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November 13, 2023         

  

SUBMITTED ELECTRONICALLY 

  

The Honorable Xavier Becerra 

Secretary U.S. Department of Health and Human Services 

Attn: RIN: 0945-AA15 

200 Independence Avenue, SW 

Washington, DC 20201 

  

Melanie Fontes Rainer,  

Director Office of Civil Rights U.S. Department of Health and Human Services  

200 Independence Avenue, SW  

Washington, DC 20201  

  

Re:  Muscular Dystrophy Association Comments on Notice of Proposed Rulemaking on 

Discrimination on the Basis of Disability in Health and Human Service Programs or 

Activities. Docket No: 2023-19149, RIN: 0945-AA15 

  

Dear Honorable Secretary Beccera and Director Fontes Rainer, 

 

In service of the neuromuscular disease (NMD) patient community, the Muscular Dystrophy 

Association (MDA) thanks the Department of Health and Human Services and the Office of 

Civil Rights (hereinafter, “the Department”) for the opportunity to comment on the Department’s 

proposed rule to update Section 504 of the Rehabilitation Act entitled, “Discrimination on the 

Basis of Disability in Health and Human Service Programs or Activities”. Section 504 (“Sec. 

504”) is a foundational piece of the disability rights framework prohibiting discrimination on the 

basis of disability in programs and activities that receive Federal financial assistance and in 

programs and activities conducted by any Federal agency.1 As such, we are grateful for the 

opportunity to submit feedback on this seminal policy, given its sweeping impact on the 

neuromuscular disease community that we serve.    

MDA is the #1 voluntary health organization in the United States for people living with muscular 

dystrophy, ALS, and related neuromuscular diseases. For over 70 years, MDA has led the way in 

accelerating research, advancing care, and advocating for the support of our community. MDA’s 

mission is to empower the people we serve to live longer, more independent lives. 

 
1 29 U.S.C. 794 
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Discrimination in Medical Treatment  

MDA supports the Department’s proposals for prohibiting discrimination in medical decision-

making. The Department rightly references the pervasive discrimination in the current 

framework of decision-making which is particularly cogent in organ transplantation, life-

sustaining treatment, crisis standards of care, and participation in clinical research. The COVID-

19 pandemic not only highlighted these disparities but also led the Department to begin to 

consider the way assessment techniques impact crisis care.2 As pointed out by our colleagues at 

the Consortium for Constituents with Disabilities, the Independence Through Enhancement of 

Medicare and Medicaid (“ITEM”) Coalition, and the Coalition to Preserve Rehabilitation 

(“CPR”), these considerations, along with competency-based training on disability, specifically 

trained review boards for appeals of medical decisions, and structured processes for second 

opinions would further the Department’s progress in ensuring equitable treatment for those with 

disabilities. MDA would like to add that the Department should consider factors more prevalent 

for those with rare diseases as the Department develops these frameworks as well. For example, 

there are often a very limited number of specialists with expertise on a given rare disease and as 

such someone with a rare disease may need to access care from a healthcare provider less or 

unfamiliar with their condition. The Department should consider how these gaps in knowledge 

may affect medical decision-making as it develops its training programs. Similarly, the 

Department should consider how the stress of managing a rare condition would impact how a 

person may handle an emergent medical situation, whether related or not to their pre-existing 

condition, as they advise healthcare providers on communicating their assessments. 

While the Department points out discriminatory actions on the part of healthcare providers, it 

does not do so with reference to payers and benefit design outside of its reference to Section 

1557 of the Affordable Care Act (hereinafter Sec. 1557) (see below). Here, it is notable that we 

are increasingly seeing payers excise certain conditions from coverage by instituting arbitrary 

standards for coverage.3 It is vitally important that the Department takes steps to prohibit this 

discrimination where it has the authority to do so and consideration of guidelines and trainings 

for those that develop coverage criteria similar to those considered for healthcare providers 

should be added to the final rule. 

Request for Clarification Concerning the Interaction Between Sec. 1557 and Sec. 504: 

Sec. 1557 prohibits discrimination in all health programs and activities,4 and cites Sec. 504 when 

laying out its enforcement mechanisms.5 The consideration of Sec. 504 in the construction of 

 
2 See, NPRM at n. 83-87 (citing the HHS OCR’s resolution of complaints and the provision of related technical 

assistance in Tennessee, Utah, and North Carolina). 
3 See generally, Premera Blue Cross Pharmacy/ Medical Policy, Pharmacologic Treatment of Duchenne Muscular 

Dystrophy, https://www.premera.com/medicalpolicies/5.01.570.pdf. UnitedHealthcare Commercial Medical Benefit 

Drug Policy for Exondys 51, https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-

medical-drug/exondys-51-eteplirsen.pdf (last accessed Nov 20, 2022); Anthem. Clinical Criteria. Exondys 51 

(eteplirsen). Publish date 09/19/2022. Available at https://www.anthem.com/ms/pharmacyinformation/Exondys.pdf. 

Accessed on November 26, 2022; Excellus. Pharmacy Management Drug Policy. Duchenne Muscular Dystrophy 

(DMD). Policy Number Pharmacy -85. Available at 

https://provider.excellusbcbs.com/documents/20152/127109/Duchenne+Muscular+Dystrophy+DMD.pdf/36d6fc5f-

746a-1739-e0f9-b5f378252915?t=1664373611447 
4 487 Fed. Reg. 47844. 
5 Id. 

https://www.premera.com/medicalpolicies/5.01.570.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-medical-drug/exondys-51-eteplirsen.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/comm-medical-drug/exondys-51-eteplirsen.pdf
https://www.anthem.com/ms/pharmacyinformation/Exondys.pdf
https://provider.excellusbcbs.com/documents/20152/127109/Duchenne+Muscular+Dystrophy+DMD.pdf/36d6fc5f-746a-1739-e0f9-b5f378252915?t=1664373611447
https://provider.excellusbcbs.com/documents/20152/127109/Duchenne+Muscular+Dystrophy+DMD.pdf/36d6fc5f-746a-1739-e0f9-b5f378252915?t=1664373611447
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Sec. 1557 points to the need for a strong framework for how the two policies will interact; 

however, the Department acknowledges that current regulations “provide no guidance on how 

covered entities are to implement their compliance responsibilities under Section 1557 and, in 

particular, whether those responsibilities are the same as, or deviate from, their compliance 

responsibilities under... Section 504....” Rather, the Department generally states the 

nondiscrimination requirements of Section 1557 by restating the statutory language of 42 U.S.C. 

18116(a), followed by stating that “the grounds prohibited are the grounds found in... Section 

504....” The resulting uncertainty is particularly stark for procedural requirements.6 We ask the 

Department to incorporate more fully the intent of Sec. 1557 across programs regulated by Sec. 

504. We also ask that the Department consider that Sec. 1557’s prohibition against 

discriminatory benefit design is of vital importance for those with rare conditions, particularly as 

there are so few therapies available it becomes even more important to prevent insurers from 

arbitrarily using plan design as a mechanism for excluding these therapies from coverage.7 

Standards for Accessible Diagnostic Medical Equipment 

We are pleased to see that the Department has incorporated the Architectural and Transportation 

Barriers Compliance Board’s (hereinafter the Board) 2017 standards for accessible diagnostic 

medical equipment. Neuromuscular diseases often lead to the use of assistive mobility devices 

which often presents obstacles to safe and effective medical care due to frequent transfers from 

their mobility device to exam table, MRI and X-Ray machines, etc. The standards adopted by the 

Department represent significant progress toward ensuring the safety of those with 

neuromuscular diseases. In addition to these standards, we echo our colleagues in the ITEM 

Coalition and CPR as they urge the Department to ensure that the full range of medical 

equipment, such as at-home diagnostic tools and telehealth equipment, is accessible. 

Enforcement of Sec. 504 

We support the Department’s assessment that civil rights standards apply independently where 

those with disabilities receive or are eligible to receive healthcare. Given the wide range of 

applicable parties, many of whom may not have the expertise to know the full extent of their 

obligations under Sec. 504, we urge the Department to explicitly name all entities that receive 

federal financial assistance in the final rule so that they are on notice of their obligations under 

the rule. Similarly, given that Sec. 504 operates on a complaint-driven system, the burden of 

bringing a claim is on the person(s) who have had their rights violated. In light of the strain 

already present for a person when interacting with the healthcare system, the additional onus of 

requiring someone who has also had their rights violated necessitates as compassionate and 

navigable a process as possible. This is especially true considering the importance of properly 

filing one’s complaint in these contexts and that those with disabilities may experience barriers 

to accessing the forms necessary to file a complaint. At a minimum, we encourage the 

Department to include in the final rule access to resources to help those who need to file a 

complaint to make the process as accessible as possible. The Department of Justice has also had 

 
6 87 Fed. Reg. 47830. 
7 See generally, https://votervoice.s3.amazonaws.com/groups/mda/attachments/10.03.2022%20-

%20Health%20Partners%20Comments%20on%20Section%201557.pdf 

https://votervoice.s3.amazonaws.com/groups/mda/attachments/10.03.2022%20-%20Health%20Partners%20Comments%20on%20Section%201557.pdf
https://votervoice.s3.amazonaws.com/groups/mda/attachments/10.03.2022%20-%20Health%20Partners%20Comments%20on%20Section%201557.pdf
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success with its Project Civil Access, facilitating enforcement of the ADA. We encourage the 

Department to implement a similar system.8    

Participation in Clinical Research 

MDA is grateful for the Department’s inclusion of participation in clinical research as a venue in 

which discrimination against those with disabilities must be prohibited. Individuals with 

neuromuscular conditions have long been excluded from clinical research due to the co-

morbidities that often accompany their condition, misunderstandings of the severity or 

experience with the disease, and outdated and incorrect perceptions of the capabilities of our 

community. 

We support the Department’s prohibition of overly-broad exclusion criteria crafted in the name 

of simplicity, but as a consequence discriminatorily excludes those with disabilities. Similarly, 

we support the Department’s prohibition of exclusion criteria that fail to recognize that simple 

modifications in study design and conduct would allow individuals with disabilities to 

participate. Both of these situations often occur in research in which the neuromuscular disease 

community wishes to participate but is excluded from doing so.  

MDA would encourage the Department to consider other forms of exclusionary discrimination in 

clinical research. Within clinical trials for neuromuscular diseases, individuals who have lost the 

ability to run, walk, reach certain heights, or other physical tasks are excluded so certain clinical 

outcome assessments (COAs) and clinical endpoints can be used. These endpoints are chosen 

due to the path dependency of clinical trial structure, and the Food and Drug Administration’s 

unwillingness to innovate with new endpoints that may allow for the inclusion of individuals 

with certain physical disabilities. 

We request the Department to consider such continued exclusion of individuals with physical 

disabilities in the name of comfort and predictability for the biopharmaceutical industry and 

FDA as discriminatory, and consequently consider these practices a violation of this proposed 

rule. We encourage the Department to require a practice in which organizations conducting 

clinical research and the FDA must prove the exclusion of individuals with physical disabilities 

within the study population is absolutely necessary for the success of the study and not simply a 

continuation of a previous practice chosen for simplicity.  

§84.57 Value Assessments Methods 

Value Assessment Methods Question 1: The Department seeks comment on how value 

assessment tools and methods may provide unequal opportunities to individuals with disabilities: 

MDA is strongly supportive of the Department’s efforts to prohibit discriminatory value 

assessment methods contained within this section. We support the Department’s definition of 

what constitutes discrimination within value assessment methods, and particularly thank the 

Department for the nuanced explanation that quality-of-life improvements can still be captured 

within value assessments that do not discriminate against those with disabilities. Too often we 

see the false dichotomy put forward that a non-discriminatory value assessment will inherently 

disallow quality-of-life improvements from being considered. This is reductive and false. 

 
8 https://archive.ada.gov/civicac.htm 
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We have observed value assessment tools using both the Quality-Adjusted Life Year (QALY) 

and the Equal-Value Life-Years Gained (evLYG) used discriminatorily to justify non-coverage 

of treatments for muscular dystrophies and other neuromuscular conditions. As this section 

outlines, the QALY discounts an extended life for an individual with a disability compared to a 

“healthy” individual. While the evLYG does not discriminate in the same manner, it also 

obtusely ignores quality-of-life improvements altogether. 

There are ways to evaluate healthcare interventions for their cost-effectiveness without relying 

on discriminatory or incomplete measures. A report published by the National Council on 

Disability (NCD) in November 2022 outlines such approaches, including health years in total 

(HYT) and the efficiency frontier (EF).9 Consequently we encourage the Department to not only 

outline the prohibition of discriminatory measures which are used widely in the VA healthcare 

system, in Medicaid programs, and elsewhere, but to also encourage the use of non-

discriminatory measures so healthcare utilization can still be non-discriminatorily assessed. 

Value Assessment Methods Question 2: The Department seeks comment on other types of 

disability discrimination in value assessment not already specifically addressed within the 

proposed rulemaking. 

We encourage the Department to remember that the QALY is not the only discriminatory 

measure used in value assessments. The Disability-Adjusted Life Year (DALY) is every bit as 

discriminatory, and if this rule is not carefully enforced, could open the door to additional 

discriminatory measures being constructed and used. The definition of a discriminatory value 

assessment method should appropriately capture all such measures, but the Department must be 

vigilant in prohibiting the various creative ways we anticipate certain decisionmakers employing 

to prevent coverage and care for those with disabilities.  

§84.60 Children, Parents, Caregivers, Foster Parents, and Prospective Parents with 

Disabilities in the Child Welfare System  

MDA is pleased by the Department’s proposed addition of §84.60(a), which states that “no 

qualified individual with a disability may be excluded from participation in, be denied the 

benefits of, or otherwise be subjected to discrimination under any child welfare program or 

activity.” This section would prohibit discrimination against people with disabilities based upon 

speculation, stereotypes, or generalizations about parents or prospective parents with disabilities. 

As noted in the proposed rulemaking, the Department’s Office of Civil Rights has received 

numerous complaints about State agencies using inadequate, outdated, and discriminatory tools 

such as Intelligence Quotient (IQ) tests to remove children from the custody of parents with 

intellectual and developmental disabilities, and to further deny them access to accommodations 

and/or family reunification services. 

In addition to the NPRM’s citation of a blind couple who had their children removed based on 

false assumptions about how their visual impairment affected their parenting abilities, as well as 

the mother’s difficulty with breastfeeding her newborn daughter, MDA is aware of an individual 

who has seen their application to be adoptive parents denied solely on the basis of one parent 

having spinal muscular atrophy, which requires the prospective mother to use a wheelchair. 

 
9 https://ncd.gov/sites/default/files/NCD_Alternatives_to_the_QALY_508.pdf 
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This prospective mother and her husband owned their own home, both had great careers and 

financial resources to care for a child, and a network of family and friends nearby to assist them. 

In fact, this woman and her husband specifically wanted to adopt an older child so that the 

mother would not have to do tasks such as diapering, bottle-feeding, and other tasks that she 

knew would be challenging for her. Yet, they were still denied based solely on the disclosure that 

the prospective mother had a disability. This couple had to fight the child placement agency for a 

year and went through a harrowing emotional rollercoaster of being approved to adopt, then told 

the agency was not sure again, to approved. Today, the 4-year-old girl this couple adopted is a 

thriving 21-year-old woman. 

We also are grateful for the proposed §84.60(c), which would require child welfare agencies to 

establish procedures for referring qualified parents or prospective parents, who because of 

disability, need or are believed to need modified or adaptive services, and to ensure that tests and 

assessments are tailored to assess specific areas of disability-related needs. The proposed rule 

also rightly requires service providers to adapt tests and assessments where necessary to address 

the parent or prospective parent’s disability, and ensure that they broadly evaluate the parent’s 

strengths, needs, and abilities. This proposed section would also prohibit the use of a general IQ 

score in the evaluation of the parenting abilities of an individual with an intellectual disability. 

MDA supports the application of the proposed §84.76 to child welfare and placement agencies, 

which would require children with disabilities to be placed in the most integrated family settings 

possible rather than in inappropriate settings such as psychiatric hospitals, juvenile detention 

centers, or other congregate settings such as group homes based on stereotypes about the child’s 

disability and disability-related needs. 

MDA knows that individuals with all kinds of disabilities are more than capable and fit to be 

terrific parents that provide unconditional love, support, and encouragement for their children, be 

they biological or adopted children. Parents with and without disabilities can experience 

challenges with breastfeeding, coping, mental health, and any other number of challenges; such 

challenges should never be used to separate families. Rather, as the rule proposes, parents should 

be referred for evaluations for accommodations, modifications, or other supports to assist them 

in successful parenting.  

In addition, parents with disabilities report that their children are more empathetic, responsive, 

adaptive, and receptive to human differences that make us all unique because of having a parent 

with a disability. 

MDA applauds the Department’s efforts to rectify longstanding biases and assumptions about the 

abilities of parents with disabilities in the proposed rule.  

§84.76 Integration 

MDA is supportive of proposed §84.76, which would conform sec. 504’s integration mandate 

with Supreme Court rulings that have been established since the Department’s initial integration 

mandate was promulgated in 1977, specifically the landmark 1999 ruling in Olmstead v. L.C. 

(527 U.S. 581), which held that Title II of the Americans with Disabilities Act requires states to 

place individuals with disabilities - including mental illness (which was established as a 

disability under the ADA by Olmstead) - to be placed in community settings rather than state 



 
 

MDA Comments on Sec. 504 Update – Page 7 

institutions. Further, the Court held that unjustified isolation of individuals with disabilities is a 

form of discrimination. 

Despite the Court’s ruling in Olmstead v. L.C., individuals such as Latonya Reeves have been 

forced to leave their home states to receive home and community-based services (HCBS), rather 

than be forced to receive the long-term services and supports they need in a segregated facility, 

such as a nursing home. In Reeves’ case, she was forced to flee a nursing home in Memphis, TN 

to receive services in a community-based setting in Colorado. Because the Supreme Court did 

not reach the question of whether individuals were entitled to receive HCBS in the Olmstead 

ruling, many states will not pay for long-term services and supports for people who are elderly or 

have a disability outside of an institutional setting unless the individual has received a 1915(c) 

Medicaid waiver. Moreover, as State Medicaid programs increasingly turn away from fee-for-

service models and towards accountable care organizations and or managed care organization 

models administered on behalf of states by third parties, unnecessary placement in segregated 

settings has become an issue necessitating rulemaking. We therefore support the Department’s 

stance that State budget cuts to integrated, community-based services could be viewed as a 

violation of the proposed sec. 504 regulations for recipients of HHS funding. 

We are pleased by the proposal to apply Sec. 504 to ALL programs and activities of recipients of 

HHS funding to ensure that individuals with disabilities in need of services can receive them in 

the most integrated setting of their choice. However, we support the broader definition of “most 

integrated setting” offered by the Consortium for Constituents with Disabilities, which reads, 

 

“The most integrated setting is a setting that enables people with disabilities to live as much as 

possible like people without disabilities.” 

Further Updates to Sec. 504 

We appreciate the Department’s update to Sec. 504 as it implements many protections and 

updates greatly needed by the disability community. We would, however, ask the Department 

not to wait another fifty years before this seminal policy is updated again. Healthcare is a fluid, 

often, and quickly changing area. Add to the changing healthcare landscape the equally fast-

moving changes to technology, changing methodologies for quality assessments, changing 

attitudinal barriers faced by those with disabilities, and much more, there is near-constant 

potential for life-altering change both within and outside of healthcare. Given this reality, we ask 

the Department to be flexible and willing to change with the world around it and consider more 

frequently updating these regulations. 

Conclusion 

We are grateful for the opportunity to comment on the Department of Health and Human 

Service’s updates to Section 504 of the Rehabilitation Act. For questions regarding MDA or the 

above comments, please contact Paul Melmeyer, Vice President, Public Policy and Advocacy at 

202-253-2980 or pmelmeyer@mdausa.org, or Joel Cartner, Director, Access Policy at 336-409-

4000 or jcartner@mdausa.org,   

Sincerely,   
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Paul Melmeyer, MPP      Joel Cartner, Esq. 

Vice President, Public Policy and Advocacy   Director, Access Policy 

Muscular Dystrophy Association    Muscular Dystrophy Association  

 

 

 


