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August 29, 2025

SUBMITTED ELECTRONICALLY

Dr. Mehmet Oz
Administrator Centers for Medicare & Medicaid Services
Department of Health and Human Services,
Attention: CMS-1828-P, 
P.O. Box 8013,
Baltimore, MD 21244-8013.

Re: CMS-1828-P - Medicare and Medicaid Programs; Calendar Year 2026 Home Health Prospective Payment System (HH PPS) Rate Update; Requirements for the HH Quality Reporting Program and the HH Value-Based Purchasing Expanded Model; Durable Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) Competitive Bidding Program Updates; DMEPOS Accreditation Requirements; Provider Enrollment; and Other Medicare and Medicaid Policies


Dear Dr. Oz:

The undersigned members of the Consortium for Constituents with Disabilities (CCD) Health Task Force and other CCD members appreciate the opportunity to provide comments on the above referenced proposed rule, specifically, the “Durable Medical Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) Competitive Bidding Program Updates,” as it relates to tracheostomy, ostomy and urological supplies.

CCD is the largest coalition of national organizations working together to advocate for Federal public policy that ensures the self-determination, independence, empowerment, integration and inclusion of children and adults with disabilities in all aspects of society.

Your remarks on the 60th anniversary of Medicare and Medicaid recognized these programs as ‘lifelines’ for our community.[footnoteRef:1] We agree. The disability community depends upon Medicare and Medicaid to not only sustain our health, but to sustain our very lives.Dr. Oz, we appreciate the comments you made commemorating the 60th anniversary of Medicare and Medicaid, describing these federal programs as “lifelines”[footnoteRef:2] for our community. We concur with your assessment.  The disability community depends upon Medicare and Medicaid to not only sustain our health, but to sustain our very lives. [1:  See: https://www.cms.gov/files/document/note-dr-oz-medicare-and-medicaid-partners.pdf]  [2: ] 


[bookmark: _Int_vcf4qPQn][bookmark: _Int_uz81L6Rw]In fact, our comments on the Centers for Medicare and Medicaid Services’ (CMS) proposal to include tracheostomy, ostomy and urological supplies into its Competitive Bidding Program (CBP) is a lifeline issue.  For if we do not have access to the supplies we need to best maximize our health, we can die.  But before we die, the infections, the medical and the physical complications that result from a lack of access to the best health option in supplies will far outweigh any predicted economic savings the CBP could achieve.

We strongly urge CMS not to include these supplies in the CBP. These products are medically necessary, highly individualized, and essential to sustaining life. Limiting access through competitive bidding risks patient safety, increases long-term healthcare costs, and undermines CMS’s stated goal of supporting patient-centered, evidence-based care.

Previously, CMS evaluated placing urological supplies in a competitive bidding demonstration project[footnoteRef:3].[footnoteRef:4] The evaluations raised significant concerns about patient access to products, the quality of the products and the timely delivery of the product. Specifically, they found: reduced supplier participation and a consolidation into fewer product lines, resulting in limited product choice; decreased patient training and education to safely and optimally use these products to maximize their health, directly and negatively impacting consumers’ health; quality concerns, including defective supplies; and reduced local supplier availability, especially in rural areas. Evaluators concluded that of the various classes of products included in the project, urological supplies were not as “well-suited” as others The demonstration concluded these supplies offer minimal program savings while creating significant risks to patient health and access. [3: ]  [4: ] 


Given these concerns, it is incumbent on CMS to be transparent in any new information it may have considered to justify placing urological, and similar supplies like tracheostomy and ostomy, in its CBP.

The concerns with competitively bidding urological supplies highlighted in the above evaluations about the lack of product availability, the lack of timely product delivery, lower product quality and the lack of consumer training to safely and optimally use these products to maximize their health, directly and negatively impact consumers’ health.  Moreover, economically the Final Report concludes “it offers relatively little potential for program savings.”  

Considering the above findings. IIf people cannot get the urological supplies they need to maintain their health, when they need them and know how to use them safely and optimally to maximize the health benefits and minimize the health risks as well as the financial costs of those risks, why is CMS considering placing urological supplies in its CBP?    Moreover, if this is the extent of CMS’s information on placing urological supplies in a competitive bidding program, why is CMS making this proposal when it, “offers relatively little potential for program savings.”

CMS lacks the statutory authority to include prosthetic devices such as tracheostomy, ostomy and urological supplies in the CBP.

Congress authorized the above demonstration project in the Balanced Budget Act of 1997.  Given the multiple issues of concern identified throughout the evaluation process, especially as to including urological supplies in the CBP as discussed above, Congress excluded prosthetic devices from the CBP during the passage of the Medicare Prescription Drug, Improvement, and Modernization Act of 2003, . Tthere does not appear to beis therefore currently no statutory authority to include tracheostomy, ostomy and urological supplies in the CBP.

Given the negative results and conclusions of the above referenced demonstration project on urological supplies being included in CMS’s CBP, we want to be certain thatensure CMS is fully aware of consumers’ health and medical needs and the essential product issues involved in keeping consumers healthy and healthcare costs at a minimum.

[bookmark: _Int_TDav6zi5][bookmark: _Int_iAYAxcae][bookmark: _Int_oQIGLODR][bookmark: _Int_Tgn96FVI]Between 725,000 and 1 million Americans are living with an ostomy.[footnoteRef:5].  Ostomy medical supplies are used by those of us with colorectal cancer, bladder cancer, Crohn’s disease, ulcerative colitis, birth defects, and other intestinal or urinary medical conditions. Those of us living with an ostomy have undergone surgery to remove our bladder or part of our bowel which impairs our ability to store and eliminate bodily waste. We have a surgically created opening (stoma) in our abdomen for the discharge of waste. We use ostomy pouches on a daily basis and often for the rest of our lives to help restore the critical function of storing and removing bodily waste. Ostomy and related medical supplies are also necessary in cases of severe abdominal or pelvic trauma as a result of an accident, including those sustained during military service. [5:  See: https://www.ostomy.org/our-mission-history/.] 

Millions of us living in America have urinary incontinence and or serious bladder impairments such as neurogenic bladder and other urinary medical conditions. For example, those of us who have a neurogenic bladder may have no bladder function control, thus we are at constant risk for bladder and kidney infections, hydronephrosis, and renal deterioration, which can lead to permanent organ damage, and sepsis. These conditions often lead to otherwise avoidable emergency room visits, hospitalizations and even deaths.
[bookmark: _Int_GLxy4ueC]This is especially true if we do not have 24/7 access and availability to the catheter that best maximizes our health and minimizes the threats to our health.  Intermittent catheterization is often required multiple times per day for life for those of us living with spinal cord or traumatic brain injuries, spina bifida, multiple sclerosis, Parkinson’s, stroke, diabetes, dementia or other disorders and diseases. 
 
[bookmark: _Int_DcHTnhs9][bookmark: _Int_kGPxloBP][bookmark: _Int_qktPgtCC]The quest to find the best catheter to maximize our an individual’s health and match their our physical abilities can take years. Catheters cannot be commoditized. These supplies are medically necessary, clinically prescribed, and highly individualized, particularly for people who have complex and lifelong urologic needs.  Medically prescribing the optimal product for an individual requires a detailed assessment by trained clinicians.    Multiple factors go into selecting the most appropriate catheter to serve each individual’s health and medical needs.  The type, size, length, material and coating on the exterior of the catheter are critical factors to consider to maximize our health. Over time, our needs change as we age, develop comorbidities, or experience evolving or devolving physical abilities such as feeling, flexibility and dexterity or degree of spasticity.

[bookmark: _Int_D4qFNuwU]Any forced change in supplies—whether in brand, coating (e.g., hydrophilic vs. non-hydrophilic), material, stiffness, or packaging—can result in trauma, increased infections, autonomic dysreflexia and mental distress.  Making just a slight change in the catheter that has well served an individual’sour health needs can quickly lead to multiple health complications, such as urinary tract infections.  Goodbill.com reports that:, “The average national ER visit cost for the treatment of a UTI is $2,215 for patients with insurance, and $2,474 for patients without insurance. However, some hospitals are publishing prices up to 10 to 20 times higher, according to Goodbill’s price analysis of more than 2,500 hospitals across the country.”[footnoteRef:6] Repeated use of the wrong catheter can lead to long-term health problems and complications, such as increased antibiotic resistance. Other costs should also be considered, such as absences from school or employment due to less than optimal catheter use causing infections and additional negative healthcare outcomes.   [6:  See:  https://www.goodbill.com/er-visit-cost-uti#:~:text=The%20average%20national%20ER%20visit,2%2C500%20hospitals%20across%20the%20country	.] 

[bookmark: _Int_BuNeMDBu]CMS’s above referenced demonstration project vividly illustrates the negative impacts competitive bidding will have on our ability to have access to the 24/7 access to the catheters that best maximizes our health. A major negative consequence highlighted in the demonstration is that the number of suppliers will be drastically reduced.

CMS’s current proposal, to restrict the number of suppliers to seven companies across the entire nation, denies consumers access to the supplies we must haveneeded to survive and let us hope to thriveremain active in the community.  Does CMS appreciate that the network of thousands of suppliers that are in business today are so because they fulfill the health needs of those of us who rely on their experience and expertise with our specific needs?

[bookmark: _Int_KDZanSNS]By putting small business suppliers out of business, especially in the vast majority of rural areas throughout our country, competitive bidding will drive up health care costs. People must be the priority, not lowest cost schemes. Limiting the number of suppliers or restricting suppliers in the products they can offer with a lowest-cost competitive bidding formula abandons personalized healthcare, evidence-based medicine, inevitability causing consumers health issues and exponentially increasing healthcare costs. At the outset, arbitrarily limiting national distribution of urological supplies to a handful of suppliers solely on the basis of cost, ignores a traditional role suppliers have assumed for decades, educating consumers, caregivers and families to maximize the safest technique in catheterization use and that optimal hygiene is employed throughout the entire catheterization process.
Competitive bidding urological supplies among only seven companies runs counter to the stated vision of CMS’s Innovation Center’s Strategy to Make America Healthy Again:
“Reflecting on the range of populations the Innovation Center serves crystallizes the importance of the mission. Health care remains local. People want evidence-based programs, information and choices that empower them to attain the care they need in their communities. They want this care from the organizations of their choosing, delivered in a manner that is convenient, accessible, and effective. This might include care that is virtual, digital in nature, at an office, or provided in the home. Regardless, the choice should be one that people (and the caregivers who support them) are empowered to make as consumers (emphasis added).”[footnoteRef:7] [7:  See: https://www.cms.gov/priorities/innovation/about/cms-innovation-center-strategy-make-america-healthy-again
] 


Another negative consequence identified in the above referenced demonstration project is that the competitive bidding limits product options. It would be economically wasteful for Medicare and Medicaid to pay for the clinical expertise as well as guidance and training provided to the patient and then ignore that clinical assistance by not providing the optimal catheter.  

[bookmark: _Int_FUS5JvXg]People who use catheters often rely and depend on the assistance of their caregivers to catheterize safely and optimally. Additional caregiver costs must also be measured because any change in care equates to additional personal care time.  Clinicians will inevitably be tasked to provide guidance in the absence of proper training on how to optimally use a urological supply.  

[bookmark: _Int_IrqNK5bq]The current marketplace continues to evolve with catheter innovations that improve our health outcomes and reduce exponentially higher healthcare costs directly linked to less-than-optimal catheter type use. Multiple studies have shown that clinically advanced, evidence-based products, such as hydrophilic-coated catheters, reduce rates of microtrauma and UTIs compared to uncoated or gel-based catheters.[footnoteRef:8] And the Health Federally Funded Research and Development Center, operated by MITRE has done a comprehensive clinical and cost analysis on it.[footnoteRef:9]    [8:  Cardenas, D.D.; Moore, K.N.; Dannels‐McClure, A.; Scelza, W.M.; Graves, D.E.; Brooks, M.; Busch, A.K. Intermittent Catheterization With a Hydrophilic-Coated Catheter Delays Urinary Tract Infections in Acute Spinal Cord Injury: A Prospective, Randomized, Multicenter Trial. PM&R 2011, 3, 408–417.
Spinu, A.; Onose, G.; Daia, C.; Panţu, C.; Anghelescu, A.; Onose, L.; Mihăescu, A. Intermittent catheterization in the management of post spinal cord injury (SCI) neurogenic bladder using new hydrophilic, with lubrication in close circuit devices--our own preliminary results. J. Med. Life 2012, 5, 21–28.
Vapnek, J.M.; Maynard, F.M.; Kim, J. A prospective randomized trial of the LoFric hydrophilic coated catheter versus conventional plastic catheter for clean intermittent catheterization. J. Urol. 2003, 169, 994–998.
De Ridder, D.J.M.K.; Everaert, K.; Fernández, L.G.; Valero, J.V.F.; Durán, A.B.; Abrisqueta, M.L.J.; Ventura, M.G.; Sotillo, A.R. Intermittent catheterisation with hydrophilic-coated catheters (SpeediCath) reduces the risk of clinical urinary tract infection in spinal cord injured patients: a prospective randomised parallel comparative trial. Eur. Urol. 2005, 48, 991–995.
Cardenas, D.D.; Moore, K.N.; Dannels‐McClure, A.; Scelza, W.M.; Graves, D.E.; Brooks, M.; Busch, A.K. Intermittent Catheterization with a Hydrophilic-Coated Catheter Delays Urinary Tract Infections in Acute Spinal Cord Injury: A Prospective, Randomized, Multicenter Trial. PM&R 2011, 3, 408–417.
DeFoor, W.; Reddy, P.; Reed, M.; VanderBrink, B.; Jackson, E.; Zhang, B.; Denlinger, J.; Noh, P.; Minevich, E.; Sheldon, C. Results of a prospective randomized control trial comparing hydrophilic to uncoated catheters in children with neurogenic bladder. J. Pediatr. Urol. 2017, 13, 373.e1-373.e5.
Rognoni C, Tarricone R. Intermittent catheterisation with hydrophilic and non-hydrophilic urinary catheters: systematic literature review and meta-analyses. BMC Urol. 2017 Jan 10;17(1):4. doi: 10.1186/s12894-016-0191-1. PMID: 28073354; PMCID: PMC5225586.]  [9:  Medicaid Services’ (CMS’) Healthcare Common Procedure Coding System (HCPCS) Level II Final Coding, Benefit Category and Payment Determination, B1 2024 HCPCS coding cycle. https://www.cms.gov/files/document/2024-hcpcs-application-summary-biannual-1-2024-non-drug-and-non-biological-items-and-services.pdf 
Intermittent Urinary Catheters HCPCS Code Research by the Health Federally Funded Research and Development Center (FFRDC), operated by MITRE, Intermittent Urinary Catheters HCPCS Code Research
] 


Seven national catheter suppliers, which can bid lower with a smaller product line of inferior quality, will likely not be funding research to develop safer catheters of higher quality with more hygienic properties.  We are also concerned about the disruptions that will occur in supplying specialty line catheters under this model.

Opposition to Inclusion of Tracheostomy, Ostomy and Urological Supplies in the Competitive Bidding Program

The above concerns with including urological supplies in a competitive bidding program easily translate to tracheostomy and ostomy supplies.

[bookmark: _Int_mJVqspto][bookmark: _Int_kmREVosf][bookmark: _Int_YjGSxygd][bookmark: _Int_ggT8XApn][bookmark: _Int_UQB0W5nC]Given the above concerns, replicated in CMS’s own demonstration project, we respectfully request CMS to withdraw its proposal to include urological, tracheostomy and ostomy supplies in the DMEPOS Competitive Bidding Program and to maintain patient access to the evolving universe of medically necessary, high-quality supplies. Medical care must not be directed by costs but by people’s medical and health needs.

CMS Proposed Remote Item Delivery (“RID”) for its CBP 

The addition of the RID to its CBP will further limits our access to supplies.  According to an audit of the U. S. Postal Service, “From March 1 through September 30, 2020, the Postal Service reported almost 73 million misrouted First-Class letters, or 0.15 percent of total First-Class letter volume processed.”[footnoteRef:10] [10:  See:  https://www.uspsoig.gov/reports/audit-reports/misrouted-mail-within-us-postal-service-network#:~:text=Findings,and%20Priority%20Mail%20volume%20processed.
] 


Keeping in mind this audit focused on First-Class letters, it is reasonable to expect lower class mail, such as parcels, will experience equal or higher volumes of misdirection.

In addition to misdirection, other factors in requiring mail delivery will limit and even bar our access to supplies. CMS underestimates delivery disruptions. Packages can be delayed for a myriad of reasons, especially because of inclement weather, which occurs routinely.

[bookmark: _Int_mG1uBHru][bookmark: _Int_Ea9SVSdz]Forcing people to receive ostomy, tracheostomy, and urological supplies through a single source like the RID vastly increases the chances that people will not receive the supplies they need by the time that they need them, due to a number of reasons beyond their control.  We reiterate that these supplies keep us alive. It is highly concerning that CMS would disrupt the current multifaceted networking delivery system, which currently serves the disability community well.  Again, this proposal runs counter to CMS’s vision stated above that, people “want this care from the organizations of their choosing, delivered in a manner that is convenient, accessible, and effective.”  This should include people being able to pick up supplies from a supplier’s bricks and mortar store if they chose to do so.

In the proposal, CMS offers suggests that people could ask non CBP suppliers to supply them when the RID fails. This overlooks a similar scenario discussed in the demonstration project’s evaluation above, that:  One local urological demonstration supplier reported that he received a few inquiries from beneficiaries about obtaining some supplies in the short-term from his business until those from their out-of-area provider could be delivered. This supplier was reluctant to serve these beneficiaries because he did not receive all of their business. He stated that he considered it unfair that he paid the cost of maintaining a storefront that provided immediate access for beneficiaries while the majority of a beneficiary’s business went to a mail-order supplier that avoided this cost by taking orders by phone and shipping supplies.” This demonstrates that store front suppliers are not always willing to act as a back-up.

According to the demonstration project’s evaluations, CMS concluded, “beneficiaries often want to come to a storefront to obtain their urological supplies and prefer doing business with a company that has a storefront nearby.”  In reality, people do often pick up their supplies from local suppliers.  CMS has acknowledged in its proposed rule that RID contract suppliers would likely not be located near enough to beneficiaries so that they could pick up supplies in person, . When the RID system fail, therefore this life sustaining equipment may not be will be out of reach for many when the RID system is not available.

We respectfully encourage CMS to fully review itsBased on a full review of CMS’s demonstration project’s evaluations, . CMS should also review its own vision statement.  wWe reiterate that CMS should withdraw its proposal to place tracheostomy, ostomy and urological supplies in its Competitive Bidding Program and should withdraw its Proposed Remote Item Delivery for its Competitive Bidding Program.


Thank you for the opportunity to submit these comments.

Sincerely,
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