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I. Introduction 
 
       Despite having the most technologically advanced and costly healthcare system in the world, both physicians 

and American healthcare consumers have increasingly perceived a decline in the quality of services provided by the 

medical community. [FN1] While no nationally accepted and uniform standards exist which succinctly define “qual-

ity of care,” consumers expect and deserve at least the minimally prescribed or professionally accepted standards for 

the treatment of their ailments. Historically, consumers have relied on self-regulation and the professionalism of 

their physicians and health care providers to ensure appropriate quality of care. Under the fee-for-service regime, it 

is alleged that over-utilization led to excessive services *94 and “quality.” [FN2] Today, some financial incentives 

which may encourage underutilization, and a number of prominent failure of care incidents [FN3] suggest a need to 

focus on quality and make it clear that self-regulation alone cannot be the sole mechanism for ensuring quality of 

care. [FN4] … 

 
       As the largest purchaser of health care services in the world, the United States Government has a vested interest 

in the promotion of quality and the financial integrity of the healthcare delivery system. [FN7] In particular, it must 

ensure that beneficiaries of Federal health care programs receive professionally acceptable levels of care. [FN8] 

Among the nation's most important health care segments, the nation's nursing home industry has long been criticized 

for providing poor quality of care to its residents. [FN9] In response to multiple and recurring quality problems at 

long-term care facilities, the federal and state governments have sought to tighten, enhance or propose additional 

regulations and licensing requirements to improve quality of care. [FN10] Today, the health care industry, and par-

ticularly the long-term care segment, are among the most heavily regulated businesses in the nation. 
        
      . . . . 
 

III. Government Regulation and Oversight Over Quality of Care 
 
       While self-regulation, market forces, and private tort actions all serve important roles in the promotion of quali-

ty and deterrence of sub-standard care, long-term care providers have had trouble sustaining quality standards, ab-

sent some level of government intervention.  Even under the government's existing regulatory and enforcement safe-

ty net, some long-term care providers have been unable to achieve even minimal levels of quality. [FN51] As a re-

sult, the question is not whether the government should have regulatory and oversight authority over long-term care 
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providers, but how much? [FN52] 
 
       The nursing home industry contends that existing regulations are burdensome and complex, that they contribute 

to the financial instability of the industry, and that regulatory enforcement *105 is overzealous. [FN53] In support of 

these arguments, industry advocates cite examples of alleged inappropriate sanctions. [FN54] For example, the in-

dustry has complained that pre-existing conditions like pressure sores should not be the basis for deficiency cita-

tions. [FN55] In addition, longstanding practices that have not previously resulted in serious harm, such a making 

hot coffee available to residents or providing heaters, have been alleged to be an insufficient basis for citation. 

[FN56] The industry further complains that the system does not distinguish between minor infractions and major 

problems. [FN57] 
 
       Nevertheless, a review of the existing regulatory framework reveals that the sanctions are intended to respond 

specifically to, and in proportion to, the scope and severity of the conditions causing actual harm or having the po-

tential to cause harm.  Moreover, recent federal studies of nursing home care demonstrate that many long-term care 

providers actually do have difficulty attending to quality issues. [FN58] The current oversight mechanisms for the 

long-term care industry have largely been established as a safeguard in response to perceived and actual deficiencies 

in the health care delivery system. [FN59] Though not *106 perfect, [FN60] many of the government's oversight 

initiatives are intended to redress industry-wide deficiencies. 
 
A. Legislative Standards 
 
       Federal oversight over long-term quality of care is essentially a multi-tiered process that includes minimum 

statutory and regulatory requirements, intermediate administrative remedies with due process rights for violators, 

and civil, criminal, or other administrative enforcement measures for egregious offenders. [FN61] In addition to 

state licensing requirements, existing federal quality oversight measures impose pressure on providers to adhere to 

minimum statutory and regulatory requirements through the threat of denial of payment, civil monetary penalties, 

enhanced monitoring, directed training, termination of the provider agreement, or even expulsion from the Federal 

health care programs. [FN62] 
 
       Quality of care at participating Federal health care program long-term providers is governed by a variety of fed-

eral statutes including the Nursing Home Reform Law of 1987 (“NHRL”), [FN63] among several others. [FN64] 

Long-term care providers must also generally comply with a number of associated regulations, [FN65] the State 

Operations Manual (“SOM”), [FN66] and other informal guidance*107 or written directives from the Centers for 

Medicare & Medicaid Services (“CMS”) (formerly the Health Care Financing Administration or “HCFA”). In addi-

tion, long-term care providers must comply with a number of similar state statutes and regulations, including state 

licensing requirements. [FN67] Among the federal requirements, long-term care providers must abide by regulations 

pertaining to quality of care, quality of life, resident rights, physical environment, infection control, dietary require-

ments, medical care, staffing, and others. [FN68] The regulations that specifically address quality of care further 

require providers to approach specific resident issues associated with activities of daily living, vision and hearing, 

pressure sores, urinary incontinence, range of motion, mental and psychosocial functioning, naso-gastric tubes, acci-

dents, nutrition, hydration, as well as a number of other special needs that a resident may have. [FN69] 
 
B. The Survey Process 
 
       CMS monitors compliance with long-term care requirements through a survey and certification process admin-

istered by various state regulatory agencies. [FN70] State survey agencies conduct unannounced surveys of nursing 

homes at least every 15 months [FN71] or in response to complaints or allegations of resident neglect or abuse 

[FN72] and issue citations when providers are found to be in substantial non-compliance with their conditions of 

participation. [FN73] In addition, CMS conducts validation surveys of a representative sample of facilities within 

two months of the state survey to determine whether the state surveys are adequate. [FN74] CMS will also initiate a 
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survey when it has reason to question the compliance of a facility with its requirements for participation. [FN75] 
 
        *108 In addition, surveys may be performed as frequently as necessary to determine compliance, to confirm 

that corrective action has been taken, [FN76] or to measure whether certain changes, such as change of ownership, 

have caused a decline in quality of care. [FN77] When sub-standard quality of care has been determined, the survey 

agency must also perform an extended survey to further investigate the cause of the deficiencies. [FN78] 
 
       Whenever a provider is found in substantial non-compliance, the surveying agency has a number of potential 

administrative sanctions to address the deficiency, including potential termination of the provider agreement. [FN79] 

In determining the appropriate remedy, CMS and the participating state survey agency must conduct an initial as-

sessment to establish the seriousness of the deficiency and must also consider whether the facility's deficiencies con-

stitute: (i) no actual harm with a potential for minimum harm; (ii) no actual harm with a potential for more than min-

imal harm; (iii) actual harm that is not immediate jeopardy; or (iv) actual harm that is an immediate jeopardy to resi-

dent health or safety. [FN80] In addition, the assessment must consider whether the deficiencies are (i) isolated; (ii) 

constitute a pattern; or (iii) are widespread. [FN81] Following the initial assessment, CMS and the state surveyors 

may consider other factors including, but not limited to (i) the relationship of one deficiency to others; or (ii) the 

facility's history of non-compliance. [FN82] 
 
       By definition, a long-term care facility has provided sub-standard quality of care when it receives one or more 

survey deficiencies related to [their] participation requirements under 42 C.F.R. § 483.13 (Resident behavior and 

facility practices), § 483.15 (Quality of life), or § 483.25 (Quality of care), which constitute either immediate jeop-

ardy to resident health or safety; a pattern of or widespread actual harm that is not immediate jeopardy; or a wide-

spread potential for more than minimal harm, but less than immediate jeopardy, with no actual harm. [FN83] 
 
*109 C. Intermediate Administrative Sanctions 
 
       CMS uses scope and severity data collected in the survey process to determine whether termination of the facili-

ty's provider agreement is appropriate or whether some lesser sanction is suitable. [FN84] To avoid terminating the 

provider agreement in less serious cases, CMS may impose intermediate administrative remedies that include denial 

of payment, denial of payment for new admissions, civil monetary penalties, state monitoring, a directed corrective 

action plan, directed in-service training, transfer of residents, closure of the facility, appointment of temporary man-

agement, or other remedies approved by CMS. [FN85] 
 
       For instance, when the deficiencies are isolated and constitute no actual harm, CMS or the state must impose 

one or more “Category 1” remedies including: (i) directed corrective action; (ii) state monitoring; or (iii) directed in-

service training. [FN86] Where the deficiencies are more widespread, do not constitute actual harm, but have the 

potential for more than minimal harm, or if there are deficiencies constituting actual harm, CMS or the state must 

impose one or more “Category 2” remedies including (i) denial of payment for new admissions, (ii) denial of pay-

ment for all individuals (imposed by CMS only), or (iii) civil monetary penalties. [FN87] If the deficiencies are seri-

ous constituting immediate jeopardy to health and safety, CMS or the state must impose “Category 3” remedies in-

cluding either (i) temporary management, or (ii) termination of the provider agreement, and may also impose (iii) 

enhanced civil monetary penalties. [FN88] 
 
       When there are widespread deficiencies constituting actual harm that is not immediate jeopardy, CMS and the 

state may impose temporary management of the facility, in addition to Category 2 remedies. [FN89] Additional 

mandatory remedies exist for repeat offenders or for those providers that are unable to achieve substantial compli-

ance within certain prescribed time *110 periods. [FN90] However, even when such sanctions are imposed, provid-

ers have due process procedures for challenging such penalties and may be able to eliminate, reduce, or forego actu-

al penalties for some period of time. [FN91] As a result, though long-term care providers complain about burden-

some regulations, inconsistent compliance monitoring, and punitive sanctions, they do have the ability to contest the 
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imposition of sanctions and can force the government to prove alleged violations. 
 
D. Problems in Measuring and Enforcing Quality of Care 
 
       Despite efforts to legislate, monitor compliance and enforce quality of care requirements, the survey and certifi-

cation process has been criticized as being an ineffective apparatus for measuring quality of care at long-term care 

facilities.  At least one commentator has argued that the state surveys emphasize medical record documentation and 

are, therefore, not indicative of a resident's actual condition. [FN92] Others have argued that the survey process is 

flawed because “those with the most clinical training are often forced to preoccupy themselves with administrative 

responsibilities.” [FN93] Likewise, because the surveys are not centrally administered, the issuance of deficiency 

citations between states may be inconsistent because of variance in individual interpretations of program rules. 

[FN94] 
 
       In addition, others have argued that CMS has significantly eroded the legislative intent of Congress and the 

NHRL through administrative dilution of the survey enforcement mechanism. [FN95] It has been maintained that 

CMS used its informal guidance to undermine the states' and federal government's ability to sanction providers. 

[FN96] Specifically, it is claimed that the survey regulations*111 did not achieve the goals or purposes of the NHRL 

[FN97] because CMS ceded to providers due process demands [FN98] and significantly relaxed its enforcement 

mandate. [FN99] For instance, even when serious conditions may be present, there is evidence of inadequate inves-

tigation and corrective action, as well as evidence that providers have been able to avoid sanctions by temporarily 

correcting deficiencies. [FN100] There is also evidence that CMS has in the past not adequately monitored state 

survey agencies and has not appropriately evaluated the effectiveness of state survey processes.  … 
 
       Long-term care providers may also argue that the government's enforcement efforts do not further the goal of 

promoting quality of care.  Specifically, it can be argued that punitive measures such as denial of payment and civil 

monetary penalties for quality deficiencies divert monetary resources away from direct patient care activi-

ties.  Because such financial penalties may impede quality improvement measures including staffing levels, training, 

and facility improvements, the value of such financial penalties may be questioned.  Of course, the government's 

argument is that had those resources been “voluntarily” devoted to quality improvement measures prior to the sur-

vey, the deficiencies may never have existed. Nonetheless, if providers are devoting resources to pay for, appeal, 

defend, or “prevent” survey deficiency citations, rather than allocating such resources toward overall quality im-

provement, the imposition of financial penalties may arguably encumber the government's objectives. 
 
       As a result, the question remains: are existing regulatory and oversight mechanisms too much, too little, or just 

right?  Although regulatory oversight does fill some of the voids left after market-place and self-regulation, by deter-

ring and penalizing sub-standard quality of care, governmental regulation has not eliminated quality of care con-

cerns.  Providers complain that the requirements are too burdensome and that measuring compliance with these 

standards may be too difficult.  Similarly, long-term care providers argue that the penalties are so onerous that they 

impede quality.  Conversely, repeated incidents of poor care, complaints, and a number of federal studies suggest 

that *113 quality is not improving and that enforcement actions alone have not been effective in deterring or pre-

venting inadequate quality. . . . 
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sarily reflect the views of MedStar Health, Inc., Georgetown University Hospital, the OIG, the Department of Health 

and Human Services, or the United States Government. 
 
[FN1]. See, e.g., Press Release, Harvard School of Public Health, Doctors in Five Countries See Decline in Quality 

of Care: New International Survey Reveals Physician Concerns with Medical Errors, a Shortage of Nurses, and In-

adequate Facilities (Oct. 12, 2000), at http:// www.hsph.harvard.edu/press/releases/press10122000.html; see also 

Marilyn Denny, This is Who I Am, Don't Let Them Move Me: Autonomy in Nursing Homes, 2 Quinnipiac Health 

L.J. 203, 208 (1999) (claiming that “physical and psychological decline of residents, largely as a result of the treat-

ment received in such institutions, has led to the perception of nursing homes as ‘houses of death.”’). 
 
[FN2]. See Deborah A. Stone, The Doctor as Businessman: The Changing Politics of a Cultural Icon, 22 J. Health 

Pol. Pol'y & L. 533, 553 (1997) (arguing that under the fee-for-service system, doctors exploited generous health 

insurance policies to provide unnecessary and excessive “Cadillac-quality” services while lining their own pockets). 
 
[FN3]. See, e.g., United States v. Chester Care Ctr., No. 98 CV-139 (E.D. Pa. 1998) (alleging various inadequacies 

in the care provided to residents); United States v. GMS Mgmt.-Tucker, Inc., No. 96-1271 (E.D. Pa. 1996) (charging 

that claims were submitted for care that was not rendered in compliance with federal regulations). 
 
[FN4]. But see George E. Newton II, Maintaining the Balance: Reconciling the Social and Judicial Costs of Medical 

Peer Review Protection, 52 Ala. L. Rev. 723, 724-25 (2001) (discussing the virtues of peer review and quality im-

provement). 
 
[FN7]. See Lewis Morris & Gary W. Thompson, Reflections on the Government's Stick and Carrot Approach to 

Fighting Health Care Fraud, 51 Ala. L. Rev. 319, 319 (1999). 
 
[FN8]. CMS Standards and Certification, 42 C.F.R. § 483.25 (2001) (stating that in long term care facilities, “[e]ach 

resident must receive and the facility must provide the necessary care and services to attain or maintain the highest 

practicable physical, mental, and psychosocial well-being, in accordance with the comprehensive assessment and 

plan of care.”). 
 
[FN9]. See John F. Schnelle et al., Policy Without Technology: A Barrier to Improving Nursing Home Care, Geron-

tologist, Aug. 1, 1997, available at 1997 WL 27954312 (citing multiple articles in the medical and lay literature that 

document poor quality of care provided in this country's nursing homes). 
 
[FN10]. See, e.g., The Omnibus Reconciliation Act of 1987, 42 U.S.C. §§ 1395i-3(a)-(h), 1396r(a)-(h) (West Supp. 

1999); see also Sen. Charles Grassley, The Resurrection of Nursing Home Reform: A Historical Account of the Re-

cent Revival of the Quality of Care Standards for Long-Term Care Facilities Established in the Omnibus Reconcilia-

tion Act of 1987, 7 Elder L.J. 267, 281-82 (1999) (explaining that additional legislative initiatives may be necessary 

to ensure that the Congressional intent of COBRA is maintained); Press Release, HHS, Clinton Administration An-

nounces New Initiatives to Improve the Quality of Care in Nursing Homes (July 21, 1998), at http:// 

www.hhs.gov/news/press/1998pres/980721a.html (unveiling multiple new approaches to improve nursing home 

care). 
 
[FN52]. See William T. Gormley, Jr. & Cristina Boccuti, HCFA and the States: Politics and Intergovernmental Lev-

erage, 26 J. Health Pol. Pol'y & L. 557, 565 (2001) (explaining that nursing home regulation is a “zero-sum game” 

because regulations that benefit nursing home residents usually come at the expense of the nursing home industry, 

which opposes more stringent standards and more stringent enforcement). 
 
[FN53]. See HHS Announces Task Force to Reduce Regulatory Burden, Cal. Health L. Monitor, July 2, 2001, WL 

13 SMCAHTHLM 7 (quoting HHS Secretary Tommy Thompson, “[h]ealth care providers have been telling HCFA 
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for years that many of our regulations are overly burdensome.”); see also Am. Hosp. Ass'n, Patients or Paperwork? 

The Regulatory Burden Facing America's Hospitals, 2 (2002), available at 

http://www.aha.org/ar/Advocacy/paperworkreport.asp (finding that for every hour of patient care, thirty minutes of 

paperwork is required, much of that associated with regulatory compliance); see also Gen. Accounting Office, Nurs-

ing Home Oversight: Industry Examples Do Not Demonstrate that Regulatory Actions Were Unreasonable, 4-9 

(1999) (noting industry advocates' objections to the current regulatory process) [hereinafter Nursing Home Over-

sight]. 
 
[FN54]. See Nursing Home Oversight, supra note 53, at 1. 
 
[FN55]. Id. at 4. 
 
[FN56]. Id. 
 
[FN57]. Id. at 1. 
 
[FN58]. See e.g., Office of Evaluation & Inspections, Office of Inspector Gen., Dept. of Health and Human Serv., 

Nursing Home Survey and Certification: Deficiency Trends, 2 (1999), available at 

http://www.oig.hhs.gov/oei/oei.html; Office of Evaluation & Inspections, Office of Inspector Gen., Dept. of Health 

and Human Serv., Long Term Care Ombudsman Program: Complaint Trends 1-3 (1999), available at 

http://www.oig.hhs.gov/oei/oei.html; Office of Evaluation & Inspections, Office of Inspector Gen., Dept. of Health 

and Human Serv., Abuse Complaints of Nursing Home Patients, 8-12 (1999), available at http:// 

www.oig.hhs.gov/oei/oei.html. See generally Office of Inspector Gen., Dept. of Health and Human Serv., Safe-

guarding Long-Term Care Residents (1998), available at http://www.oig.hhs.gov/oei/oei.html. 
 
[FN59]. See, e.g., Margaret M. Flint, Nursing Homes, New York Elder Law 274 (noting that in the early 1970's, 

New York State was rocked by extensive media coverage of deplorable conditions in nursing homes, and claiming 

that residents were neglected and abused, and that government agencies charged with overseeing the industry were 

unable or unwilling to protect residents). See also Denny, supra note 1, at 206 (indicating that in 1974, one study 

showed that over 50 percent of skilled facilities were approved for the Medicaid program despite life threatening 

safety violations). 
 
[FN60]. See Williams, supra note 11 (noting that not infrequently, regulations and intermediary and carrier interpre-

tations are conflicting). 
 
[FN61]. Quality of care in long-term care facilities is not limited to the Federal government. Many state agencies, 

including state departments of social services, state attorney general offices, Medicaid Fraud Control Units 

(“MFCUs”), and various protection and advocacy agencies, may also become involved in certain quality of care 

cases. 
 
[FN62]. See 42 U.S.C. § 1396r(h)(2)(A)(i)-(iv). 
 
[FN63]. See The Omnibus Budget Reconciliation Act of 1987 (“OBRA-87”), Pub. L. No. 100-203, § 4201, codified 

at 42 U.S.C. § 1395i-3(a)-(h) and 42 U.S.C. § 1396r (a)-(h). 
 
[FN64]. See e.g. U.S.C. § 1395cc (Agreements with providers of service); see also 42 U.S.C. § 1396a (State plans 

for medical assistance); see also 42 U.S.C. § 1395c-5 (Obligations of health care practitioners and providers of 

health care services; sanctions and penalties; hearings and review). 
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[FN65]. See e.g. 42 C.F.R. §§ 483.10 et seq., and 488.3. 
 
[FN66]. The State Operations Manual provides state survey agencies with the CMS official guidance on survey 

tasks, procedures, and interpretations of law and regulations. 
 
[FN67]. See e.g. N.Y. Comp. Codes R. & Regs. 10 § 415 et seq.; see also 210 I.L.C.S. 45/1-101 et seq., see also 77 

Ill. Admin. Code Part 300. 
 
[FN68]. See 42 C.F.R. § 483.1 et seq. 
 
[FN69]. See 42 C.F.R. § 483.25 et seq. 
 
[FN70]. See 42 U.S.C. §§ 1395i-3(g) and 1396r; see also 42 C.F.R. §§ 488.300 et seq. and 488.110 (noting that the 

purpose of the surveys is to “assess whether the quality of care, as intended by the law and regulations, and as need-

ed by the resident, is actually being provided in nursing homes”). 
 
[FN71]. 42 U.S.C. § 1395i-3(g)(2)(a); 42 C.F.R. §§ 488.305, 488.308. 
 
[FN72]. 42 U.S.C. § 1395i-3(g)(4); 42 C.F.R. § 488.332; see also 42 U.S.C. §§ 1395i-3(g)(1)(C). 
 
[FN73]. 42 U.S.C. § 1395i-3(g)(2)(a); 42 C.F.R. §§ 488.305, 488.308. 
 
[FN74]. 42 U.S.C. § 1395i-3(g)(3)(A). 
 
[FN75]. 42 U.S.C. § 1395i-3(g)(3)(D). 
 
[FN76]. 42 C.F.R. § 488.308(c). 
 
[FN77]. 42 C.F.R. § 488.308(e). 
 
[FN78]. 42 C.F.R. § 488.310. 
 
[FN79]. See 42 C.F.R. § 488.406. 
 
[FN80]. 42 C.F.R. § 488.404(a)-(b)(1). 
 
[FN81]. 42 C.F.R. § 488.404(b)(2). 
 
[FN82]. 42 C.F.R. § 488.404(c). 
 
[FN83]. 42 C.F.R. § 488.301. 
 
[FN84]. 42 C.F.R. § 488.406; see also Lake County Rehab. Ctr., Inc. v. Shalala, 854 F.Supp. 1329, 1340 (N.D. Ind. 

1994) (finding that the Secretary of Health and Human Services has the authority to terminate a provider agreement 

even without a finding of immediate jeopardy). 
 
[FN85]. 42 C.F.R. § 488.406(a). 
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[FN86]. 42 C.F.R. § 488.408(c)(i-iii). 
 
[FN87]. 42 C.F.R. § 488.408(d). 
 
[FN88]. 42 C.F.R. § 488.408(e); see also 42 C.F.R. § 488.410 (mandating termination of the provider agreement or 

appointment of a temporary manager to remove the immediate threat). 
 
[FN89]. 42 C.F.R. § 488.408(e)(3). 
 
[FN90]. See, e.g. 42 C.F.R. § 488.414. 
 
[FN91]. See, e.g. 42 C.F.R. § 488.408(g); see also 42 C.F.R. § 498; First-Ever Decision Reverses Nursing Home's 

Termination from Medicare Program, Andrews Nursing Home Litig. Rep., Feb. 9, 2001, WL 9 ANNHLTGR 3 

(summarizing Carehouse Convalescent Hosp. v. HCFA, No. C-00-006 (H.H.S. Jan. 16, 2001), an unprecedented 

decision dismissing most deficiencies and overturning a termination decision against a facility). 
 
[FN92]. See Schnelle et al., supra note 9, at 5. 
 
[FN93]. Kapp, supra note 12, at 720. 
 
[FN94]. See Quality of Care Sanctions Haphazardly Imposed, PA. Auditor Says, 8 No. 5 Andrews Health L. Litig. 

Rep. 13 (Dec. 2000). 
 
[FN95]. See Toby S. Edelman, What Happened to Enforcement? A Study of Enforcement Under the Nursing Home 

Reform Law 9 (Nat'l. Senior Citizens Law Ctr. ed., 1999), available at http://www.nsclc.org. 
 
[FN96]. See id. at 3. 
 
[FN97]. Id. at 9. 
 
[FN98]. Id. at 4. 
 
[FN99]. See id at 5-6. 
 
[FN100]. See generally Nursing Homes: Stronger Complaint and Enforcement Practices Needed to Better Ensure 

Adequate Care: Testimony Before the Senate Special Comm. on Aging, 106
th

 Cong. (1999) (statement of William J. 

Scanlon, Director, Health Financing and Pub. Health Issues, Health, Educ., and Human Serv. Div., U.S. Gen. Ac-

counting Office). 
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