Date: [Insert Date]

To: DME Medicare Administrative Contractor
Re: Public Comment on Draft Local Coverage Determination (DL33797) 
Oxygen and Oxygen Equipment (Group V: Topical Oxygen Therapy) 

Provider Name: [Insert Name, Credentials]
Specialty: [Insert Specialty — e.g., Podiatry, Vascular Surgery, Wound Care, Endocrinology]
Practice Name: [Insert Practice/Institution Name]
NPI: [Insert NPI Number]
Address: [Insert Practice Address]
Phone: [Insert Phone Number]
Email: [Insert Email Address]

Dear Medical Directors and LCD Review Committee,

I am writing as a [insert specialty] provider who treats patients with diabetic foot ulcers (DFUs) to provide feedback on the draft Local Coverage Determination for Oxygen and Oxygen Equipment, specifically the Group V provisions addressing topical oxygen therapy (TOT).

I support the establishment of Medicare coverage for TOT as an adjunctive treatment for nonhealing DFUs. This coverage determination is consistent with the American Diabetes Association 2026 Standards of Care, the International Working Group on the Diabetic Foot 2023 guidelines, and the Wound Healing Society 2024 guidelines. However, I have concerns about a few provisions that, as currently written, may restrict access for my patients and create unnecessary administrative burden.

[INSTRUCTION TO PROVIDER: Select the concerns below that are most relevant to your practice. You may submit all eight or focus on those you feel most strongly about. Personalize each section with your own clinical experience where indicated.]


Concern 1: The ≥20% Monthly Wound Area Reduction Threshold and Classification Scale Alternative

LCD Proposed Language: "A reduction in ulcer area (length × width) of ≥ 20% from the most recent month's measurement or improvement in the diabetic foot ulcer classification on a clinically validated standardized grading scale”
The requirement for ≥20% wound area reduction each month is overly rigid and not supported by validated wound healing prediction literature. The established benchmark as validated by Sheehan et al. (Diabetes Care, 2003) and endorsed by the ADA and IWGDF, is a 50% wound area reduction at 4 weeks as a predictor of healing at 12 weeks. A monthly 20% threshold has not been validated as a predictor of healing failure.

Wound healing is nonlinear. In my practice, I have observed patients whose DFUs [describe your clinical experience  e.g., plateau for a period before resuming healing, show improvement in wound bed quality before measurable area reduction, etc.].

The policy should replace the requirement for a 20% reduction in wound area each month and wound improvement should be evaluated using a comprehensive clinical assessment rather than relying on a single metric. Measures of progress may include, but are not limited to, changes in wound dimensions and surface area, wound bed characteristics such as increased granulation tissue, reduced necrotic tissue, or advancing epithelialization, exudate amount and type, and improvements in periwound skin condition. 
Recommended Language
Replace the ≥20% monthly threshold with documented clinically meaningful progress metrics such as, but not limited to  (modeled on CAMP/CTP LCDs):
· reduction in ulcer area
· Increased granulation / epithelial advancement; decreased slough/necrotic tissue
· Decreased exudate volume, improved quality
· Edge contraction, decreased depth/undermining, improved periwound skin
· Pain reduction, improved ambulation, increased tissue oxygenation (NIRS/spectral imaging)
· Remove or substantially revise the classification-scale alternative.
These metrics are already accepted for advanced wound products and are clinically valid.

Concern 2: Blanket Infection Exclusions
LCD Proposed Language: "Topical oxygen therapy will be denied as not reasonable and necessary if one or more of the following is present: Abscess; or, Osteomyelitis; or, Joint sepsis; or, Gangrene."

The exclusion of all patients with "abscess, osteomyelitis, joint sepsis, or gangrene" does not distinguish between active untreated infection and infection that is being adequately managed. Many of my chronic DFU patients have [describe your experience e.g., concurrent low-grade osteomyelitis being managed with prolonged antibiotic courses, resolved abscesses after drainage, etc.].

The IWGDF/IDSA 2023 guidelines recommend antibiotic treatment without surgery for forefoot osteomyelitis in selected cases and do not prohibit TOT as adjunctive wound healing therapy when infection is being concurrently managed. Excluding these patients would deny TOT to a substantial proportion of the population the LCD is intended to serve.

I request modification to: "Active, untreated abscess; or active, untreated osteomyelitis; or active, untreated joint sepsis; or gangrene," with a clarifying statement that DFUs with adequately treated concurrent infection are not excluded from TOT coverage.

Recommended Language
Topical oxygen therapy shall not be covered in the presence of active, untreated abscess, osteomyelitis, joint sepsis, or gangrene. Beneficiaries whose infection has been appropriately treated and is under clinical management may be eligible for topical oxygen therapy upon resumption of optimized diabetic foot ulcer care.


Concern 3: DVT and Malignancy Exclusions Are Overly Broad
LCD Proposed Language: "Limb involvement on the same side as the DFU in the past three (3) months of: Deep vein thrombosis; or, Malignancy."

The 3-month lookback exclusion for deep vein thrombosis or malignancy on the same limb does not distinguish between active conditions and those that have been adequately treated or resolved. A patient with a fully anticoagulated, resolved DVT or a completely excised cutaneous malignancy should not be excluded from TOT coverage.

No published clinical guideline from the ADA, IWGDF, or Wound Healing Society identifies resolved DVT or excised malignancy as a contraindication to topical oxygen therapy.

I request that the exclusion be narrowed to active, inadequately treated DVT or active malignancy at or adjacent to the DFU site.

Recommended Language
Topical oxygen therapy shall not be covered in beneficiaries with active deep vein thrombosis or active malignancy involving the affected limb. A history of successfully treated deep vein thrombosis or malignancy shall not, by itself, constitute a contraindication to coverage.
Concern 4: Monthly In-Person Visit Requirement
LCD Proposed Language:
"For continued coverage of topical oxygen therapy…beyond the initial first month…the treating practitioner must complete an in-person visit with the beneficiary for each month of additional coverage."
The requirement for monthly in-person visits for continued TOT coverage creates a significant burden for both my practice and my patients. Many of my DFU patients [describe your patient population e.g., are elderly, have limited mobility, rely on transportation assistance, live in rural areas, etc.].
The clinical trial evidence cited in the LCD's own Summary of Evidence assessed outcomes at 4-week and 12-week intervals. Neither the ADA nor the Society for Vascular Surgery mandates monthly in-person re-authorization once advanced wound therapy has been initiated.
Coverage assessments should not be limited to only in-person visits but offer the practitioner options to telehealth and / or documentation of ongoing clinical benefit. As telehealth wound assessments should be accepted for interim evaluations when supported by standardized digital wound photography, allowing for timely monitoring of wound progress while reducing barriers to ongoing care. A continuity-of-care provision should also be included to ensure that topical oxygen therapy is not interrupted while reauthorization requests are under review or pending.

[OPTIONAL: Insert a brief example from your practice where a patient experienced a treatment delay due to authorization requirements and the clinical consequence.]

Recommended Language
For continued coverage of topical oxygen therapy beyond the initial month, the treating practitioner shall document continued medical necessity through an in-person or telehealth evaluation, or through documentation in the beneficiary's medical record demonstrating ongoing clinical benefit and adherence to optimized diabetic foot ulcer care. An in-person visit shall not be required more frequently than every ninety (90) days unless clinically indicated.

Concern 5: "Optimized Diabetic Foot Ulcer Care" Is Not Defined

The LCD repeatedly references "optimized diabetic foot ulcer care" without providing a definition within the LCD itself. This creates ambiguity for providers regarding what documentation is required to demonstrate that standard care has been attempted and failed.

The ADA 2026 Standards of Care enumerate five basic principles: (1) offloading, (2) debridement, (3) revascularization when necessary, (4) infection management, and (5) wound-appropriate dressings. I request that the LCD include this definition directly, rather than deferring entirely to the Policy Article.



Closing Statement

In my practice, I treat approximately [insert number] patients with DFUs annually. [OPTIONAL: Insert 1-2 sentences about your clinical experience with TOT or with patients who would benefit from TOT coverage.]

I support the establishment of TOT coverage and respectfully request that the provisions identified above be modified to ensure that the final LCD achieves its intended purpose of providing access to this evidence-based therapy.

I welcome the opportunity to provide additional information or discuss these concerns further.

Respectfully submitted,

[Signature]

[Insert Name, Credentials]

[Insert Practice Name]

[Insert Date]





