g., response to medication) would not
require psychological testing, and such testing might be considered as medically
unnecessary.

For the formal evaluation of aphasia using a psychometric instrument such as the Boston
Diagnostic Aphasia Examination, testing is typically performed once during treatment, and
the medical necessity for such testing should be documented. Repeat testing should only be
done if there is a significant change in the patient’s aphasic condition.

Supporting documentation in the medical record must be present to justify the medical
necessity and hours tested per patient per evaluation. If the testing time exceeds eight (8)
hours, medical necessity for the extended testing should be documented in the report.

Routine re-evaluation of chronically disabled patients that is not required for a diagnosis or
continued treatment is not medically necessary.

As published in the CMS |IOM Publication 100-08, Medicare Program Integrity Manual,
Chapter 13, Section 13.5.4, an item or service may be covered by a contractor LCD if it is
reasonable and necessary under the Social Security Act Section 1862 (a)(1)(A). Contractors
shall determine and describe the circumstances under which the item or service is
considered reasonable and necessary.

Summary of Evidence
N/A

Analysis of Evidence (Rationale for Determination)
N/A

General Information

Associated Information
Documentation Requirements





Please refer to the Local Coverage Article: Billing and Coding: Psychological and
Neuropsychological Tests (A57780) for documentation requirements that apply to the
reasonable and necessary provisions outlined in this LCD.

Utilization Guidelines

Please refer to the Local Coverage Article: Billing and Coding: Psychological and
Neuropsychological Tests (A57780) for utilization guidelines that apply to the reasonable
and necessary provisions outlined in this LCD.
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Revision Revision

History History

Date Number Revision History Explanation Reasons for Change

07/01/2020 R9 Revision Number: 8 « Other (Revision
Publication: June 2020 based on CMS
Connection directive)

LCR A/B2020-042

Explanation of Revision: Based
on a CMS directive, the LCD was
revised to remove language in





Revision Revision
History History
Date Number Revision History Explanation Reasons for Change
the “Limitations” section
regarding Alzheimer’s disease.
The effective date of this
revision is based on date of
service.
01/08/2019 R8 Revision Number 7 « Other (Revision

Publication November 2019
Connection
LCR AB2019-075

Explanation of Revision: Based
on Change Request (CR) 10901,
the LCD was revised to remove
all billing and coding and all
language not related to
reasonable and necessary
provisions (“Bill Type Codes,”
“Revenue Codes,” “CPT/HCPCS
Codes,” “ICD-10 Codes that
Support Medical Necessity,”
“Documentation Requirements”
and “Utilization Guidelines”
sections of the LCD) and place
them into a newly created billing
and coding article. During the
process of moving the ICD-10-
CM diagnosis codes to the
billing and coding article, the
ICD-10-CM diagnosis code
ranges were broken out and
listed individually. In addition,
the Social Security Act, Code of
Federal Regulations, and IOM
reference sections were

based on CR
10901)





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

updated. The effective date of
this revision is for claims
processed on or after January 8,
2019, for dates of service on or
after October 3, 2018.

At this time 21st Century Cures
Act will apply to new and
revised LCDs that restrict
coverage which requires
comment and notice. This
revision is not a restriction to the
coverage determination and
therefore not all the fields
included on the LCD are
applicable as noted in this LCD.

01/01/2019

R7

Revision Number: 6
Publication: December 2018
Connection

LCR A/B2019-001

Explanation of Revision: Annual
2019 HCPCS Update. Descriptor
revised for CPT code 96116.
Deleted CPT codes 96101,
96102,96103,96111, 96118,
96119, and 96120. Added CPT
codes 96112,96113,96121,
96130,96131, 96132, 96133,
96136, 96137, 96138, and
96139. The effective date of this
revision is based on date of
service.

» Revisions Due
To CPT/HCPCS
Code Changes





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

01/01/2019: At this time 21st
Century Cures Act will apply to
new and revised LCDs that
restrict coverage which requires
comment and notice. This
revision is not a restriction to the
coverage determination and
therefore not all the fields
included on the LCD are
applicable as noted in this LCD.

11/28/2018

R6

Revision Number: 5
Publication: December 2018
Connection

LCR A/B2018-088

Explanation of Revision: Based
on an LCD reconsideration
request, the LCD was revised to
add ICD-10-CM diagnosis codes
B20 and G35 to the “ICD-10
Codes that Support Medical
Necessity” section of the LCD for
CPT/HCPCS codes 96101,
96102,96103,96118, 96119,
96120, and G0451. In addition,
the “Sources of Information”
section of the LCD was updated.
The effective date of this
revision is based on date of
service.

11/28/2018: At this time 21st
Century Cures Act will apply to
new and revised LCDs that
restrict coverage which requires

« Reconsideration
Request





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

comment and notice. This
revision is not a restriction to the
coverage determination and
therefore not all the fields
included on the LCD are
applicable as noted in this

policy.

10/01/2018

R5

Revision Number: 4

Explanation of Revision: Based
on CR 10847 (Annual 2019 ICD-
10-CM Update), the LCD was
revised to indicate that
diagnosis codes were added,
deleted, and descriptors were
revised within existing diagnosis
code ranges. In addition, the
LCD was revised to remove the
duplicate paragraph in the
“Revenue codes:” section of the
LCD. The effective date of this
revision is based on date of
service.

« Revisions Due
To ICD-10-CM
Code Changes

10/31/2017

R4

Revision Number: 3

Publication: October 2017
Connection

LCR A/B2017-042

Explanation of Revision: Based
on an LCD reconsideration
request, the LCD was revised to

« Reconsideration
Request





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

add ICD-10-CM diagnosis codes
G20, G40.001 - G40.319,
G40.A01 - G40.B19, and
G40.401 - G40.919 to the “ICD-
10 Codes that Support Medical
Necessity section of the LCD for
CPT/HCPCS codes 96101,
96102, 96103,96118, 96119,
96120, and G0451. The effective
date of this revision is based on
date of service.

10/31/2017: At this time 21st
Century Cures Act will apply to
new and revised LCDs that
restrict coverage which requires
comment and notice. This
revision is not a restriction to the
coverage determination and
therefore not all the fields
included on the LCD are
applicable as noted in this

policy.

10/01/2017

R3

Revision Number: 2

Publication: September 2017
Connection

LCR A/B2017-038

Explanation of Revision: Based
on CR 10153 (Annual 2018 ICD-
10-CM Update) the LCD was
revised. Added ICD-10-CM
diagnosis code F10.11. The

« Revisions Due
To ICD-10-CM
Code Changes





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

effective date of this revision is
based on date of service.

10/01/2017: At this time 21st
Century Cures Act will apply to
new and revised LCDs that
restrict coverage which requires
comment and notice. This

revision is not a restriction to the

coverage determination and
therefore not all the fields
included on the LCD are
applicable as noted in this

policy.

10/01/2016

R2

Revision Number: 1
Publication: October 2016
Connection

LCR A/B2016-097

Explanation of Revision: Based
on CR 9677 (Annual 2017 ICD-
10-CM Update) the LCD was
revised. Revised ICD-10-CM
diagnosis code ranges from
169.01-169.020 to 169.010 -
169.020, and 169.11-169.122 to
169.110 -169.122, and added
new ICD-10-CM diagnosis
ranges 169.210 - 169.219,
169.310 - 169.319, 169.810 -
169.819 and 169.910 - 169.919 in
the “ICD-10 Codes that Support
Medical Necessity” section of

« Typographical
Error





Revision
History
Date

Revision
History
Number

Revision History Explanation

Reasons for Change

the LCD. Also, deleted ICD-10-
CM diagnosis codes 169.01,
169.11, 169.21, 169.31, 169.81 and
169.91 in the “ICD-10 Codes that
Support Medical Necessity”
section of the LCD. The effective
date of this revision is based on
date of service.

10/01/2016

R1

Revision Number: 1 Publication:
October 2016 Connection LCR
A/B2016-097

Explanation of Revision: Based
on CR 9677 (Annual 2017 ICD-
10-CM Update) the LCD was
revised. Revised ICD-10-CM
diagnosis code ranges from
169.01-169.020 to 169.010 -
169.020, and 169.11-169.122 to
169.110 -169.122, and added
new ICD-10-CM diagnosis
ranges 169.210 - 169.219,
169.310 -169.319, 169.810 -
169.819 and 169.910 - 169.919 in
the “ICD-10 Codes that Support
Medical Necessity” section of
the LCD. Also, deleted ICD-10-
CM diagnosis codes 169.01,
169.11,169.21,169.31, 169.81 and
169.91 in the “ICD-10 Codes that
Support Medical Necessity”
section of the LCD. The effective
date of this revision is based on
date of service.
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