Via Electronic Submission
[INSERT MAC CONTACT INFORMATION]
Re: Public Comment for Proposed LCD - Botulinum Toxin Injections (DL#####),  OnabotulinumtoxinA  for Overactive Bladder
Dear Contract Medical Director(s):
I am writing to express serious concerns regarding the recently implemented Local Coverage Determination (LCD) requirements for onabotulinumtoxinA (Botox) in the treatment of overactive bladder. These requirements impose significant barriers to evidence-based care that will adversely affect Medicare beneficiaries and create substantial administrative burdens on physician practices. I respectfully request reconsideration of these policies based on the following clinical and practical concerns.
Prohibition of Dose Escalation for Idiopathic OAB
The LCD's restriction on dose escalation contradicts established clinical evidence supporting individualized dosing strategies. Dose-ranging trials have demonstrated that while 100 units is an appropriate starting dose, many patients require higher doses for optimal symptom control. A randomized dose-ranging trial showed that doses of 150-200 units provided longer therapeutic duration (5.5-6.7 months) compared to 100 units (3.5 months).  Multiple systematic reviews confirm that increasing the dose from 100 to 200 units results in statistically better symptom control in idiopathic OAB patients who do not respond adequately to initial treatment. For patients recalcitrant to initial injections, dose escalation represents a reasonable next step before considering more invasive alternatives such as sacral neuromodulation, urinary diversion, or bladder augmentation. Prohibiting dose escalation forces patients toward these more invasive and costly procedures or leaves them with inadequately controlled symptoms  Therefore, dose escalation of Botox from 100 to 200 units is recommended in the established American Urological Association (AUA)/SUFU peer-reviewed guideline on OAB management for patients without adequate response to the 100 U dose. Market research also demonstrates that almost 25% of providers are using greater than 100U to manage idiopathic OAB.
Mandatory Anticholinergic and Beta-3 Agonist Trial Requirements
The requirement to trial anticholinergic medications or beta-3 agonists prior to initiating Botox therapy contradicts mounting evidence regarding the safety risks and accessibility challenges of these medications in the Medicare population.
Anticholinergic medications pose well-documented dementia risks in older adults. A large, nested case-control study of over 284,000 patients demonstrated that exposure to bladder antimuscarinic drugs was associated with a 65% increased risk of dementia (adjusted OR 1.65, 95% CI 1.56-1.75). The population-attributable fraction suggests that approximately 10% of dementia diagnoses may be attributable to anticholinergic drug exposure—a proportion comparable to other major modifiable risk factors such as hypertension and diabetes. Associations were particularly strong for vascular dementia and in patients diagnosed before age 80.
Beta-3 agonists, while having a more favorable cognitive safety profile, present significant financial accessibility barriers for Medicare beneficiaries. Many patients face high, prohibitive out-of-pocket costs for these medications, and certain comorbidities including uncontrolled hypertension, may contraindicate their use. Requiring patients to fail these medications before accessing Botox unnecessarily exposes vulnerable older adults to cognitive risks, financial hardship, or both.
The FDA-approved indication for Botox explicitly includes patients "inadequately managed by or intolerant of anticholinergic medication," recognizing that there is a population of patients who should not be required to trial these agents. Cost-effectiveness analyses demonstrate that Botox as first-line therapy may be more cost-effective than antimuscarinics, with one study showing Botox had the highest effectiveness (1.763 quality-adjusted life years) and incremental cost-effectiveness ratios of $12,429-$14,437 per quality adjusted life-year (QALY) gained, well below standard willingness-to-pay thresholds of $100,000/QALY.  These authors argued that Botox should routinely be offered as first-line treatment instead of antimuscarinics.  Traditionally, Botox has been used after medications where competing options include sacral nerve modulation (SNM) and percutaneous nerve stimulation (PTNS). Tighter restrictions and new hurdles to clear with Botox use may either result in greater use of these alternatives or more patients suffering from refractory untreated OAB.  Multiple studies have highlighted Botox as more cost effective than PTNS or SNM. 
Additionally, the current guideline on management of idiopathic OAB published jointly by the AUA and SUFU no longer supports mandatory trial of oral medication (“step therapy”) before progressing to Botox.  Rather a process of shared decision-making with the patient is recommended in which all the options are discussed with risks and benefits to determine therapy.
Administrative Burden of Questionnaire Requirements
The requirement for patients to complete multiple questionnaires creates disproportionate barriers for rural and elderly Medicare beneficiaries—the very populations most affected by overactive bladder. Rural populations face unique healthcare access challenges including geographic distance, limited transportation options, inadequate broadband internet access for telehealth, and healthcare workforce shortages. Requiring additional office visits or complex documentation for questionnaire completion compounds these existing barriers.
Elderly patients, particularly those with cognitive impairment (a patient subset that may specifically benefit from Botox due to the dementia risk of oral medications), may struggle with questionnaire completion. The prevalence of urinary incontinence increases dramatically with age, affecting 38% of community-dwelling women over 60 and up to 77% of those in long-term care settings. Many of these patients already face challenges navigating the healthcare system. Adding administrative requirements that necessitate additional visits or assistance creates unnecessary obstacles to accessing effective treatment.
Cost-Effectiveness and Economic Impact of Untreated Incontinence
Botox therapy represents a cost-effective treatment option when considering the full economic burden of untreated urinary incontinence. The direct medical and nonmedical costs of urinary incontinence in the United States exceed $51 billion annually. Approximately 6% of nursing home admissions of older women are attributed to urinary incontinence, costing $3 billion per year.
Untreated incontinence leads to substantial indirect costs including increased fall risk (1.5-2.3 times higher in women with lower urinary tract symptoms), fractures, urinary tract infections, pressure ulcers, depression, social isolation, and functional decline. These complications generate additional healthcare utilization and costs that far exceed the cost of effective treatment. Multiple cost-effectiveness analyses demonstrate that Botox is cost-effective compared to other treatment modalities, with some studies showing it costs less and provides greater effectiveness than selective anticholinergics.
Impact on Medicare Beneficiaries
The consequences of inadequately treated urinary incontinence in Medicare beneficiaries are severe and well-documented. Incontinence significantly affects quality of life across all domains, with incontinent elderly patients demonstrating significantly lower physical and mental health indices compared to continent peers. The condition is associated with depression, social isolation, reduced independence, and decreased participation in social and work activities.
Urinary incontinence severity is inversely related to physical performance, and the condition substantially increases fall risk—a major cause of morbidity and mortality in older adults. By creating barriers to effective treatment, these LCD requirements will perpetuate these adverse outcomes and their associated costs to the Medicare program.
Administrative Burden on Physician Practices
The new LCD requirements impose substantial administrative burdens on physician practices that will reduce efficiency and potentially limit access to care. Requirements for documentation of failed medication trials, questionnaire administration and scoring, and justification for treatment decisions consume valuable clinical time and resources. For practices serving rural or underserved populations with limited administrative support, these requirements may prove prohibitive, effectively limiting access to this evidence-based therapy.
The administrative burden is particularly problematic given existing healthcare workforce shortages in rural areas, the ongoing national shortage of urologists and urogynecologists, and the time constraints facing primary care and specialty practices. Resources diverted to administrative documentation represent time that could be spent on direct patient care.
Recommendations
Based on the evidence presented, we respectfully request that CMS reconsider the following aspects of the Botox LCD:
1. Permit dose escalation to 200 units for idiopathic OAB patients with inadequate response to initial 100-unit dosing, consistent with increased efficacy for non-responders found in peer-reviewed clinical evidence, and with established peer-reviewed treatment guidelines.
2. Eliminate the mandatory requirement for anticholinergic or beta-3 agonist trials, allowing clinicians to determine appropriateness based on individual patient factors including dementia risk, pre-existing constipation or dry mouth which would be worsened with common medication side effects, financial constraints, and comorbidities.
3. Streamline or eliminate questionnaire requirements that create disproportionate barriers for rural and elderly patients, or allow flexibility in how these assessments are documented.  A patient self-reporting adequate symptom relief for more than the expected duration of relief should be sufficient evidence for reinjection.
4. Recognize Botox as a first-line option for appropriate patients, consistent with its FDA indication, cost-effectiveness data, and established peer-reviewed guidelines.
These modifications would align the LCD with current evidence-based practice, improve access to effective treatment for Medicare beneficiaries, reduce unnecessary exposure to medications with significant safety concerns, and decrease the overall economic burden of inadequately treated urinary incontinence.
Thank you for your consideration of these concerns. I welcome the opportunity to discuss these issues further and provide additional clinical evidence as needed.
Sincerely,
[Physician Name]
[Title]
[Institution]
[Contact Information]
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