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Description/Scope

This document addresses lung transplantation (lobar, single-lung or double-lung replacement). In a lobar
transplantation, a lobe of the donor's lung is excised, sized appropriately for the recipient's thoracic dimensions, and
is transplanted into the recipient. Donors for lobar lung transplantation have primarily been living related, but lobes
of deceased donors have also been transplanted. In single-lung transplantation, only one lung from a deceased
donor is provided to the recipient. In double-lung transplantation, the recipient's lungs are removed and replaced by
both deceased donor's lungs.

Note: Please see the following related document for additional information:
e TRANS.00026 Heart/Lung Transplantation

Position Statement

Federal and State law, as well as contract language; including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving; and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule 59G-1.035, F.A.C and Core SMMC Contract,
Attachment I1, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQREOSOR P

Additional required information

C. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
D. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 1 of 36
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Medically Necessary:

Lung or lobar transplantation is considered medically necessary for individuals who meet the general individual
selection criteria and have irreversible, progressively disabling, end-stage pulmonary disease including, but not
limited to, one or more of the conditions listed below.

A. Restrictive lung disease, examples of which include, but are not limited to:

1. Idiopathic pulmonary fibrosis (IPF);

Interstitial pulmonary fibrosis;
Scleroderma;
Sarcoidosis;
Extrinsic allergic alveolitis;
Post-chemotherapy disease;

7. Asbestosis.
B. Chronic lung disease, examples of which include, but are not limited to:

1. Alpha-1 antitrypsin deficiency;

2. Eosinophilic granuloma (Langerhans cell histiocytosis or histiocytosis X);

3. Chronic Obstructive Pulmonary Disease (COPD) (emphysema, chronic bronchitis);

4. Bronchiolitis obliterans;

5. Bronchopulmonary dysplasia;
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Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 2 of
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6. Recurrent pulmonary embolus;
7. Lymphangiomyomatosis (LAM).
C. Pulmonary hypertension, examples of which include, but are not limited to:
1. Primary pulmonary hypertension;
2. Pulmonary hypertension due to cardiac diseases and interstitial pulmonary fibrosis;
3. Eisenmenger's syndrome;
4. Fibrosing mediastinitis.
D. Septic lung disease, examples of which include, but are not limited to:
1. Ciystic fibrosis;
2. Bronchiectasis.

Lung or Lobar Retransplantation

Retransplantation in individuals with graft failure of an initial lung or lobar transplant, due to either technical
reasons or hyperacute rejection is considered medically necessary.

Retransplantation in individuals with chrenic rejection or recurrent disease is considered medically necessary
when the individual meets general selection criteria as defined below.

Investigational and Not Medically Necessary:

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 3 of
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Lobar or lung transplantation in individuals for all other diagnoses.is considered investigational and not medically
necessary.

Note: For multi-organ transplant requests, criteria must be met for each organ requested. In those situations, an
individual may present with a concurrent medical condition which would be considered an exclusion or a
comorbidity that would preclude a successful outcome but would be treated with the other organ transplant. Such
cases will be reviewed on an individual basis for coverage determination to assess the member's candidacy for
transplantation.

General Individual Selection Criteria
In addition to having end stage pulmonary disease, the individual must not have a contraindication, as defined by
the American Society of Transplantation in Guidelines for the Referral and Management of Patients Eligible for

Solid Organ Transplantation (2001)* listed below.

Absolute Contraindications- for Transplant Recipients include, but are not limited to, the following:

A. Metastatic cancer;
B. Ongoing or recurring infections that are not effectively treated;
C. Serious cardiac or other ongoing insufficiencies that create an inability to tolerate transplant surgery;

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 4 of

36



Medical Policy TRANS.00009
Lung and Lobar TransEIantation

D. Serious conditions that are unlikely to be improved by transplantation as life expectancy can be finitely
measured;

E. Demonstrated individual nonadherence, which places the organ at risk by not adhering to medical
recommendations;

F. Potential complications from immunosuppressive medications are unacceptable to the individual,

G. Acquired immune deficiency syndrome (AIDS) (diagnosis based on Centers for Disease Control and

Prevention [CDC] definition of CD4 count, 200 cells/mm?) unless the following are noted:

1. CD4 count greater than 200 cells/mm? for greater than 6 months;

2. HIV-1 RNA undetectable;

3. On stable anti-retroviral therapy greater than 3 months;

4. No other complications from AIDS (for example, opportunistic infection, including aspergillus,
tuberculosis, coccidioidomycosis, resistant fungal infections, Kaposi’s sarcoma or other neoplasm);

5. Meeting all other criteria forlung transplantation.

* Steinman, Theodore, et al. Guidelines for the Referral and Management of Patients Eligible for Solid Organ
Transplantation. Transplantation. 2001; 71(9):1189-1204.

Rationale

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 5 of
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For individuals with end-stage lung disease not amenable to or refractory to available medical and surgical
approaches, lung transplantation may be the only accepted therapeutic option available. Lung transplantation
techniques and immunosuppressive therapies have evolved over time, with the bulk of experience accumulated
since 1990. Refinement of surgical techniques, individual selection criteria, and postoperative management has
resulted in improved outcomes for lung transplantation. Current published literature includes retrospective studies,
guidelines and reviews which indicate that lung transplantation may improve overall survival (OS) in select
individuals with a variety of end-stage lung diseases.

In 2006, the National Institute for Health Care and Excellence (NICE) published a document titled Living-donor

Lung Transplantation for End-Stage Lung Disease Guidance, which states:
Current evidence on the efficacy of living-donor lung transplantation for end-stage lung disease
and its safety profile for suitable recipients appears adequate to support the use of this procedure.
The procedure should only be used in selected patients who would otherwise die. However,
limited evidence suggests that living-donor lung transplantation for end-stage lung disease carries
a significant risk of morbidity for donors. Therefore, clinicians wishing to undertake this
procedure should take the following actions: Ensure that donors receive thorough physical and
psychological sereening, and counselling about the morbidity associated with this procedure.
They should also be provided with clear written information. Living-donor lung transplantation
for end-stage lung disease should only be performed in specialist centers in the context of a
multidisciplinary team. Donor lungs should be harvested by specialist thoracic surgeons.

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 6 of
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NICE indications include the following:

e 2.11 Lung transplants are performed in patients with non-malignant pulmonary disease that is unresponsive
or minimally responsive to treatment and who have a life expectancy of less than a year. The underlying
causes include cystic fibrosis, severe pulmonary fibrosis, pulmonary hypertension and obliterative
bronchiolitis.

e 2.12 The majority of live-donor lung recipients are patients with cystic fibrosis. The majority of lung
donors are first-degree relatives who are compatible in terms of size and ABO blood group.

e 2.13 Living donation is an alternative to cadaveric organ donation. Living donation is an option for patients
for whom cadaveric transplantation is unavailable, or who are deteriorating clinically to the point of
transplant ineligibility while waiting for a cadaveric donor. Living donation may also be an option for
critically ill children, as there is a;particular shortage of suitable cadaveric donors for this age group.

Kreider and Kotloff (2009), in a report on the selection of lung transplantation candidates, stated that “Lung
transplantation is a therapeutic option for a broad spectrum of chronic debilitating pulmonary disorders of the
airways, parenchyma and vasculature.” The authors also noted, “The selection of candidates requires an
appreciation of the natural history of advanced lung disease as well as the impact of pretransplant patient
characteristics on post-transplantation outcomes.”

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.
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The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 7 of
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Orens (2009), in a review of the current status of lung transplantation, reported.that, “Lung transplantation is an
established treatment option for those with a wide variety of end-stage lung diseases and can prolong survival.” In
addition, the author noted that survival statistics for lung transplantation are not as favorable as for other solid organ
transplants; lung transplants having a half-life of around 5 years versus/10. years for heart, kidney, and liver
transplants. Yusen (2009) indicated that the literature provides conflicting data on survival and quality of life
outcomes. This author encouraged development and reporting of valid measures. of outcomes such as symptom
control and function, as well as survival, which will assist individuals in weighing the potential costs and benefits
of lung transplantation.

Todd and colleagues (2013), in a lung transplant update, reported that the number of potential candidates who could
benefit from this procedure far exceeded the number of lung transplants performed annually, especially in the
pediatric population. The authors also indicated that recently the epidemiology of those undergoing transplantation
has changed considerably with a large increase in the proportion of older recipients and those with interstitial lung
disease.

The Pulmonary Transplantation Council of the International Society for Heart and Lung Transplantation (ISHLT)
issued a 2021 updated consensus document for the selection of lung transplant candidates. The authors (Leard and

colleagues, 2021) include the following information:

General Considerations

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.
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The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review
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Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 8 of
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Lung transplantation should be considered for adults with chronic, end-stage lung disease who meet
all the following general criteria:

e High (>50%) risk of death from lung disease within.2 years if lung transplantation is not
performed.

e High (>80%) likelihood of 5-year post-transplant survival from a general medical perspective
provided that there is adequate graft function.

Pediatric Candidate Selection
Timing of Listing

In addition to general recommendations for adults, considerations for listing children for lung
transplant include the following:
e Patients with CF < 18 years of age should be listed when FEV| < 30% predicated
e Patients with PAH <'18 years of age should be listed when they are in the EPPVDN high
risk category and on optimal therapy without improvement

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.
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The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 9 of
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Transition from pediatric to adult care while on the transplant waiting list needs careful planning,
timing, and ongoing communication

In pediatric candidates, growth and nutritional status should be carefully monitored.

Extracorporeal life support may be an acceptable bridge to transplant in appropriately selected pediatric
candidates at centers with expertise.

Valapour and colleagues, (2021) reported in the Organ Procurement Transplant Network (OPTN)/ Scientific
Registry of Transplant Recipients that lung transplants declined in 2020, this coincided with the COVID-19
pandemic. In 2022, they reported that for the first time since the pandemic, the annual number of lung transplants
performed in the United States increased. There were 2743 lung transplants performed representing an increase of
174 lung transplants from 2569 in 2021. The number did not reach pre-pandemic volumes. The number of new
adult candidates added to the waiting list continued to increase annually, with 3161 candidates added in 2022.

The Pulmonary Transplantation Council-of the ISHLT committee consensus update (2021) addressed use of lung
transplantation in individuals with acute respiratory distress syndrome (ARDS) and COVID-19. The committee
concluded:

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
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evolving, and we reserve the right to review and update Medical Policy periodically.
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procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
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Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
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Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review
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Case reports describing bilateral lung transplant for COVID-19 associated ARDS have started to
emerge since January 2020. Experts in the field recommend waiting at least 4-6 weeks after the
onset of respiratory failure due to COVID-19 prior to considering lung transplant. While it seems
likely that these cases should be evaluated like other patients with post-viral ARDS, it is too early
to make conclusive recommendations at this time.

Mi and colleagues (2024) performed a meta-analysis that summarized the clinical experience of individuals with
COVID-19 ARDS versus pulmonary fibrosis that received lung transplantation and compared the outcomes. Eight
studies included 478 COVID lung transplant recipients and-163 non-COVID-19 lung transplants. The pooled
hospital mortality and follow up survival rates was 0:00% and 87.4%, respectively. Compared to non-COVID-19
lung transplant recipients, the COVID-19 lung transplant recipients were associated with higher rates of primary
graft dysfunction (PGD) (p<0.001).

Lobar Transplantation

Several authors (Date, 2012; Inci, 2012) indicate that living donor lobar lung transplantation (LDLLT) is a
reasonable treatment option for carefully-selected individuals with end-stage lung disease who are unlikely to
survive or who may deteriorate clinically to the point of transplant ineligibility during the wait for a compatible
deceased donor, but who are otherwise eligible candidates for unilateral or bilateral lung transplantation. LDLLT
provides health benefits by improving respiratory and cardiac function and quality of life and by prolonging
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survival in those who otherwise are likely to die. While a number of recipients experience.complications or die, the
likelihood of survival without transplant is extremely low. There is-some evidence that LDLLT may be more
efficacious than deceased donor lung transplant for certain individuals, for example, it leads to greater improvement
in respiratory function, and that the incidence of chronic rejection is lower than that for cadaveric transplantation. In
a retrospective review, Toyooka and colleagues (2009) analyzed the outcome of bronchial healing after LDLLT and
reported that bronchial healing after this procedure was acceptable.

Donors for lobar transplantation have been primarily living-related donors, with one lobe obtained from each of two
donors (generally mother and father) to a child when bilateral lung transplantation is required. Based upon evidence
from several studies (Barr, 2005; Bowdish, 2005), lobar lung transplantation may also be beneficial in adults with
primary pulmonary hypertension, idiopathic pulmonary fibrosis, cystic fibrosis, or those who require
retransplantation. Bowdish and colleagues (2005) reported that when compared with bilateral cadaveric lung
transplantation, LDLLT provided comparable intermediate and long term pulmonary function and exercise
capacity.

A 2015 retrospective review by Date and colleagues reported that LDLLT provides similar survival to cadaveric
lung transplantation. The authors compared the preoperative status and outcome of LDLLT recipients with those of
cadaveric lung transplantation (CLT) recipients. A total of 79 lung transplants (42 LDLLTs and 37 CLTs) were
performed at a single Japanese center between June 2008 and January 2014. Prior to transplantation, LDLLT
recipients were reported to be more debilitated than CLT recipients due to a lower body mass index, less ability to
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ambulate and greater ventilator dependence. Postoperatively, LDLLT recipients required longer mechanical
ventilation. Survival rates at 1 and 3 years were similar between the.LDLLT and CLT groups (89.7% and 86.1% vs
88.3% and 83.1%, p=0.55). Additionally, all living donors returned to their previous activities without restriction.
The authors concluded that LDLLT is a viable option for those too ill to survive a long waiting period for cadaveric
donors.

In 2018, Roy and colleagues reported findings from a retrospective, single-center analysis of 419 participants who
underwent lung transplantation. Of those, 29 participants (6.9%) were retransplantations due to chronic lung
allograft dysfunction (CLAD). Time from primary lung transplant to retransplantation ranged from 304 days to
3971 days (median time = 1163 days). The authors concluded that lung retransplantation was a viable treatment
option for appropriately selected individuals with CLAD after primary lung transplant. “Lung retransplant
recipients with CLAD are younger with higher LAS and challenging preoperative management, but they have
outcomes comparable with those of primary lung transplant recipients.”

Di and colleagues (2024) published a meta-analysis of 10 cohort studies which compared the prognosis of lung
transplant recipients based on age. Prognosis of recipients was investigated based on donor age, the primary
outcomes measured were 1-year OS, 3-year OS, 5-year OS, and 5-year CLAD-free survival. Inclusion criteria were
recipients who met the criteria for lung transplant and had a successful transplant; recipients used an elderly donor;
recipients that used-a younger donor; OS, the occurrence of primary graft dysfunction (PGD) II or III, the
occurrence of CLAD, and/hospital length of stay. Results demonstrated that the older donor group showed no
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significant difference from the young donor group in PGD within 72 hours, use'of extracorporeal membrane
oxygenation, length of ventilator use, and intensive care unit hours.: However, a longer hospital stay was associated
with the older donor group. There was no difference found in long-term outcomes between the two groups in 1-year
OS (p=0.96), 3-year OS (p=0.30), and 5-year OS (p=0.37). Four studies provided 5-year CLAD-free survival, and
the pooled results showed a higher 5-year CLAD-free survival in the older donor group compared to the younger
donor group (p=0.03). The authors concluded that older donors are not inferior to-younger donors in terms of
recipient outcomes and that lung transplant using older donors'is a potential therapeutic option.

Pediatric Lung Transplantation

Benden colleagues (2012) reviewed pediatric lung transplantations (recipients aged 18 and younger) reported to the
ISHLT Registry. The authors noted that an increased number of pediatric lung transplants had occurred in recent
years. There were 73 pediatric lung transplants in 2000 as.compared to 126 transplants in 2010. The most common
indication for pediatric lung transplant was cystic fibrosis (CF), accounting for 54% of lung transplants in 6-11
year-olds and 72% of lung transplants in 12-17 year-olds that occurred between 1990 and June 2011. Survival at 5
years was not significantly differentfrom adult recipients. The half-life, estimated time at which 50% of recipients
have died, was 4.7 years.for children and 5.3 years for adults. For children receiving allografts between 2002 and
June 2010, the 5-year survival rate was 54% and 7-year survival was 44%. Children aged 1 to 11 years had a
significantly better.survivalrate than those between the ages of 12 and 17 years (half-life of 6.2 years and 4.3 years,
respectively). Inthe first year after lung transplantation, non-cytomegalovirus infection and graft failure were the
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leading causes of death. Bronchiolitis obliterans syndrome was the major cause of death beyond 3 years after
transplantation.

The CF Foundation lung transplant referral guidelines recommend annual conversations with people with CF once
their forced expiratory volume in one second (FEV1) is <50% predicted. Considering lung transplant as a treatment
option before it is medically needed will allow more time to address any barriers.to lung transplant that may exist.
A clinical trial (NCT06030206) with a projected completion date of July 2027, main objective is to test whether a
research website improves individual preparedness for discussions about lung transplant, and to understand whether
there are unique factors that affect people with CF from communities with decreased access to transplant
("communities of concern™).

Lung Allocation Score

The United Network for Organ Sharing (UNOS) Lung Allocation Score (LAS) is a numerical score used to
prioritize awaiting candidates 12 years.of age or older for lung transplant in the United States. This system is
intended to ensure fair and equitable‘allocation of organs based on urgency rather than waiting time. A higher score
signals a more urgent need for transplant: Specific factors in the scoring system include the severity of the
candidate’s illness, the ability to cope with transplant surgery, and predicted lifespan after the transplant. Waitlist
urgency is defined as what is expected to happen to a candidate, given their characteristics, in the next year if a
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transplant is not received. Post-transplant survival is defined as what is expected to happen to a candidate, given
their characteristics, in the first year after a transplant, if a transplant.is not received (UNQOS, 2020).

McCue and colleagues (2007) studied the impact of the LAS on early complications, 90-day survival, and incidence
of PGD post-transplant. A total of 78 recipients receiving transplants after the initiation of the LAS were compared
with 78 recipients transplanted prior to the start of the new system. The authors reported that the LAS system did
not result in greater mortality, major complications or increased incidence of severe PGD.

Kozower and colleagues (2008) performed a retrospective cohort study using data from five academic medical
centers to evaluate the impact of LAS on short-term outcomes after lung transplantation. This score changed lung
allocation from a system based on waiting time to an algorithm based on the probability of survival for 1 year on
the transplant list and survival 1 year post-transplantation. Results were compared for 170 lung transplant recipients
on the basis of the new lung allocation scores' (May 4, 2005.to May 3, 2006) with those obtained from 171 lung
transplant recipients who underwent transplants the preceding year before implementation of the scoring system.
Waiting time decreased from 681 to 445.6 days (p<0.001). Recipient diagnoses changed with an increase (15% to
25%) in idiopathic pulmonary fibrosis cases and decreases in emphysema (46% to 34%) and cystic fibrosis (23% to
13%). Hospital mortality and 1-year survival were the same between groups (5.3% vs. 5.3% and 90% vs. 89%,
respectively). Presumably due to increased severity of illness, the incidence of PGD and postoperative intensive
care unit length of stay increased in the yearafter implementation of the scoring system; graft dysfunction grew
from 14.8% (24/170) to 22.9% (39/171) (p=0.04); and length of stay rose from 5.7 to 7.8 days.
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Prior to LAS implementation, data indicated that survival was better.in double-lung than single-lung transplant
recipients (median survival, 6.7 vs 4.6 years; p<0.001). However, this association was confounded by large
differences between the recipient populations, particularly due an individual’s underlying condition. Schaffer and
colleagues (2015) retrospectively assessed and compared recipient outcomes of single and double lung transplants
performed since the LAS was implemented in 2005. An exploratory analysis wasperformed on adults with
idiopathic pulmonary fibrosis (IPF) or chronic obstructive pulmonary disease (COPD) and documented LAS who
underwent lung transplantation in the United States between May 4;.2005 and December 31, 2012. Participants
were identified in the UNOS thoracic registry. Individuals with [PF (n=4134, of whom 2010 received a single-lung
and 2124 received double-lung transplantation) or COPD (n=3174, of whom 1299 received a single-lung and 1875
received double-lung transplantation) were identified as having undergone lung transplantation since May 2005.
Median follow-up was 23.5 months. Of the participants with IPF, 1380 (33.4%) died and 115 (2.8%) underwent
retransplantation. Of those with COPD, 1138(34.0%) died and 59 (1.9%) underwent retransplantation. The
interaction between diagnosis type (COPD or IPF) and graft failure was substantial (p=0.049). Double-lung
transplants were associated with better. graft survival in IPF recipients but not in those with COPD. The authors
concluded that since the implementation of a medical need-based lung allocation system, double lung
transplantation was associated with better survival than single-lung transplantation in those with IPF. In individuals
with COPD, there was no survival difference noted between single and double lung transplantation at 5 years.

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 17 of

36



Medical Policy TRANS.00009
Lung and Lobar TransEIantation

In 2021, the OPTN Lung Transplant Committee updated how lung transplants are allocated in the United States.
Since 2005, potential lung transplant recipients have been ranked according to the Lung Allocation score (LAS).
UNOS made changes to the updated cohort for calculation of the LAS approved by the OPTN Board of Directors,
the update improves the predication of candidates’ expected survival on the waitlist and post-transplant to improve
equity in lung allocation.

In 2023, the OPTN published a new policy for matching lung transplant candidates with organs from deceased
donors. The new “continuous distribution” methodology states that all of the factors in the organ match are
included in a single, weighted score, calculated for each lung transplant ecandidate, and each potential lung from a
donor.

Statistical modeling suggests this will reduce the number of lung candidates who die awaiting a

lung transplant, but it will increase transplant access for a number of candidates. This includes

candidates who are:

e The most medically urgent

Younger than age 18
A prior living organ donor
More likely to have immune system rejection of many organs
Short in stature
Expected to live longer after a transplant

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.

No part of this publication may be feproduced, stored in a retrieval system or transmitted, in any form or by any means, electronic, mechanical, photocopying,
or otherwise, without permission from the health plan.

© CPT Only — American Medical Association

The requirements below are specific to the Florida Medicaid Managed Care Plan and are not a part of the Medical Policy or Clinical UM guideline approved
by Elevance Health's Medical Policy and Technology Assessment Committee.

If the Florida Medicaid Managed Care Plan intends to deny coverage on the basis that a diagnostic test, therapeutic
procedure, or medical device or technology is experimental or investigational, the Managed Care Plan shall submit a
request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review

FEQEEOORP

Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 18 of

36



Medical Policy TRANS.00009
Lung and Lobar TransEIantation

All lung transplant candidates aged 12 and older will receive a lung:Composite Allocation Score (lung CAS) that
replaces the LAS. For candidates younger than age 12, the two existing priority rankings will still be utilized. With
the CAS, candidates receive varying numbers of points based on a set of different attributes. The attributes are
weighted. The categories of attributes include the following:
¢ Candidate medical urgency (maximum 25 points)
e Likelihood of recipient survival over five years post-transplant (maximum 25 points)
e Potential biological challenges in matching, such as the candidate’s blood type, height or
immune sensitivity (maximum 15 points)
o  Whether the candidate was younger.than age 18 when listed for a transplant (20 points)
Whether the candidate was a prior living organ donor (five points)
o A final category of attributes, worth as many as 10 points, is determined by each lung
offer from a donor who is a potential match for the candidate. More points will be
assigned to matches where the donor hospital and the candidates’ transplant hospital are
closer to one another,‘and where the logistics of preserving and transporting the lungs
between the two hospitals are more likely to result in a successful transplant. Because this
portion of the lung CAS may be different for every organ offer, the total score will not
remain the same for all patients and all matches.
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Background/Overview

Lung transplantation refers to a lobar, single-lung or double-lung replacement. In a lobar transplant, a lobe of the
donor’s lung is excised, sized appropriately for the recipient’s thoracic dimensions and is transplanted. Donors for
lobar transplantation have primarily been living related, but there/are also cases of deceased donor lobar transplants.
In a single-lung transplant, only one lung is removed from the recipient and replaced with a deceased donor lung. In
a double-lung transplant, both lungs of the recipient are removed and replaced by the deceased donor’s lungs.

The most common indication for lung transplantationsin adults is chronic obstructive pulmonary disease (COPD).
COPD is a progressive lung disease that makes it more difficult to breathe over time. It is a leading cause of death
and illness worldwide. Most COPD is caused by long-term cigarette smoking but other lung irritants such as air
pollution may also be contributing factors. Other primary diagnoses for those receiving lung transplants include CF,
idiopathic pulmonary fibrosis (IPF), primary pulmonary hypertension (PPH), and retransplantation after graft
failure. CF is a genetic disorder that affects the respiratory, digestive and reproductive systems. IPF is scarring or
thickening of the lungs without a knewn'cause. It is a debilitating disorder with no proven treatment and a median
survival from the time of diagnosis in the range of 3 to 4 years (Kreider, 2009). PPH is also currently termed
idiopathic pulmonary arterial hypertension (IPAH). PPH or IPAH is a rare lung disorder in which the blood
pressure in the pulmonary artery rises far above normal levels, usually with no apparent reason. Secondary
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pulmonary hypertension (SPH) means the cause is known. Common causes of SPH are the breathing disorders
emphysema and bronchitis.

The limiting factor for lung transplantation is the short supply of donor organs. The procurement and distribution of
lung organs for transplantation in the United States is under the direction of the UNOS. A national database of
transplant candidates, donors, recipients, and donor-recipient matching and histocompatibility is maintained by
UNOS. According to UNOS, the LAS can be used to estimate each transplant candidate’s severity of illness and
expected post-transplant survival. Clinical information including a candidate’s diagnosis and test results are used to
calculate an LAS that ranges from 0-100. A lung transplant candidate with a higher LAS will receive higher priority
for a compatible lung offer in the same geographic zone. Modifications to the LAS system were last implemented
in September 2021 (UNOS, 2022). The updated LAS calculation is data from a more recent cohort of lung
candidates and recipients. Several variables haye been removed from the waiting list urgency measure and the post-
transplant survival measure.

In 2021 the American Society of Transplant Surgeons (ASTS) Statement Concerning Eligibility for Solid Organ
Transplant Candidacy noted:
The ASTS advocates transplanting as:many of these patients, as quickly as possible, while also
making the most responsible use of our nation’s organ supply. Limiting a transplanted organ’s
life expectancy due'to placing it with a patient, or in a situation, in which it cannot be adequately
supported can deprive another waitlisted patient of a better outcome with the same organ.
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To this end, we feel that any medically eligible patient, with sufficient support in place to allow
for their adequate care following surgery, should be supported in their pursuit of transplantation.

When a patient presents to a transplant center for evaluation, the center makes a judgement
concerning the patient’s medical fitness to undergo the procedure, and also the patient’s expected
ability to capably care for themselves and a new organ.

If the patient has cognitive, physical, or financial limitations thatwould preclude them from being
able to adequately care for themselves, then appropriate social supports or other compensatory
mechanisms which would remediate the situation should be identified. If these can be found, then
the patient’s candidacy for transplantation should be supported. If, however, they cannot be
identified, proceeding with transplantation could threaten both the patient’s health and safety, and
the longevity of a donated organ. In such a case, further evaluation should be deferred until the
limiting issue can be corrected.

As such it is the recommendation of the ASTS that no patient will be discriminated against or
precluded from transplant listing solely due to the presence of a disability or handicap whether
physical orpsychological. However; if these disabilities lead to a clinical reality where the patient
will suffer a great risk of morbidity or mortality from the transplant surgery itself, or the subsequent
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placement on lifelong immunosuppression, then transplantation wouldnot be recommended. This
decision would be made due to the clinical risk benefit analysis for the specific patient, and not on
any external factors.

| Coding

The following codes for treatments and procedures applicable to this document are included below for
informational purposes. Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or
imply member coverage or provider reimbursement policy. Please referto the member’s contract benefits in effect
at the time of service to determine coverage or non-coverage of these services as it applies to an individual
member.

When services may be Medically Necessary when criteria are met:

CPT

32850 Donorpneumonectomy(s) (including cold preservation), from cadaver donor
32851 Lung transplant, single; without cardiopulmonary bypass

32852 Lung transplant, single; with cardiopulmonary bypass
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32853

32854
32855

32856

HCPCS
S2060
S2061

ICD-10 Procedure
0BYC0Z0-0BYCO0Z1
0BYDO0Z0-0BYDO0Z1
0BYF0Z0-0BYF0Z1
0BYG0Z0-0BYG0Z1
0BYHO0Z0-0BYHO0Z1
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Lung transplant, double (bilateral sequential or en/bloc); without cardiopulmonary
bypass

Lung transplant, double (bilateral sequential or en bloc); with cardiopulmonary bypass
Backbench standard preparation of cadaver donor lung allograft prior to transplantation,
including dissection of allograft from surrounding soft tissues to prepare pulmonary
venous/atrial cuff, pulmonary artery, and bronchus; unilateral

Backbench standard preparation of cadaver donor lung allograft prior to transplantation,
including dissection of allograft from surrounding soft tissues to prepare pulmonary
venous/atrial cuff, pulmonary artery, and bronchus; bilateral

Lobar lung transplantation
Donor lobectomy (lung) for transplantation, living donor

Transplantation of right upper lung lobe, open approach [allogeneic, syngeneic]
Transplantation of right middle lung lobe, open approach [allogeneic, syngeneic]
Transplantation of right lower lung lobe, open approach [allogeneic, syngeneic]
Transplantation of left upper lung lobe, open approach [allogeneic, syngeneic]
Transplantation of lung lingula, open approach [allogeneic, syngeneic]
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0BYJ0Z0-0BYJ0Z1 Transplantation of left lower lung lobe, open approach [allogeneic, syngeneic]
0BYKO0Z0-0BYKO0Z1 Transplantation of right lung, open approach [allogeneic, syngeneic]
0BYLO0Z0-0BYLOZ1  Transplantation of left lung, open approach [allogeneic, syngeneic]
0BYMO0Z0-0BYMOZ1 Transplantation of bilateral lungs, open approach [allogeneic, syngeneic]

ICD-10 Diagnosis
All diagnoses

When services are Investigational and Not Medically Necessary:
For the procedure codes listed above when criteria are not met; or when the code describes a procedure indicated in
the Position Statement section as investigational and not medically necessary.
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request for coverage determination to the Agency in accordance with rule $9G-1.035, F.A.C and Core SMMC Contract,
Attachment II, Section VI.G.4.d.

Below is a list of the materials the plans are required to submit when they deny coverage as
experimental/investigational:

Include the CPT or HCPCS code(s)

Include a list of other state Medicaid agencies and private insurers who cover the service
Include information about the health service from the U.S. Food and Drug Administration
Include known risks of the service and health outcomes of others who have received it
Include a list of covered alternative services, if any, that could be used to treat the condition
Identify a specific recipient needing the service

Include the recipient’s health history

Include the disease information necessitating the requested service

Include a rationale for the immediacy of the review
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Additional required information

A. Submit the rationale used to preliminarily indicate the service is experimental/investigational
1. Include peer-reviewed journal articles in PDF format with links to the online articles
2. Include evidence-based clinical guidelines reviewed by the plan
B. Submit direct contact information (name, phone number, & email address) for the Medical DirectorPage 36 of
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