Akido Labs Medical Necessity Supplementation Criteria

Thoracic Surgery

1. MCG Criteria Used

Clinical Criteria: MCG Care Guidelines, 30th Edition

» Lobectomy, Lung, by Video-Assisted Thoracic Surgery (VATS) (MCG ORG: S-802 ISC,
30th Edition)

» Fundoplication and Hiatal Hernia Repair, Transthoracic (MCG ORG: S-550 ISC, 30th

Edition)
Applicable CPT /| HCPCS Codes:

CPT | HCPCS Code Description

32663 Thoracoscopy, surgical, with lobectomy (single lobe)

32666-32668 Thoracoscopy, surgical, with wedge resection and additional
resection, with or without diagnostic procedure

32480-32482 Removal of lung, by open approach, single lobe and two lobes
(open lobectomy and bilobectomy)

43334, 43335 Repair of paraesophageal hiatal hernia, transthoracic approach,
with or without implantation of mesh

43328 Esophagogastric fundoplasty, transthoracic approach

43117, 43124 Partial and total esophagectomy procedures with thoracic

component, when applicable

2. Statement of Rationale

Akido Labs uses the criteria in MCG Care Guidelines (30th Edition) to supplement the general
Medicare criteria regarding thoracic surgical procedures, including lung lobectomy by video-
assisted thoracic surgery and transthoracic fundoplication with hiatal hernia repair, where
Medicare coverage criteria are not fully established or require additional clinical specificity. MCG
criteria are used to ensure consistency in reviewing the conditions to be met for coverage of
thoracic surgery and to determine when such services are medically necessary, including the
appropriate level of care. Thoracic surgery in the Medicare Advantage population carries
substantial perioperative risk, including respiratory failure, prolonged air leak, pneumonia, and
cardiac complications, that is elevated in older adults with limited pulmonary reserve and
cardiovascular comorbidity. The conditions treated, including lung cancer and symptomatic large
hiatal hernia, carry their own serious natural history. Absent consistent, evidence-based criteria,
there is material risk of both inappropriate denial of medically necessary surgery and inappropriate
approval of an operation where the perioperative risk outweighs benefit or where a less invasive
approach is appropriate.

Potential Clinical Harms:

Lobectomy by VATS: Inappropriate denial of lobectomy for a resectable early-stage lung cancer
or other defined indication could permit progression of a curable malignancy to an advanced and
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incurable stage. Conversely, inappropriate approval of lobectomy in a patient with inadequate
pulmonary reserve to tolerate resection exposes the patient to postoperative respiratory failure
and death without offsetting benefit, when sublobar resection, nonsurgical therapy, or surveillance
would be appropriate.

Transthoracic Fundoplication and Hiatal Hernia Repair: Inappropriate denial of transthoracic
hiatal hernia repair in a patient with a large or complicated paraesophageal hernia, such as one
causing obstruction, strangulation, or refractory symptoms, could permit progression to a surgical
emergency. Inappropriate approval of a transthoracic approach where an abdominal or
laparoscopic approach is appropriate exposes the patient to the greater morbidity of thoracotomy
without offsetting benefit.

Clinical Benefits:

Lobectomy by VATS: MCG criteria define the indications for lung lobectomy, including
resectable malignancy and other defined pulmonary pathology, and incorporate assessment of
the patient's ability to tolerate resection, while supporting the minimally invasive VATS approach
where appropriate to reduce perioperative morbidity. By tying resection to defined indications and
physiologic fitness, these criteria directly mitigate both the harm of permitting a curable cancer to
progress and the harm of operating on a patient who cannot tolerate resection, as identified
above.

Transthoracic Fundoplication and Hiatal Hernia Repair: MCG criteria define the indications for
transthoracic fundoplication and hiatal hernia repair, including large or complicated
paraesophageal hernia and defined anatomic circumstances that favor a transthoracic approach,
while recognizing alternatives. This evidence-based selection directly counters both the harm of
allowing a complicated hernia to progress to emergency and the harm of an unnecessarily morbid
surgical approach described above. The clinical benefits of using MCG Care Guidelines are highly
likely to outweigh any clinical harms, including delayed or decreased access to services, because
the criteria incorporate indication thresholds drawn from thoracic surgery specialty society
guidance and are unlikely to lead to inappropriate denials.

3. Explanation of Supplementation

Basis for Use: Original Medicare clinical criteria are not fully established and require
supplementation to ensure consistent medical necessity and level-of-care determinations for
thoracic surgery. While Medicare statutes establish the general 'reasonable and necessary'
standard, they do not specify the clinical thresholds (e.g., resectability and physiologic fithess for
lobectomy, or the hernia characteristics and anatomic circumstances favoring a transthoracic
approach) required to distinguish indicated from nonindicated thoracic procedures.

Applicable Medicare References: Social Security Act Section 1862(a)(1): 'Reasonable and
necessary' standard Medicare Benefit Policy Manual, Chapter 1: Inpatient Hospital Services
Covered Under Part A (CMS IOM Publication 100-02) Medicare Benefit Policy Manual, Chapter 6:
Hospital Services Covered Under Part B (CMS IOM Publication 100-02) Medicare Program
Integrity Manual, Chapter 6, Section 6.5 (CMS IOM Publication 100-08) Code of Federal
Regulations: 42 CFR 412.3; 42 CFR 419.22; 42 CFR 422.101 Medicare Coverage Database:
https://www.cms.gov/medicare-coverage-database/search.aspx For these thoracic procedures,
no specific NCD or LCD fully establishes clinical intervention thresholds; Original Medicare criteria
are not fully established, requiring supplementation. Within the above statutes and regulations,
MCG criteria assist in determining the appropriateness of lobectomy based on resectability and
physiologic fitness; the appropriate surgical approach, including the minimally invasive VATS
technique; the appropriateness of transthoracic fundoplication and hiatal hernia repair based on
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hernia characteristics; and the expected clinical course and necessity of inpatient care. Use of
these criteria helps ensure thoracic procedures are not incorrectly denied when medically
appropriate, nor incorrectly approved when not reasonable and necessary, and may decrease
inappropriate denials by creating a consistent set of evidence-based review criteria.

4. Summary of Clinical Evidence

*Note: The following evidence summary is derived directly from MCG Care Guidelines, 30th
Edition (guidelines S-802 and S-550). The reference lists below are drawn from those respective
MCG guidelines.*

Background

Lobectomy, Lung, by VATS (MCG ORG: S-802 ISC) Lung lobectomy is the resection of an
anatomic lobe of the lung, performed most commonly for resectable lung cancer and also for
defined benign conditions including bronchiectasis, severe pulmonary injury not treatable by other
means, and bronchopulmonary malformation. The video-assisted thoracic surgery (VATS)
approach is a minimally invasive technique associated with reduced perioperative morbidity
relative to open thoracotomy in appropriately selected patients. Candidacy depends on
resectability and the patient's pulmonary and physiologic reserve.

Fundoplication and Hiatal Hernia Repair, Transthoracic (MCG ORG: S-550 ISC)
Transthoracic fundoplication and hiatal hernia repair addresses gastroesophageal reflux disease
and hiatal hernia through a thoracic approach. It is reserved for circumstances in which a
transthoracic approach is preferred, such as large or complicated paraesophageal hernia, prior
failed abdominal repair, or associated esophageal pathology, with abdominal and laparoscopic
approaches serving as alternatives in other circumstances.

Evidence Summary

Lobectomy, Lung, by VATS (MCG ORG: S-802 ISC) This guideline (30th Edition) is supported
by peer-reviewed articles and thoracic surgery specialty society guidance establishing the
indications for lobectomy, the comparative perioperative outcomes of the VATS approach, and the
importance of physiologic assessment of resectability.

Fundoplication and Hiatal Hernia Repair, Transthoracic (MCG ORG: S-550 ISC) This
guideline (30th Edition) is supported by peer-reviewed articles and surgical specialty guidance
establishing the indications for fundoplication and hiatal hernia repair and the circumstances that
favor a transthoracic over an abdominal or laparoscopic approach.

Rationale (from MCG) Use of these MCG care guidelines helps the clinician identify patient-
specific complex clinical factors that establish the medical necessity of thoracic surgery and the
necessity of inpatient hospital care across the perioperative period. The evidence-based clinical
criteria ensure patients receive the most appropriate care for their specific condition, reduce
unnecessary risks, and provide a standard that can reduce disparities in care. These guidelines
supplement but do not replace, modify, or supersede existing Medicare regulations or applicable
NCDs or LCDs.

Related CMS Coverage Guidance (as cited in MCG 30th Edition): Code of Federal
Regulations (CFR): 42 CFR 412.3; 42 CFR 419.22; 42 CFR 422.101; CMS IOM Publication 100-
02, Medicare Benefit Policy Manual, Chapters 1 and 6; CMS IOM Publication 100-08, Medicare
Program Integrity Manual, Chapter 6, Section 6.5; Medicare Coverage Database:
https://www.cms.gov/medicare-coverage-database/search.aspx
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