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INTRODUCTION – US HAS POOR HEALTH OUTCOMES/HIGH SPENDING
I. Fractured Health Care System

a. At center = teetering system of employer-sponsored coverage
i. Got going after WWII – law was passed that benefits not taxable income
ii. At time, sellers of insurance were captives of health care industry [Blues]
iii. As insurance business took off, drew commercial insurers [natural risk pool, healthy population, no elderly, never ending customer base]
b. If don’t have coverage ( individual insurance [not good option], public insurance [have to be really poor]; result is high uninsurance/underinsurnance, medical debt
I. Reasons for high un-insurance
a. Wary of government interference
b. Weak labor movement
c. Federalism/divided government
d. Voluntary employer coverage
e. Changing labor force – more service workers
f. Declining union density - had propelled movement by pressing for laws that ( benefits and pressuring employers [collective bargaining]
g. Medicaid does not cover all low income [varies by state]
h. Cost of insurance rises faster than underlying cost of care/wages; High cost – due to:
i. aging pop
ii. spread of advanced technologies 
iii. relatively poor health
iv. rising prices
v. Administrative costs
vi. people insulated from cost of insurance
vii. reliance on markets
i. Demographics – more single parent families
II. Consequences of being uninsured

a. Community

i. Fewer hospital beds
ii. Less advanced life-saving technologies
iii. Fewer specialized services for vulnerable populations
iv. More susceptible to economic downturns
v. Budgetary shortfalls for public health systems
b. National
i. Diminished health and premature mortality
ii. Financial stress for families
iii. Reduced workforce productivity
iv. Greater financial stresses on government programs
c. Financial
i. Nation spends a lot to treat uninsured
ii. Subsidize providers
III. Discrimination

a. Disproportionately affects minorities
i. Social expectation that minority Americans will experience substandard health status
ii. A highly privatized health system that accords broad discretion to entrepreneurs and marginalizes poor and minority members; and
iii. A widespread refusal to acknowledge the problem of racial segregation and exclusion in health care [only 50 years ago was sanctioned by law, i.e. Hill-Burton]
1. Racism by individual providers – controversial
2. Systemic – selection of markets for coverage by providers/insurers [resource allocation based on wealth rather than need]
b. Discrimination based on public health insurance status
c. Discrimination against persons with disabilities
i. Zoning
ii. Exclusion from insurance coverage
IV. Role of Government

a. Federal government has stepped in, but attempts at reform = contested, fail
i. Gov’t insurance [direct involvement]; direct provision of services [public hospitals, community clinics, family planning clinics]
ii. Limited regulation of private health care interests [legal duty to provide care]
1. NYC – opened up Medicaid after 9/11
2. CMS – policy allowed hospitals to turn away anthrax cases
3. Hospitals may actually charge more to uninsured
4. Hill-Burton – required hospitals built with fed $ to provide reasonable burden of uncomp. care
iii. Laws prohibiting discrimination [curb discrimination]
b. States are also involved, i.e. Massachusetts Medicaid reform
V. Prospects for Reform – two schools of thought:

a. Deregulate, strengthen individual market, let consumers drive market
b. More direct role of government
FOUR MAJOR INTERESTS IN ALL HEALTH CARE DISPUTES

I. Providers/Professionals

a. Traditionally sovereign profession
b. Historically above legal system/Professionalism
c. Recent trend is to move away from this – over decades the law has come to pull physicians down to where governed by law, even still:
i. Physician has knowledge/power above that of lay people
ii. People defer to physician’s opinions/have power over human behavior
II. Health Care markets/Market autonomy

a. Very market-driven, health care market is biggest in U.S. [1/6 economy]
b. If too aggressive in regulating it ( harm to U.S. economy
c. K requires willing buyer and seller – biggest issue in healthcare = willing seller
d. Right to pick/choose customers = concomitant right
III. Individual Rights

a. Liberty/autonomy 
b. Property – i.e. insurance coverage
i. What does it cover?
ii. What is your interest in your coverage?
iii. How much does the law say about your rights to enforce your coverage?
IV. Federalism 
a. Fundamental division of powers – allocation of power between states/fed gov’t
b. Healthcare primarily regulated by states; fed gov’t has abiding interest in health care that falls in:
i. Interstate commerce
ii. Tax 
iii. Spending
THE RIGHT TO HEALTH CARE

VI. Health Care as a right

a. UN Documents
b. Roosevelt, Truman
c. Most Americans think it is a right
VII. Common Law

a. No duty of care b/c:
i. Professional authority
ii. Freedom of markets
b. Hurley v. Eddingfield (1901): Doctor had no duty of care to woman in a life-or-death emergency when doctor’s fee was tendered and physician was only available doctor
i. Rationale:
1. the alleged wrongful act was the defendant doctor’s “refusal to enter into a K for employment”; 
2. under K law, a party has no duty to accept an offer to K [even though this doctor had delivered her previous children]; 
3. since there as no acceptance of the offer, there was no K and hence no duty to the plaintiff; 
4. the medical licensure law does not change the defendant’s freedom to refuse offers; 
5. analogies to “innkeepers, common carriers and the like” who do have a common law duty to accept reasonable offers are “beside the mark”; 
6. Therefore there was no wrongful act by the defendant, even if all the facts alleged by the plaintiff are assumed to be true. 
ii. The plaintiff tried to analogize to common carrier based on state licensing laws; D framed argument in K law – court found the licensing law does not create a duty of care [was really enacted to create a monopoly for benefit of physicians], this is still good law
c. AMA Principles of Medical Ethics

i. Give physicians discretion to decide who to treat other than in an emergency, makes sense b/c:
1. may lack technical competency
2. standard of care higher when doctors decide who to care for
3. This theory has begun to give way
ii. But also says that should support access to medical care for all people
AMA’s principles of medical ethics: 

VI. A physician shall, in the provision of appropriate care, except in emergencies, be free to choose whom to serve, with whom to associate, and the environment in which to provide medical care.
VII. A physician shall recognize a responsibility to participate in activities contributing to the improvement of the community and the betterment of public health.

VIII. A physician shall, while caring for a patient, regard responsibility to the patient as paramount.

IX. A physician shall support access to medical care for all people.

d. DeShaney: No duty to rescue at common law 

i. Due Process ( state empowerment and the limitations of such empowerment, not a guarantee of minimum levels of safety and security for individuals; does not protect people from other people
ii. If you do stop to help = protected by good Samaritan law as long as don’t expect compensation
e. No duty to rescue applies to emergency medical services, exceptions:
i. Detrimental Reliance: refusal of person relying on service may worsen condition of injured 
1. Manlove: hospital with ER is performing public function, has duty to provide some degree of care
ii. Undertaking ( duty once begun to offer care
1. Can be ambiguous when has ( undertaking [phone call? Shows up in ER? Shows up in office?] 
2. more common for physicians than hospitals
3. Courts divided as to whether on-call doctors have duty to treat in hospital
a. Childs v. Weis: on call physician had no duty to come to hospital to see a woman who had come after delivering baby on highway
b. Hiser v. Randolph: a doctor who agrees to be on call owes a duty to patients who seek emergency aid
c. Dillon v. Silver: hospital bylaws required doctors to be on call for certain periods and to accept patients during that time ( basis for P’s claim when doctor refused to treat her after conditions worsened
d. Ricks v. Budge: A physician who has undertaken to care for a patient may terminate that relationship “only by cessation of the necessity which gave rise to the relationship, or by discharge by the physician after giving the patient reasonable notice so as to enable the patient to secure other medical attention.”
e. Payton v Weaver: court rejected claim that doctor could not cease to treat patient who insisted on self-destructive behaviors after giving patient notice.
f. Muse v Charter Hospital of Winston Salem: hospital breached duty by discharging patients based on end of coverage rather than based on medical facts/judgment
iii. Public Function and Public Accommodations: General tort law prohibits certain actors from denying certain services; duty not absolute or independent of patient’s duty

1. Was developed b/c public accommodations are vital services, create reliance [i.e. Inns provided a vital service b/c you need a place to stay]; dev’t in Middle Ages

2. This concept superimposes on markets a modification of their autonomy to protect individuals to be free of injury/danger

3. Applies to hospitals, usually in context of emergency care

4. Courts have NOT found duty w/ private physicians

iv. Emergency Care: Definition of Emergency Care: “immediately and reasonably necessary for the preservation of life, limb or health”

f. New Biloxi Hospital v. Frazier: found hospital had duty of care to treat Frazier when nurses watched him bleed to death and transferred him to VA hospital despite clear medical emergency.  Was a negligence case, court found had been an undertaking:
1. Took him in put him on ER table, took blood pressure, put towel on him
2. Started chart
g. Campbell v. Mincey (1975): hospital had no duty to render care to woman who gave birth in parking lot

i. No common law duty exists to admit and treat every patient seeking assistance
ii. Trend to impose liability applies where = departure from hospital custom/procedure [custom here = treat only patients of on-staff doctors]
iii. Court refused to see discrimination or violation of equal protection

1. she had been treated before [not race/indigency]
2. patients w/out on-staff doctors not protected class
iv. No evidence that actual emergency cases not admitted [amazing that did not view labor as 
h. Distinctions between Campbell and New Biloxi

i. Factual differences – Ms. Campbell was never touched, did not get inside ER, no chart started 
ii. Legal differences – Campbell did not argue gross negligence [basis of New Biloxi]

1. BUT nurse called doctor and he rendered opinion, could have been considered diagnosis
2. Should have argued gross negligence in provision of care in alternative [in addition to undertaking]
3. Because does not do this, court does own analysis, relies on common law principles, whether treated her in same way treated other patients – here only doctors with staff privileges can admit,
 court finds is custom to deny care
4. Court could not find detrimental reliance
i. Floyd v. Willacy County Hosp: distinguished Campbell because policy required obvious medical emergency to be admitted
j. Thompson v. Sun City Community Hosp.: Clearly had been an undertaking, question was whether hospital had duty to stabilize 
i. Two questions related to causation:
1. Whether was transferred for medical or other reasons – hospital stipulated was transferred for economic reasons, they found out was uninsured
2. Whether the transfer caused a new or additional injury or aggravated any injury which already existed
ii. Court found hospital had duty to stabilize
1. Arrow v. Copper Queen: Can’t deny emergency care w/out valid cause
2. Arizona had indigency fund [paid back uncompensated care] – established b/c hospitals had duty to care

3. The surgery in this case was part of the emergency care itself – cant stabilize person w/ transected femoral artery otherwise
4. The fact there were community hospitals = irrelevant b/c once was undertaking, this hospital had to stabilize 
VIII. EMTALA
a. History
i. By 1965, state licensing laws began to require emergency exam/stabilization as condition of licensure
ii. By 1980s, federal government played very little role:
1. Medicare/Medicaid not conditioned on emergency medical Tx/coverage
2. Hill-Burton – (1) had to provide reasonable amount of uncompensated care; (2) community service obligation; 1979 ( amendment to provide for public enforcement, required emergency care regardless of ability to pay
iii. 1982 hospitals did away with retrospective payment in hospitals ( DRG system 

1. Prospective payment, created 700+ different treatment groups w/ prices based on medical condition, hospitals paid standard rate for a particular disease + market factors [to account for variations in labor costs]

2. Now incentive was to do outpatient care, reduce use of resources used ( concern of under-treatment

3. Rising number of uninsured

iv. Passage of EMTALA
1. 1984 ( Texas passed anti-dumping statute, was replicated on federal level
2. EMTALA passed in 1985 – amended Medicare to require Tx of all people seeking emergency care

3. Creates privately enforceable right – access and quality in screening and stabilization; 
4. highly contentious: (1) imposes duty even where inconsistent with industry practices/standard of care; (2) burden on communities with heavily uninsured population; (3) law’s reach into quality [not supposed to establish federal malpractice standard]
5. People claim has ( overuse of emergency care
v. 2003 ( revisions in wake of attempt to reduce hospital screening duties as part of 2002 anti-bioterrorism act
1. Narrowed EMTALA duties
2. Reflects concerns of providers and legal scholars as well as trends in some judicial opinions
b. Requirements of EMTALA
i. Medical Screening: must provide APPROPRIATE screening when people “COME TO” Emergency Department [even people who are not Medicare beneficiaries] if INDIVIDUAL REQUESTS treatment
1. How “come to”?
a. Hospital’s own ambulance
b. City-owned ambulance if ambulance called in advance and hospital not on diversionary status
c. Present self at hospital
2. 2000 Amendment: useful in defining the “comes to” standard
a. “Comes to” involves adjacent areas
b. Regulations are very specific about the ambulances that count
i. Before Arrington, all that mattered was the ownership of the ambulance
ii. In Arrington, the court held that the CMS regulation was satisfied when a call as made from the ambulance and the hospital was not on diversionary status
iii. Morales followed Arrington, applied Chevron to find that the CMS’s interpretation of the statute was reasonable [better to have crews call ahead rather than forcing them to show up unannounced to the person can “present at the ER”]
3. “Individual Requests” is in passive voice so requests on person’s behalf are sufficient
4. Only applies to hospitals w/ EDs
5. “Appropriate screening” qualifies the requirement – statute does not define either or the word “examination”
a. Powers v. Arlington: British citizen presents at hospital, no written protocol for screening, doctor did not even comply with “usual procedures” b/c discharged her before exams come back, returns in sepsis resulting in amputation, etc. – court finds that an appropriate exam is designed to identify conditions of symptomatic patients, must be applied uniformly
i. Does not require that ( correct diagnosis
ii. Also requires use of ancillary services to determine if the emergency exists, i.e. where dramatic symptoms are ignored; but this does NOT apply where the symptoms are silent
b. Fishers: not EMTALA violation because even though missed brain injury, patient was treated like any other patient thought to have viral infection
c. Trivette: no claim b/c treatment after screening = province of malpractice law
d. Summers v. Arkadelphia: a really horrible exam ( case of gross negligence, EMTALA does not create a federal malpractice standard, rather is an anti-dumping statute [should plead both malpractice and EMTALA in alternative]
e. Marshall v. East Carroll Parish Hospital Service District: testimony of nurse not considered competent re: screening protocol.  One might conclude that the screening requirement = eviscerated by 2 requirements:
i. Hospital follow own procedures
ii. Plaintiff must show evidence that hospital’s personnel claimed perceptions not same as perceptions when screened plaintiffs
f. Evidence that often ( surviving SJ: Procedural irregularity
i. Basis for bad motive discrimination
ii. Implausible explanation by discharging physician
6. Not violated if perform poor screening unless is so poor that effectively not a screening procedure at all
7. No duty to stabilize exists if screening and no condition is found
ii. Necessary Stabilizing Treatment: If hospital determines there is emergency condition it MUST provide further examination and or treatment or transfer in accordance with (c)
1. Morgan
 (11th Cir): discharged without adequately stabilizing
a. “Stabilize” requires such treatment of an emergency medical condition “as may be necessary to assure, within reasonable medical probability, that no material deterioration of the condition is likely to result from of occur during the transfer of the individual from a facility.”
b. Transfer is “the movement (including the discharge) of an individual outside a hospital’s facilities at the direction of any person…employed by the hospital.”
c. EMTALA is violated if discharge patient with knowledge of emergency condition and without engaging in exam/treatment to assure that no material deterioration of the condition will occur [trigger for stabilization requirement was transfer]
2. Must:
a. Provide within staff and facilities exam/treatment as may be required to stabilize the medical condition [objective standard]; huge duty although not as fundamental as screening duty; OR
b. Transfer – see below; this is allowed b/c in some cases it is medically impossible to stabilize patient w/in the hospital
3. There is an argument that the screening requirement, which requires coming to the ED, does not limit the stabilization requirement, which only requires coming to the hospital
4. This is an absolute requirement, trumps professional standard 
a. In the Matter of Baby K
; Issue: Duty to stabilize someone who presents at ER and is found to have emergency medical condition 
i. Hospital claimed condition was anencephaly, that EMTALA merely requires that they provide a uniform service and the mode of treating anencephaly is comfort care
1. problem is that uniformity applies to screening, not stabilization b/c the stabilization requirement does not use “appropriate”

2. Court found it was respiratory distress; not relevant that the baby had anencephaly according to the court,
 once comes to hospital w/ emergency condition ( has to stabilize 
ii. Hospital argued that under VA law, doctors cant be compelled to provide treatment they believe to be ethically or medically inappropriate
1. But EMTALA preempts state law
2. emergency condition is apnea, not anencephaly
3. also when baby born, put her on respirator, so have shown willingness to act outside standard of care
5. Statute does not limit scope of stabilization to maximum amount of time
a. Bryan (4th Cir): only need to stabilize in immediate aftermath – but allows hospitals to admit patients that don’t intend to treat and then dump them after what would be considered “immediate aftermath”
b. 6th Cir. stabilization requirement applies way after admitted – otherwise hospitals may circumvent EMTALA by admitting patients (although runs risk of impeding state malpractice laws – contrary to Congress’s stated intent of EMTALA)
c. 9th Cir. is in between – EMTALA is ended when admitted as inpatient BUT if patient demonstrates was admitted to avoid EMTALA, EMTALA liability may attach [most in-line with statute]
iii. Transfer: 
1. Cant transfer if condition is not stabilized unless:
a. Person consents to transfer [informed consent]
b. Physician finds medical benefits outweigh medical risks of transfer; or
c. A qualified medical person who has conferred w/ physician signs same statement
2. Transfer must be appropriate:
a. Transferring hospital provides medical treatment w/in capacity to minimize risks to individual’s health and sends all medical records relating to emergency condition
b. Receiving facility
i. Has available space/qualified personnel
ii. Has agreed to accept transfer and provide appropriate medical treatment
c. Transfer effectuated through qualified personnel and transfer equipment
d. Whether = medically appropriate is highly fact-specific, it looks at medical condition and technological and personnel capacity of both hospitals
3. Other facilities can seek damages from unlawful transfer
c. Enforcement
i. By HHS:
1. Hospitals in violation ( civil money penalties
2. Physicians who sign certificates of transfer and misrepresent the person’s physical condition are subject to penalties [if gross/flagrant cant participate in Medicare/Medicaid]
3. Hospital not subject to penalties if on-call physician fails to show
ii. Civil Enforcement: EMTALA has express right of action
1. injured individuals can recover damages
2. hospital that incurs financial loss due to other hospital’s non-compliance can get damages
3. Barris: California damage caps on malpractice apply to EMTALA claims because EMTALA states “individuals may obtain damages available for personal injury under the law of the state in which the hospital is located” – court finds personal injury was meant to be inclusive, include general and specific provisions re: malpractice damages
4. Power v. Arlington Hospital Ass’n: Not all malpractice claims are EMTALA and vice versa, finds that any action for violation of EMTALA’s duty of care provisions qualifies as an action based on professional negligence subject to VA’s damage caps [fact-specific]
5. Is the fact that these hospitals are predominately public, serving low income reasons to limit damages?
iii. when hospitals are sued for EMTALA violation = big deal, has moral component
iv. Historically cases largely decided in favor of P; today the majority of cases come out in favor of D
d. Definitions
i. Emergency Medical Condition: A medical condition manifesting itself by acute symptoms of sufficient severity such that the absence of immediate medical attention could reasonably be expected to result in:
1. (i) placing the health of the individual in serious jeopardy, or
2. (ii) serious impairment to bodily functions; or
3. With respect to women having contractions: 
a. That there is inadequate time to effect a safe transfer to another hospital before delivery; or
b. That transfer may pose a threat to the health or safety of the woman or unborn child
ii. Stabilize: with respect to an emergency medical condition, to provide such medical treatment of the condition as may be necessary to assure, within reasonable medical probability, that no material deterioration of the condition is likely to result from or occur during the transfer of the individual from a facility, or with respect to an emergency medical condition involving labor, to deliver
iii. Nondiscrimination: hospitals with specialized facilities (i.e. burn centers) shall NOT refuse to accept transfer
e. EMTALA + health care quality
i. Statute has many aspects that go to quality – but can only recover for harms flowing directly from EMTALA violations
ii. When does poor care result in no care at all?  Courts disagree:
1. Prickett v. Hot Spring County Medical Center: claim failed b/c could not show discrimination even tough the hospital failed to complete its screening protocol
2. But in Lewellen v. Schneck Medical Center, claim was allowed to proceed when evidence showed a partially completed exam, even though could not show discrimination.  
f. EMTALA + Inpatients 
i. Two types of emergencies as inpatient:
1. Admitted from ER w/ emergency condition
2. Emergency arises once in ER
ii. Courts were all over the place
1. Lopez Soto
: it doesn’t matter where the emergency presented itself (in hospital or in the rest of the hospital); 
a. The court found that the screening and stabilization requirements are disjunctive – reading together makes (b)’s “comes to hospital” superfluous in light of (a)’s “comes to” language; “comes to hospital” reflects desire to cast wide net, no reference to ED
b. Screening duty applies only to those who presents at ER
c. BUT stabilization requirement applies to any individual in the hospital
d. Transfer provisions apply regardless of how entered hospital
e. b and c are linked b/c (b)(1) ties need to stabilize to transfer provisions
f. Legislative history supports stabilization applies outside ED
g. Congress had broader concerns re: antidumping than ED
h. Not realistic that expanding EMTALA past ED will ( federal malpractice
2. Urban v. King (10th Cir): followed same disjunctive approach
3. Galen: 
a. 6th Circuit: transfer of unstable patient not violation of EMTALA b/c requires improper motive, read (a) and (b) together
b. S. Ct.: No need for individual to prove motive as part of a stabilization claim – you have to stabilize people in hospital [does not mention linkage between screening and stabilization]
4. Harry v. Marchant: found time between admittance through ED for emergency condition and transfer was long enough that there was no duty to stabilize [read stabilization and screening requirements together – once admitted no longer covered by EMTALA, if discharged unstably can sue for malpractice]
5. Bryants (9th Cir): if you come through ED and are admitted, you lose EMTALA protections unless it is shown that you were admitted as an inpatient to avoid EMTALA protections (subterfuge)
iii. HHS ( rule specifying applicability of EMTALA to inpatients [appears to codify Marchant, decreased scope of stabilization requirement, EMTALA ceases to apply once admitted as inpatient]:
1. Exception: Application to inpatients.  (i) if a hospital has screened an individual * * * and found the individual to have an emergency medical condition and admits the individual as an inpatient in good faith in order to stabilize the emergency medical condition, the hospital has satisfied its [EMTALA] responsibilities * * * (ii) This section is not applicable to an inpatient who was admitted for elective (non-emergency) diagnosis or treatment.
2. How to show good faith? Whether asked re: ability to pay, whether really tried to stabilize as inpatient
3. But hospitals are still required to provide quality care b/c:
a. Malpractice liability
b. Requirement of participation in Medicare/Medicaid
c. Some facts may lead to different result depending on whether malpractice/EMTALA applies
4. Doesn’t seem to apply if admitted through other means – does not seem to square with Lopez Soto]
5. Also, there are special requirements for specialized hospitals: 
a. (g) Nondiscrimination – a participating hospital w/ specialized functions or capabilities SHALL NOT refuse to accept transfer of individual if the hospital has the capacity to treat the person
i. Specialty hospitals cant deny transfers [even if don’t have ED]
ii. qualifier allows patients to be denied
iii. the relationship between (g) and (b) ( big deal in case of inpatients
iv. How would you decide Lopez-Soto based on new rule?
1. Federal court could find rule not binding b/c interpretive rules don’t have force of law [Lima Rivera
]
2. Rule has to be read conjunctively – EMTALA did not apply b/c lost rights once becomes inpatient [WI appellate court case]
3. Rule does not apply b/c did not come in through ER, there was no screening nor elective surgery [only applies to people screened in ER]
v. 2008 Amendment: Further clarification of screening and stabilization:
1. can be triggered in other parts of hospital, or ambulance owned by another hospital if dedicated to bring people to ER
2. Three ways to qualify as dedicated ER
a. Licensed by state in which located as ER/ED
b. Held out to public as place that provides care for emergency conditions w/out appointment
c. During calendar year immediately preceding calendar year in which determination is made, > 1/3 of outpatient visits for emergency conditions were w/out appointment
g. On-Call Specialists
i. Hospitals can be sanctioned if “on-call” specialists fail to show up
ii. St. Anthony: treated surgical specialists as “specialized capacity” of hospital ( had to accept transfer
iii. Hospitals were concerned about federal enforcement of on-call specialists requirements  ( 2003 rule – designed with goal to balance need for on-call specialists against burdens on specialty groups whose members are threatening to resign appointments – no longer required to have on-call specialists even where there are no transfer possibilities in sight ( would not be a violation of EMTALA if transfer unstably b/c no transfer possible, no on-call specialist available

1. RULE:
a. (1) Each hospital must maintain an on-call list of physicians on its medical staff in manner that best meets the needs of the hospital’s patients, who are receiving services required under this section, in accordance with the resources available to the hospital, including the availability of on-call physicians.
b. (2) The hospital must have written procedures in place –
i. (i) to respond to situations in which a particular specialty is not available or the on-call physician cannot respond because of circumstances beyond the physician’s control;
ii. (ii) to provide that emergency services are available to meet the needs of patients with emergency medical conditions if it elects to permit on-call physicians to schedule elective surgery during the time that they are on call or to permit on-call physicians to have simultaneous on-call duties

iv. Dabney (2007): no violation of EMTALA where on-call neurosurgeon was sick, no other specialists available and three other hospitals refused to accept P; was not within hospital’s capacity to stabilize P, statute does not require having a system in place guaranteeing transfer
v. Proposed amendment: would require regional centers to accept inpatients that hospitals were unable to stabilize
1. Regional medical centers claimed could not provide this sort of quality care if required to take all inpatients from community hospitals
2. HHS withdrew rule b/c hospitals may try to transfer patients rather than stabilizing them
3. But the result is now hospitals will ( immediate transfers rather than stabilizing
4. Drawing this line between outpatient/inpatient draws a line into the standard treatment for people; creates a problem for uninsured in particular b/c the hospital will transfer before admitting if will need specialized care
5. Specialized centers are required to accept transfers
IX. NOTE: neither common law nor EMTALA apply to physicians
CIVIL RIGHTS AND HEALTH CARE
I. Federal Civil Rights Law: 

a. Prohibits discrimination on basis of:
i. Race
ii. National Origin
iii. Gender
iv. Religion
v. Physical/mental impairments
vi. Not poor [except Hill-Burton, is limited]
b. Applies to:
i. Public Entities
ii. Some private – i.e. public accommodation [physicians successful in making selves not seen as public accommodation]
II. Civil Rights are Important in Health Care due to Disparities

a. Low income, health status, and health care are closely related [esp. w/ regards to preventable conditions]
i. Systemic causes: access, insurance coverage (lower offer/take up) 
ii. Attitudes of physicians play a role: prescribe more sophisticated/expensive treatment to whites
iii. Smaller number of minorities in health profession – educational funding not equal; until 1946 Congress voted for segregated facilities
III. Title VI of the Civil Rights Act of 1964

i. Reached entities that received federal assistance, enacted with healthcare in mind [designed to reach hospitals receiving $ from Hill-Burton/NIH/State funds that started as federal grants that were still segregated; Medicare and Medicaid had not been enacted].  
b. Simkins (4th Cir): North Carolina’s hospitals were discriminating for their failure to give admitting privileges to black physicians – enjoined part of Hill-Burton that allowed for state facilities to be segregated 
i. Supreme Court made clear in writ that would strike down Hill-Burton provision that allowed for segregated hospitals, Congress refused 
ii. Blown away in 1965 by passage of Medicare/Medicaid [gave federal $ to doctors, so Title VI applied]
iii. Requirement not to discriminate to participate in Medicare Medicaid has ( huge impact on health care system
c. Title VI does not reach physicians b/c not paid directly by Medicare [part B not treated as type of federal assistance] – was an oral agreement between Johnson and Southern Bloc to ensure passage of Act
i. Treated as a K of insurance – allows doctors to select patients regardless of race/gender/language
ii. Does not exist if get paid by managed care or Medicaid
iii. Even still, Johnson required every hospital to sign a Title VI assurance of non-discrimination to participate in Medicare
d. Provisions

i. No discrimination in programs receiving federal assistance
ii. Agencies that give out federal funds are in charge of enforcement
e. Regulations: detailed enforcement scheme, specific to health care
i. Recipients of federal assistance must sign assurance that will comply
ii. Cant discriminate in selecting individuals to participate
iii. “Federal Assistance” includes: loans, grants, Ks, Medicaid, cash welfare, grants to health care institutions, payments to institutions participating in Medicare/Medicaid
f. Enforcement of Title VI

i. No express right of action – title VI covers both:
1. De jure: intentional discrimination
2. De facto: facially neutral policy w/ disproportionate impact
a. Was most prevalent way to get into court - i.e. change to Medicaid disproportionately affected minorities [could not challenge on income discrimination b/c not covered by federal civil rights law]
b. 2000 ( no longer a right of action to enforce de facto discrimination [Alexander v. Sandoval], still an action for de jure
c. Now get around Sandoval by making demand to Attorney General to investigate discriminatory practices rather than going to court
ii. The reasoning in Sandoval threatens implied right of action in other federal civil rights laws
1. Subtly shifted burden of proof – asks whether there was an intent to create a private remedy 
2. Claimed §602 was focused on agencies, not individuals
3. Medicaid has no specific private right of action re: denial of benefits
iii. After Nixon’s election ( stripping of Civil Rights Authority’s power over Medicare/Medicaid – could only enforce by getting other agencies to adopt their standards
IV. Americans with Disabilities Act [ADA]

a. Divided into Titles:
i. Title I: Employment
ii. Title II: Public Benefits [i.e. Medicaid, was re-codification of §504(a) of Rehabilitation Act of 1973, Congress made clear that terms/precedents under 504 applied with equal force under ADA, Title II]
iii. Title III: Public Accommodations – under §161(3), includes professional office of health care worker, hospital, insurance office [leap from common law]
iv. Title IV: Transportation
v. Title V: Repository of miscellaneous provisions that apply to the ADA [i.e. safe harbor for insurance] 
b. Preamble (uses language copied/pasted from Supreme Court decisions)

i. Increased number w/ disabilities

ii. Historical discrimination, still persists in key areas

iii. Have no legal recourse

iv. Discrimination takes different forms

v. Socially disadvantaged

vi. Discrete and insular minorities

vii. Costs the US a lot of money (the discrimination)

viii. Enacted under power to enforce 14th amendment

c. To invoke protections of the ADA, must:

i. Have mental or physical disability that substantially limits a major life function 
1. “a physical or mental impairment that substantially limits one or more of the major life activities of the individual; 
2. a record of such impairment; or 
3. being regarded as having such an impairment”
ii. Must be qualified – not a way to bootstrap self into benefit/service not qualified for; ADA is to ensure equal access for equally qualified people
1. “Qualified” means can do the job w/ reasonable accommodations, must show:
a. Under Title I: you are person who can do job but for disability, or that qualify under educational criteria
b. Under Title II: you are the kind of person for whom a public benefit was intended
iii. Must be discrimination
d. Bragdon v. Abbott: Woman with HIV
 denied dental treatment unless in hospital
i. The dentist argued:
1. HIV not a covered disability
2. Person not qualified – hard to argue here b/c tendered $ for Tx
3. Patient provided reasonable alternative – treat her in hospital
4. Patient posed a direct threat
ii. The court finds that HIV is a disability – finds DOJ interpretation lawful because interferes with essential life function of reproduction
iii. The court found that the dentist did not comply by offering an alternative – did not show that doing procedure in hospital was safer, imposed cost of doing it in hospital, which is not equipped with dental stuff, on patient
iv. The court finds that was not a direct threat, but remands
1. The court does not defer to the dentist that was a threat – the proper standard of review requires medical/objective evidence,
 the burden of proof is on the health professional 
2. A direct threat is something greater than insignificant risk – the record demonstrated that was unlikely she posed a direct threat: CDC/ADA guidelines, Public Health Service
3. The court found the Appellate court erred in relying on affidavits of director of CDC b/c these are not the kinds of guidelines of which a court should take judicial notice b/c no studies were done
4. Court found Dr. Bragdon was entitled to put on evidence of dentists who were exposed to HIV [challenge universal precautions with objective evidence] – failed to do so on remand, found for P
HEALTH INSURANCE COVERAGE

I. History of Health Insurance

a. Health care industry began as cash and carry – OK b/c was relatively inexpensive
b. Health care rose in cost relative to other goods/services around turn of 20th Century
i. Hygiene/training made healthcare valuable
ii. Doctors had monopoly [licensure laws]
iii. Demand inelastic – will pay whatever asked if need it
c. Doctors resisted insurance coverage as social benefit – AMA was powerful enough, found powerful allies ( were able to stave off any effort to get population insured
i. Other industrialized nations took a nationalized approach, US was driven by markets/professional autonomy, believed would be destroyed by that national approach
ii. There was no counterweight to the strong medical lobby in the US
iii. Primary reform movement ( original social security act (omitted health insurance)
d. 1920s-30s: Doctors realized something had to be done b/c wanted to charge more than patients could pay ( Blue Cross & Blue Shield
i. Was run by doctors/hospitals, set rates of reimbursement
ii. Had franchise to market a services benefit plan – not licensed to sell insurance, impliedly backed by government
iii. Groups/individuals paid into health care – could withdraw $ when needed healthcare
iv. Consumers could go to provider of choice, there was no review of care (fee for service)
v. Was community rated – everyone paid same premium so young/healthy subsidized old/sick
e. Prepaid group practice agreements were both supplier and demand driven
f. Legal Ruling by Labor Board ( exempted non-wage EE benefits from wages when calculating wage increases
; IRS made rule that exempt for tax purposes
i. Incentive on part of employer was to ( generous benefits b/c the taxable income drops for ER and EE, and the coverage is valuable to the EE
ii. The whole system was voluntary: to offer (ER), to accept (EE)
iii. Premiums went up quickly b/c people prepaid their healthcare – wanted protection against all healthcare, not just huge losses [misunderstanding of insurance]
g. The IRS ruling ( land rush [development of supply-side insurance]
i. Before 1940s, only entities giving health insurance were the Blues
ii. There were some demand-side plans – i.e. Kaiser’s option for EEs building Coulee Dam; the growth of supply-side had been slow 
iii. Now commercial insurers started to come into health insurance market – 
1. Actuaries realized could predict risks with reasonable certainty
2. Certain things about market were profitable – insuring pool of healthy, non-disabled people, excluded pregnancy and well child care [as foreseeable costs that people should plan for], accidents were under workers’ comp and vets were under the VA, could target the markets they wanted
3. blew community rating out of the water
iv. Commercial insurers ( favorable selection/fare discrimination/cherry picking
1. As a result, only people in Blues were sick/old/unemployed
2. Cost of premiums for Blues went up exponentially
h. Unions and large employers came to rely on employer-based coverage to supplement compensation
i. Now the problem of people who fall between the cracks is on the rise
i. Mid 20th century employer based coverage was 93%; reached apex in 1973
ii. Now system is crumbling
II. State Regulation of Insurance Industry

a. Paul v. Virginia (Supreme Court, 1868): gave regulation of insurance companies to the states
i. Overruled by U.S. v. South-Eastern Underwriters in 1944
ii. Congress reacted to that decision w/ McCarran-Ferguson Act ( left insurance regulation to the states by stipulating primacy of state law
b. States were able to regulate insurers b/c had to be licensed to sell product in state, 
i. But was largely for group market b/c insurers had big incentives
ii. State regulation of individual market not as good, allow: 
1. Medical underwriting
 [Hayley: under CA law, there is a permissible scope of medical underwriting]; 
2. Rescissions – they can rescind the K if you file claims

a. Rescind retroactively
i. Hailey
: CA statute prohibited post-claims underwriting, was defined as rescinding, canceling, limiting K due to plan’s failure to do underwriting of information on or provided in a K [with exception for willful misrepresentation]; court finds that in order to avoid violating the statute, insurance companies need to make a record of their investigation at the front end, they cant take away the coverage once people rely on it b/c otherwise ( incentive to be blind when first come in, take premiums and then take away the coverage when they need it [also discussed grounds for IIED]
b. Refuse to renew
iii. State regulation is weak relative to the industry b/c can just pick up and go to another state
c. Three types of regulations
i. (1) Ensuring solvency/capitalization
ii. (2) Content laws – regulate benefits and content of policies, what it means to say “coverage”

iii. (3) Consumer protection statutes: unfair and deceptive practices, good faith and fair dealing
iv. Also: Remedies 
1. Common law came to recognize a series of remedies against insurers; 
2. Courts began to hand down remedies under already existing theories of: 
a. Bad faith 
i. Wholers v. Bartkis: sued insurer because had changed plan but did not explain in literature that it had been changed, the term “ancillary care”
 was not explained and was used in a way contrary to its connoted meaning, and they had made an affirmative misrepresentation by claiming that they were offering “comparable benefits”; Court found that insurance company had acted in bad faith

ii. Bad faith generally requires: deliberate intent to mislead – NOT negligent or sloppy language
iii. Contrapreferendum: construe a K against the drafter b/c has control of the language  
b. Unfair and deceptive practices, 
c. Bad faith breach of K
d. Other areas of law that regulate insurance:
i. Antitrust
ii. Tax
iii. Civil Rights – every state outlawed use of race data in setting premiums, states were first to pass anti-pregnancy discrimination laws
iv. Privacy laws – codified in public health/welfare codes; may have remedies
III. Consequences of Health Insurance

a. Cost of medical care goes up due to: Insulates consumers from cost; Moral Hazard; Providers-set prices; technology; and access
b. How Insurers have dealt with the cost of care

i. Initially were indemnity products – patient paid doctor, insurer paid them back [no legal relationship between doctor/insurer, although some doctors accepted assignment
]
ii. Insurers introduced fee schedules – amount paid by insurer did not raise as the doctors/hospitals raised their charges; if doctors accepted assignment the patient would owe the balance bill

iii. Insurers started to introduce utilization review: 
1. Retrospective: insurance companies would not pay after procedure was done b/c deemed medically unnecessary; insurance companies did not fare well in court
2. Prospective: insurance companies required prior authorization of a certain treatment before would agree to pay for it
iv. Then they introduced networks [Managed Competition]: subjected insured to penalties for getting treatment from a doctor out of network, subject to balanced billing; those doctors in the network agree to accept a lower fee in exchange for a flow of patients; this model took off quickly, also in public sector; but cost savings were temporary
v. Finally, insurers are moving to consumer-driven care: designed to get at the moral hazard – high deductible health plans, before benefits start, you have to pay a lot of money out of pocket [not good for people with serious health conditions], can put pre-tax income into HSA to pay for deductible and uncovered costs [i.e. co-pays, vision care, dental] but credits given are small, for those who don’t pay income tax, not much of an incentive – essentially de-insures people, tend to under-use care, not enough information for consumers
c. How the Government has dealt with the cost of care

i. First attempts
1. Introduction of peer review into Medicare
2. Exclusion of certain services as entirely unnecessary
3. Across the board wage/price controls (Nixon) – too politically problem-ridden to be sustained
4. Repeal state power to increase Medicaid and other constraints on public financing
5. HMO Act (designed to increase vertically integrated industrial plans – allowed intermediary to set prices)
6. 1974 ( revised health planning to reduce supply (largely toothless)
7. Carter ( all-payer rate-setting techniques
ii. Further federal efforts were limited to Medicare/Medicaid
1. 1982 ( prospective pricing in Medicare
2. 1984 ( physician fee payments
3. Eligibility restrictions in Medicaid
4. Reduce federal money to states
a. Redefine federally recognized services
b. Introduce new pay limitations/exclusions
c. Regulations requiring states to greatly increase share (will cause them to cut)
iii. Enactment of fraud and abuse statutes to reduce spending [has had little effect in terms of costs]
ERISA 

ERISA does NOT apply to benefits plans for employees of religious organizations/government
I. Background

a. Reasons for ERISA: 
i. Under-funded pension plans
ii. Mismanagement – fail during periods of decline
iii. Create uniformity – in 1974 states were the only entities that regulated health insurance – this meant that there was a lot of variation between states ( huge burden on national companies and unions
b. When enacted, Congress was considering nationalized health care – either grow down Medicare to cover all Americans or create a federally-administered health insurance
c. Summary: 
i. ERISA preempts all state laws now or hereinafter  
ii. But this does not apply to insurance laws
iii. But employee benefit plans are NOT considered insurance companies
II. Categories of legal analysis:
a. Establishment or design of Employer-sponsored health plan
b. Administration of terms of the plan
c. Liability for physical and other types of harm
d. These tend to blend together
III. Two doctrinal lenses:
a. ERISA preemption
b. ERISA plan administration and fiduciary duties – haunted by tension between:
i. unregulated markets
ii. egalitarian social K
IV. ERISA governs:

a. Pension Provisions: substantial content and management requirements – were big focus of ERISA
b. Employee Welfare Benefit Plans [non-cash, non-pension]: Congress wanted some regulation of those parts of EE compensation that are non-cash [i.e. health insurance, disability benefits, child care, flex fund arrangement]
i. Section 1002.  Definitions.  Employee Welfare Benefit Plan: Any fund, plan, or program which is established or maintained by an employer or by an employee organization, or both, to the extent that such plan, fund, or program was established or is maintained for the purpose of providing for its participants or their beneficiaries, through the purchase of insurance or otherwise, 
1. (A) medical, surgical, or hospital care or benefits, or benefits in the event of sickness, accident, disability, death or unemployment, or vacation benefits, apprenticeship or other training programs, or day care centers, scholarship funds, or prepaid legal services, or 
2. (B) any benefit described in section 186 (c) of this title (other than pensions on retirement or death, and insurance to provide such pensions). 
ii. Terms are obscure, must:


1. Have certain ascertainable eligibility and benefits
2. Be offered in context of private employment
3. Involve some degree of ER administration
iii. There are two models:
1. Self-Insured: Insure selves, buy administration, employees pay monthly enrollment fees
a. Small employers can’t self-insure b/c the risk pool is too small, one really sick employee could bankrupt you
b. Even those that do self-insure, they buy reinsurance
c. Once ERISA passed ( incentive to self-insure b/c ERISA preempts state insurance laws, employee benefit plans not considered insurance companies, so can offer fewer benefits 
2. Not Self-Insured: Buy risk products, employees pay premiums
iv. EWBP does NOT include the product sold to the plan [i.e. for those companies that do not self-insure]; it applies to a series of documents laying out what participants/beneficiaries get
v. The plan is sponsored by an employer/union – may have various options for their employees (i.e. GW), or some plans may bargain to be exclusive plan
vi. ERISA has very few provisions that regulate what these plans must do [see regulation of coverage, below]
V. Preemption: 
a. Preemption debate centers on Congressional intent – When should state regulatory powers have to give way to a federal regulatory vacuum??
b. Preemption is important b/c:
i. Remedies under ERISA are limited to benefits under K (no punitive damages)
ii. Unlike in states, but DOL does not have staff, resources, tradition, or desire to address thousands of complaints ( no effective regulatory body to whom to turn for ERISA
c. Statute: 
i. (a) Supersedure; effective date.  Except as provided in subsection (b) of this section, the provisions of this subchapter and subchapter III of this chapter shall supersede any and all State laws insofar as they may now or hereafter relate to any employee benefit plan described in section 1003 (a) of this title and not exempt under section 1003 (b) of this title. This section shall take effect on January 1, 1975. 
ii. (b) Construction and application. 

1. [Savings Clause] (2)(A) Except as provided in subparagraph (B), nothing in this subchapter shall be construed to exempt or relieve any person from any law of any State which regulates insurance, banking, or securities. 
2. [Deemer Clause] (2)(B) Neither an employee benefit plan described in section 1003 (a) of this title, which is not exempt under section 1003 (b) of this title (other than a plan established primarily for the purpose of providing death benefits), nor any trust established under such a plan, shall be deemed to be an insurance company or other insurer, bank, trust company, or investment company or to be engaged in the business of insurance or banking for purposes of any law of any State purporting to regulate insurance companies, insurance contracts, banks, trust companies, or investment companies
iii. Note that decision that the state law does not “relate to” ERISA is a far more powerful displacement of ERISA preemption than a finding that this law is “saved”
d. “Relates to” – 514 Preemption
i. Field Preemption was introduced into ERISA by Senate
 - anything that fell within field is the exclusive purview of the federal government regardless of whether the federal law had any standards at all
 - this redrew the map of health benefits and disability benefits [rare to have such strong preemption in light of federalism]
ii. Shaw v. Delta Airlines
: Court held that NY anti-pregnancy discrimination law not applicable to ERISA plans
1. Found “Relates to” had two definitions [took a very textual approach]:
a. “Connection with” OR
i. The court finds it does have a connection with b/c the law is meant to regulate the terms of the plan 
b. “Reference to” 
i. Does the law refer to the employee welfare benefits plan?  
ii. Yes – it covers discrimination in terms of benefits as well as employment
2. So they knocked down the statute – although in intervening years, Congress had passed a federal version
iii. Travelers [1995]: made remarkable inroads into prior approach of ERISA preemption; Court held that NY statute requiring commercial insurance companies to pay surcharge [essentially sales tax] on hospital services
 not preempted by ERISA even though were selling to ERISA plans
1. Insurers had claimed that the law related to the plans and was not saved b/c it was a tax law, not an insurance law
2. But court steps back from textual approach b/c everything “relates to” everything else – the statute here dealt with the fundamental ability of states to raise revenue, which they needed to cover the sick and uninsured that the commercial plans wouldn’t cover
a. The court found the Congressional intent of ERISA = uniformity; making it possible for companies to decide benefits on national scale; did not mean to supplant state law
b. Laws that have indirect economic effects, such as licensing laws and this surcharge law do NOT “relate to” the plans b/c does not bind plans to any particular choice nor preclude plans from taking a uniform administrative approach [interprets uniformity to apply only to benefit structure and administration]
3. Three reasons this case is important:

a. Departure from old approach
b. Focus on law’s content – look at if binds administrators
c. New test – looks at Congressional intent; rejects textual approach 
d. Although both tests = accepted unanimously by court at the time
iv. Dillingham Construction [1997]: Court found that state prevailing wage statute did not “relate to” ERISA apprenticeship program, not preempted by ERISA.  A law “relates to” a covered ERISA plan if:
1. Has a connection with; or
a. Look to objective of ERISA to see scope of law Congress expected to survive; and
b. Nature and effect of state law on state plans
2. Reference to plan
a. Acts immediately and exclusively on ERISA plans
b. ERISA plans are essential to law’s operation
3. Not met here b/c:
a. Affects apprenticeship programs other than ERISA ones 
b. Does not reference ERISA plans
c. Wages regulated by law = long regulated by state
d. No mention by Congress of preempting apprenticeship plans
e. Does not bind plan to anything
v. De Buono: Extended Travelers to Self-insured, found Health Facility Assessment tax was not the sort of law Congress expected ERISA to supersede; Every state law that increases the cost of providing benefits will have some effect on the administration of ERISA plans, but it is not the case that each of these laws is preempted by the federal statute; the only issue is whether the state law is one of general applicability [indirect effect], looks only at the effects of the law on the plan regardless of whether buys insurance or self-insures
vi. Can apply in areas of the law that are not directly in conflict [IMPLIED PREEMPTION]
1. Boggs v. Boggs: court found ERISA’s non-alienation provisions conflicted with and therefore preempted a Louisiana community property law
a. Breyer, dissent: disagreed that state law concerned something Congress wanted to keep out of state reach, it involved family, property, and probate – all traditionally state concerns
2. Foster [ED Mich, 1997]: state law mandating Blues to offer certain benefits did not relate to ERISA b/c it merely imposes an indirect economic influence – plans are still free to select another insurer
3. Egelhoff [1991]: ERISA preempted Washington probate law b/c it conflicted with ERISA, was not uniform with, and it had a “connection with” state ERISA plans 
e. Savings Clause: only saves non-self-insured plans
i. Massachusetts v. Met Life (1985): Supreme Court finds that the Massachusetts benefits mandate applies to insurance companies even though they sell their product to ERISA plans.
1. The law applies to the product, they have to comply under (b)(2)(A)
2. This would NOT benefit individuals in self-insured plans under (b)(2)(B)
ii. Rush Prudential HMO v. Moran (2002): Court found IL law that provided for external review of denial of coverage by HMO, which functions as second opinion but that does not have power to order HMO to cover the procedure, was not preempted by ERISA b/c = saved.
1. Law affects ERISA plans b/c subjects them to another level of review; would be preempted, but is saved under 2 tests:
a. Common Sense Test:
i. HMO is an insurer as well as a health care provider
1. Spreads risk among participants
2. Assume risk of providing benefits offered
3. Congress defines HMO as organization that bears and manages risk
4. Before passing ERISA, Congress defined HMOs as insurers
5. States regulate HMOs largely through insurance laws
ii. Statute aimed at insurance industry
1. Reinsurance does not take primary insurer out of insurance industry
2. Capitation contracts do not relieve HMOs of obligations to beneficiaries
b. Look to three factors of McCarran-Ferguson Act: not all three need to be met; here the 2nd and 3rd factors are clearly met
i. 2nd factor: independent review clearly regulates an integral part of relationship between insurer and insured
ii. 3rd factor: affects the policy relationship by putting the HMO agreement into concrete terms
iii. Kentucky Ass’n of Health Plans, Inc. v. Miller (Supreme Court, 2003): Court makes a break from McCarran-Ferguson Factors,
 for a state law regulating insurance to be saved, it must satisfy two requirements:  
1. KY’s any willing provider law
 satisfied each of these requirements.
2. First, the state law must be specifically directed towards entities engaged in insurance
a. Not the case that the law at issue regulates providers – it affects doctors, but is not directed at them [that the law affects the other K party = irrelevant]
b. This law regulates insurance by imposing conditions on the right to engage in the insurance business [like CLE requirements regulate the practice of law]
c. Government employee plans can be regulated without affecting the fact that it regulates insurance [FN1]
3. Second, as explained above, the state law must substantially affect the risk pooling arrangements between the insurer and the insured
a. This law does affect risk pooling b/c insurers can no longer seek insurance from closed network for a lower premium, also may get providers in new areas, which would increase use
b. These have actuarial implications
4. Court holds that the McCarran-Ferguson factors are not necessary because they regulate conduct, not regulation, but don’t all state laws regulate conduct?
iv. Would Moran meet these requirements?
1. Law is specifically directed at insurance industry b/c is insurance statute
2. Does it affect relationship of parties re: risk-pooling arrangement?
a. Makes it harder for insurer to determine how much they will have to pay
b. if insurer knows will deny at certain rate, can no longer do this b/c of external review
v. Particularly as insurance products become hybrid products ( harder to isolate laws directed at insurers

f. Remedial Portion – 502 Complete Preemption [excludes remedies available under state law; look to this when the person is suing for damages]
i. ERISA provides Express right of action; empowers an individual to take the administrator of a health plan to court to enforce his/her right to benefits under the plan and the plan has to provide the benefits
ii. But remedies are limited – can only get those provided by federal law
1. 502(a)(1)(b) ( right to go to court under ERISA, must first go through appeals process, exhaust administrative remedies

iii. Preemption under 502 trumps savings clause, applies to all plans – self-insured and administered

iv. Pilot Life (1987): Court finds ERISA preempts common law tort and K actions asserting improper processing of a claim for benefits under an insured employee benefit plan
1. O’Connor goes through preemption analysis, finds statute is preempted: these claims relate to plan because this claim is accusing the insurer of maliciously administering the plan
2. Then applies new test to determine if the statute is saved:
a. Prong 1: Not aimed at insurance company
i. This is state common law tort, more generally applicable
ii. ERISA provides the exclusive remedies for EE benefits plans, all you can get is ERISA 502; express right of action in 1132
b. Prong 2: this is related to pooling of risk b/c it does not increase the cost of premiums, you have to factor in the cost of litigation [once offset price of insurance, it affects risk spreading]
3. This case was thunderous when it came down because people had not understood the exclusivity of remedies under the preemption statute, presumed 514 would save state laws and if a law were targeted on insurance industry, then even state law remedies would apply [did not consider effect of 502]
a. 502 is a complete preemption statute – Congress made exclusive the permissible ERISA remedies, one of which does not include damages
v. Rush Prudential v. Moran:
1. The court found that the law was saved, but Rush argues is trumped by Congressional intent re: remedies [502 trumps savings clause b/c ( complete preemption]
a. Not OK to provide a judicial remedy beyond those provided by ERISA
b. But this is NOT a new cause of action, no new form of ultimate relief, is not a common arbitration b/c does not construe K terms, more like getting a second opinion
c. There is nothing in ERISA that provides for a uniformly lenient review
d. Souter’s test: “If the state law in question can be viewed as a remedy to be provided a the ultimate step of plan enforcement or, similarly, as a form of ultimate relief in a judicial forum that added to the judicial remedies provided by ERISA, it amounts to a law that would significantly expand the potential scope of ultimate liability imposed upon employers by the ERISA scheme.”
2. The result was disliked by Rush b/c the insurer used to be able to entirely control the record, now the independent reviewer can get stuff in there too ( arguments that it should not be saved:
a. They are not part of insurance industry b/c are providers – but the court finds that they are both, have to be licensed to sell product 
b. Gives people remedies not envisioned by ERISA 502 – court dispatches of this by noting that the independent review is not enforceable, and it does not resemble an arbitration because there is no authority to construe the terms of the K [only question is whether it was medically necessary]
3. Note that state statutes have been stricken down in violation of ERISA if they go beyond this [i.e. state insurance administrator can enforce/construe terms of K]
vi. Connecticut General Life v. Insurance Commissioner (MD. Ct. of Appeals, 2002): upheld  MD statute for external review that allowed both external review and imposition of treatment orders:
1. Court disagreed that the statute frustrated the purpose of ERISA b/c ERISA simply requires plans to provide some mechanism for review, states are allowed to set of review procedures as long as not in direct conflict – met here b/c only requires payment of benefits if claim = within terms of insurance K
2. Rush notes not uniformly lenient regime of reviewing benefit decisions
3. The insurance commissioner may settle fate of benefit, but does not enlarge the claim beyond benefits available under ERISA (does not implicate ERISA’s enforcement scheme at all)
vii. What was the policy behind limiting the remedies?
1. Encourage employers to offer benefits – insulated the plans from damages relief
2. If you follow the reasoning of the courts around the issue of ERISA plan decision-making, the concept of an ERISA plan determination = that of a fiduciary [benefits review panel in self-insurer] – acts as a trustee
3. You don’t want huge damages penalties raiding a pension plan – although the plan would realistically get insurance to avoid this
VI. ERISA Preemption and Health Reform

a. Standard Oil v. Agsalud (9th Cir. 1980): HI statute mandating employer health coverage “related to” ERISA [got ERISA exemption]
b. Since this case, several states have enacted “pay or play” laws, i.e. Massachusetts – federal circuits have responded very differently:
i. Retail Industry Leaders Ass’n v. Fielder: MD enacted “pay or play” law affecting employers with > 10,000 employees in MD unless employer was non-profit or paid > 8% of total wages on health insurance costs; could either provide health insurance or pay that 8% to the state to support Medicaid; law only affected Wal-Mart.  4th Cir found was preempted b/c:
1. A law preempted by ERISA is not saved by an opt-out provision b/c these laws reduce uniformity 
2. Must look at effect of law on ability of plans to be administered uniformly: 
a. Any reasonable ER here would increase benefits, no other meaningful options; violates prohibition on mandating benefits of ERISA plans
b. Not really law of general applicability b/c only affects Wal-Mart
c. Would result in copy-cat statutes by other states, would compromise ability of Wal-Mart to ( uniform plan
3. Law has impermissible connection with ERISA plans b/c it directly regulates/effectively mandates some element of the structure/administration of the employer’s ERISA plans [not if is just financial incentives]
ii. Golden Gate Restaurant Ass’n v. City of San Fran (9th Cir): Court ordered stay of injunction of ordinance that requires employers to make required expenditures to or on behalf of certain employees each quarter because: 
1. Probability of Success on Merits: Strong presumption against preemption; likely not preempted b/c: not preempted if doesn’t force ERs to ( benefits/plans and is enforced regardless of existence of ERISA plans
a. Two part test:
i. Connection with ERISA
1. Objectives of ERISA as a guide to scope of the state law Congress intended would survive
2. Nature and effect of state law on ERISA plans
a. Does not bind ERs to adopt/modify ERISA plan
b. No effect on administration
c. Economic influence does not bind ERs to particular choice so is not regulation of ERISA plan itself
d. Refers to payments, not benefits, payments are in accordance with hours worked, not existing benefits
ii. Reference to:
1. Acts immediately and exclusively on ERISA plans
a. Mackey: upheld aspects of statute that did not single out or specifically mention ERISA even though ( administrative burden and costs
2. Whether could have full effect w/out ERISA – yes
2. Hardship: The hardship of delaying would leave employees without healthcare, which will have negative and irreversible health effects; the Employers on the other hand would have to make one payment – balance of hardships tips towards the City
iii. It’s amazing how differently the cases turned out:
1. Due to how acts presented? i.e. MD law viewed as attack on Wal-Mart
2. Due to personalities of court? Pro-business v. social K
3. Number of employers affected?
a. San Francisco covered all employers with > 20 employees, clearly general applicability
b. MD created a statute that would only apply to Wal-Mart
4. Mandated benefits
a. San Francisco law did not tell them that had to spend money on health benefits plans, were given various options
b. MD law gave choice between paying fine and covering employees, essentially forced the employers to cover employees, was not calculated to raise revenue

5. The question is whether there is a real difference here – the same arguments that won in Maryland could have been used in the San Fran case as well; 9th Circuit case really rests on technicalities

iv. Outcome is important b/c: 
1. The pay or pay approach = viewed as a politically feasible way to go forward with health care reform b/c it doesn’t force people to do anything [you can tell people with decent benefits that nothing will happen to their coverage], and maintains a vibrant insurance industry [lessons from Clinton plan is that you do not disrupt Americans; this is the biggest problem with McCain’s plan even though it is possibly better]
2. Will determine fate of MA law – has not been challenged b/c the employer penalty is small, but legally there is plenty to challenge
VII. Rules Governing Coverage - Congress regulates insurance to some extent
a. COBRA – continuation benefits for beneficiaries for 18-36 months following a qualifying event, although you have to pay 102% of the premium; Entitled to same coverage under plan as employees that are still covered
i. Huge benefit to sick person b/c 
1. Affordable coverage depends on being a member of a large insured group; individual plans have higher rates even where = subsidized
2. Waiting periods/exclusions for preexisting conditions
ii. General Structure – amended:
1. ERISA – so would apply to private and state/local government plans
2. PSA Act
3. IRS Code – conditions deductibility of premiums for health insurance on continuation of plans
iii. EE must elect continuation of coverage w/in 60 days
iv. Problems: doesn’t help if cant afford premiums, useless if company goes bankrupt or plan ends; in 2005, a subsidy was created to pay the premium, but not used much b/c = hard to enroll
b. HIPAA – Limits ability of insurers in group and individual markets to dictate their market and aims to prevent job lock
i. Structure/Scope: covers employer plans, individual/group coverage by commercial insurance, state/local government employees; does NOT preempt state laws that are stricter
ii. Group Market Reforms: 

1. Limits denial of coverage for pre-existing conditions [portability]
2. Prohibits employer plans/group insurers from discriminating against individuals
3. Regulates insurance practices in small group availability and renewability 
iii. Portability

1. An individual with one year’s creditable coverage could not as a general rule be subject to pre-existing condition exclusions
2. Plans cant use preexisting condition
 exclusions for greater than 12 months

a. Plans can’t use: genetic information, pregnancy, conditions of newborn or adopted kid as preexisting conditions
b. Caveats regarding use of preexisting condition:
i. Can use alternative method to calculate creditable coverage [i.e. without regard to specific benefits or based on several classes or categories of benefits]
ii. Differential can be based on different deductibles [i.e. difference of deductibles for mental illness services ( preexisting exclusion for those services may be applied]
iii. HMOs can impose “affiliation period” as opposed to preexisting condition exclusion
3. Four conditions to ( “special enrollment periods”
a. (1) The individual must have turned down enrollment initially b/c she has other coverage “at the time coverage was previously offered to the EE or dependent”
b. (2) The individual must state in writing at the time that enrollment was offered that his or her other coverage was the reason for declining new coverage
c. (3) The individual’s other coverage must either have been exhausted or else terminated as a result of the loss of eligibility for the coverage
d. (4) The individual must request enrollment within 30 days after the date of exhaustion or termination
iv. Anti-Discrimination - Plans cannot establish rules for eligibility of any individual to enroll based on: Health status; Medical condition; Claims experience; Receipt of health care; Medical history; Genetic information; Evidence of insuraibility; Disability 

1. Also not allowed to use higher premiums based on health status or base waiting periods on health condition
2. Discrimination provisions do not require benefits other than those covered to prevent them from establishing limitations in benefits
3. It is OK for generally applicable terms of plan to have disparate impact, unless is directed at individuals
4. Wellness programs don’t violate HIPAA, but essentially precludes coverage for members with health conditions by turning wellness incentives ( penalties
v. Availability and Renewability
1. Guaranteed Issue: 

a. Small Group Market: Any insurance issuer that offers insurance coverage in the “small group market” in a state:
i. (A) Must accept every small employer
…in that state that applies for such coverage; and
ii. (B) must accept for enrollment under such coverage every eligible individual…who applies for enrollment during the period in which the individual first becomes eligible to enroll under the terms of the group health plan and may not place any restriction which are inconsistent with the anti-discrimination provisions on eligible individual being a participant or beneficiary
iii. Note: can exclude them if employees don’t live/work in network area; cant deny access to employers for reasons other than non-payment, fraud, non-compliance, or ceasing to serve area
b. Individual Insurance Market:  “Each health insurance issuer that offers health insurance coverage…in the individual market in a state may not, with respect to an eligible individual, 
i. (A) decline to offer such coverage, or deny enrollment of such individual; or 
ii. (B) impose any preexisting condition exclusion…with respect to such coverage
iii. Limitations on Guaranteed Coverage are substantial:
1. No need to offer in individual market
2. If does, insurer must offer to individuals who meet five complex requirements 
iv. Options regarding nature of coverage extended to individuals: 
1. acceptable alternative mechanism in state, OR
2. > two forms of polices that are designed for, made generally available to, and enroll both eligible and other individuals by the insurer 
a. Need not offer same coverage available to other individuals – may choose separate policy for guarantee issue individuals
b. Although the two forms must: (1) have the largest and next largest premium value; and (2) be representative of individual health insurance coverage by the insurer 
c. THERE IS NO LIMIT ON PREMIUMS
d. Can avoid enrolling people by not having a network where they live
c. Other piecemeal benefits

i. Newborns and Mothers – guarantees 48 hours following normal labor, slightly longer for C-section
ii. Genetic Information
iii. Mental Health Parity = on verge of passage
iv. Breast reconstruction after mastectomy
d. These are pretty miniscule; Congress doesn’t enact more legislation in this area b/c they are concerned that even more employers will pull out 
VIII. Coverage Cases

a. History

i. Through 1970s there was little to no questioning of physician judgment re: medical necessity (payment was provider-owned)
ii. This changed due to increased cost, technology and evidence of medical error
iii. Three key issues in a dispute:
1. The substantive meaning of the plan or K terms
2. The process by which the terms are to be defined and applied by the plan or insurer in a particular case; and
3. The availability of judicial review and who bears burden of proof on appeal
iv. State common law = source of law for private insurers
1. K Construed v. drafter (K of adhesion; rule of contraproverentum)
2. Many states treat insurer as fiduciaries
a. Plan sponsor has settlor function
b. Plan administrator is a fiduciary [usually insurance company]
i. Typically makes determination governed by federal regulations – i.e. full and fair hearing
ii. Considers both macro and micro determinations
c. The duties of trustee are to preserve the trust ( tension between interests of trust and interests of the beneficiary to be reimbursed; aggravated b/c trustee in health insurance cases also has personal financial stake
3. Apply in ERISA cases, but not entirely
b. Two classes of cases

i. Macro Allocation: Design of Plan – whether a benefit is covered for anybody
1. what classes of benefits are listed + items/procedures covered within each service/benefit class
2. benefit definitions
3. limitations
4. exclusions
5. the purpose of these limitations is to:
a. curb moral hazard
b. minimize risk
c. discriminate
ii. Micro Allocation: Do you qualify? i.e. is it medically necessary for you?
c. Macro: Employers have roughly unlimited discretion to design their plans [unless there is a law on point], discretion subject only to negotiation ( almost always win if question is plan design
i. McGann v. H&H Music: court held not violation of discrimination provision of ERISA [510] that the plan reduced its coverage of HIV-related conditions after McGann filed a claim at point was re-writing plan [H&H had become self-insured].  
1. McGann bore the burden to show: 

a. Retaliation for filing AIDS-related claims 

i. Purpose was to reduce costs

ii. Applies to all beneficiaries equally

iii. 510 relates to discrimination directed at individuals, not modification of plan in general b/c when make new plan, you are deciding, falls under settlor powers:


1. Classes of benefits

2. Amount/duration/scope of benefits

3. definitions

4. Exclusions
b. Intent to interfere with McGann’s right to which = entitled

i. Failed to show this

ii. ERISA does not require a “vesting” of right to continued level of same benefits b/c costs are subject to fluctuations

iii. Limiting ability to reduce benefits increases risk of reducing protection of future employees

2. Termination of benefits not per se discrimination – especially where = business justification, under settlor functions; Under P’s theory, would be barred from eliminating a benefit once a claim was filed
ii. Jones v. Kodak: the criteria that the plan used to deny reimbursement for Jones’ stay at the rehab center were part of the plan, the court cannot review them.  
1. Jones argues cant be denied because was never informed of her benefits

2. Court finds is OK that she never got a description of the benefits – she is entitled to a concise statement of benefits [would contradict that requirement if had to state all of the criteria]
3. Because the guidelines were part of the plan, it didn’t matter what the medical necessity was; this is a circumscribed guideline, does not leave it to doctor’s discretion
d. Coverage Determinations and the ERISA Standard of Judicial Review
i. Claims re: denial of benefits = based on K law or tort/quasi-tort law
ii. Although ERISA 502 ( right of action, it does not set a standard of judicial review
iii. Federal courts imported the “arbitrary and capricious standard” from LMRA
1. much higher burden than for plaintiffs under state K/tort law
2. was adopted by all 12 circuits, Supreme Court rejected this approach in Firestone
iv. Firestone (1989): held that because ERISA abounds with language from trust law, courts need to create a body of common law regarding its fiduciary duties; court held that a de novo standard of review applies when reviewing claims denials, but can K for another standard

1. Trust law created a deferential standard of review when a trustee exercises discretionary standards b/c they are committed to administer the trust, has no conflicts, and has been put into place for purpose of trust administration
2. But trust law ( de novo review of benefit eligibility [gives beneficiaries more protection]
3. But trust law does not foreclose parties’ rights to K for a narrower standard of review – insurer can specify that should receive deference through words “as determined by us” ( abuse of discretion standard [unless there is a conflict of interest]
4. Under Firestone, standard of review depends on whether administrator has discretion to determine eligibility
v. Determining the standard of review:
1. (1) de novo [default standard], unless
2. (2) administrator gives self discretion to determine eligibility ( abuse of discretion/arbitrary and capricious
a. Conflict of interest of administrator may be weighed in determining if = abuse of discretion
b. May see both procedural and substantive flaws as arbitrary and capricious
i. Procedural cases – courts must review de novo if a procedural error took place, then decide if error ( arbitrary and capricious or if = “harmless error”; Meaning of “arbitrary and capricious” in procedural cases is different, refers more to “fundamental fairness”; some procedural defects may change standard of review, i.e. defect in giving discretion to administrator
ii. Substantive cases: focus on the evidence – ask if claimant entitled to benefits (de novo) or if was abuse of discretion to deny benefits
vi. Cutting (7th Cir, 1993): This case came down between Firestone [held can put discretion in the contract to get A/C review] and Glen [but if the court finds a conflict of interest, it must take a closer look, will especially scrutinize when medical facts are applied, less so regarding the application of the K b/c the insurer has more experience, is usually a mixed Q of law/fact].  Posner argued that at some point, Firestone stops making sense, uncomfortable that can K around a conflict of interest.
vii. Metropolitan Life v. Glen
 (Supreme Court, 2008): Court found a plan evaluator has a conflict of interest, and even though the person establishing the trust approves the conflict, the courts must still review it.
  Also, Breyer disagreed that there was no conflict based on payment of premiums – if doesn’t pay out ( even more money.  Also assesses impact of conflict on the standard of review:
1. In determining the appropriate standard of review, a court should be guided by principles of trust law; in doing so, it should analogize a plan administrator to the trustee of a common law trust; and it should consider a benefit determination to be a fiduciary act
2. Principles of trust law require courts to review a denial of plans under a de novo standard unless the plan provides to the contrary
3. Where the plan provides to the contrary by granting the administrator or fiduciary discretionary authority to determine eligibility for benefits, trust principles make a deferential standard of review appropriate
4. If a benefit plan gives discretion to an administrator or fiduciary who is operating under a conflict of interest, that conflict of interest must be weighted as a factor in determining whether there is an abuse of discretion 
a. Does not change standard from arbitrary/capricious ( de novo
b. Would not overturn Firestone by creating a universal de novo standard [would be inconsistent with Congressional intent that courts establish standards of review]
c. Nor should courts make special standards for conflict of interest issues
d. Judges have experience weighing factors in this way
5. Court adds that we need no follow trust principles where they are inconsistent with the language/purpose/structure of the statute
6. This case shows how discretion of plan can be restrained
7. Roberts’ dissent argued for a more bright line approach – would put burden on claimant to prove decision was motivated by conflict [would make it hard for claimants to prevail]
viii. Bedrick v. Travelers Insurance Company
 (4th Cir, 1996): The court found that there was a conflict ( look at the determinations more closely [normally the courts don’t take a second look at the evidence].  
1. Macro determination: the policy limited the use of speech therapy to “restore speech” – Ethan could never speak; this was settlor function [although could be argued there were still medical facts to be resolved, move to micro]
2. Micro determination: court looked at determination re: physical therapy, the claims reviewer did not have experience with kids with CP, has nothing to back up opinion, all K said was that it had to be medically necessary and she didn’t think was medically necessary because child would never improve
ix. McGraw v. Prudential (10th Cir, 1998): Found reviewers did not review in interest of beneficiaries, but to defray reasonable expenses ( abuse of discretion
1. Definition of medical necessity under plan [must meet all 3]:
a. It is ordered by a doctor
b. It is recognized throughout the Doctor’s profession as safe and effective, is required for the diagnosis or treatment of the particular sickness or injury, and is employed appropriately in a manner and setting consistent with generally accepted US medical standards
c. It is neither Educational nor Experimental or Investigational in nature
2. Dr. Shook denied payment b/c physical therapy did not affect the course of MS; another doctor agreed, as did appeals committee
3. Decision is arbitrary and capricious if is not reasonable interpretation of plan’s terms – here the insurers supplied additional requirement that the treatment ( improvement; can be medical necessity if is to prevent deterioration
x. Krauss v. Oxford Health Plans
: Oxford denied payment for ¼ reconstruction surgery and all expenses for private duty nursing. Court found not abuse of discretion nor violation of Women’s Health Cancer Rights Act to apply the bilateral policy.  This case addressed rate of reimbursement

1. Standard of review: for claims for unpaid benefits is arbitrary and capricious because plan conferred discretionary authority on Oxford [ability to adopt reasonable policies and resolve disputes, and to set UCR]; WHCRA claims are questions of law, reviewed de novo
2. Macro Claim: Even de novo, would deny coverage of private nursing care because clearly excluded from plan
3. WHCRA
 claim: Krauss claims statutory language of WHCRA prohibits cost sharing arrangements other than deductibles and co-insurance for reconstruction, but court finds those illustrative rather than exclusive, Congress was concerned about coverage, not its precise terms; nursing care not necessary under WHCRA where other care would have sufficed
4. Bilateral surgery policy: not abuse of discretion to set reimbursement solely on HIAA data
5. Breach of fiduciary duty: 503(a)(3) authorizes civil actions regarding breaches of fiduciary duty under ERISA – Krauss claims was breached b/c (1) did not disclose all fine print, i.e. bilateral surgery policy, and (2) arbitrary and capricious conduct in setting pricing system; but (1) Oxford disclosed private nursing was not covered, (2) they published that plan pricing was based on HIAA and other sources; court held was sufficient b/c at some point, too much disclosure = overwhelming

xi. Congress has repeatedly recognized that its mandates have not reached the pricing issue – prefers to leave issues of pricing to the markets except in the context of Medicare/Medicaid

e. Micro Determinations – Medical Necessity
i. Health insurance covers only medically necessary benefits

1. In beginning would write “we reserve the right to determine medically necessary care” – but courts would interpret against drafter

2. They got smart, created two levels of decisionmaking:

a. (1) plan reserves right in any individual case to file review and make medical necessity determination – micro level

i. Apply definition of medical necessity that essentially excludes coverage

ii. Example: “medically necessary if an accepted practice, not investigational or experimental and is consistent with the treatment and diagnosis of a particular condition.  Insurer reserves the right to make a decision about medical necessity”
b. (2) Macro exclusion – see page 267 for most far-reaching definition of medical necessity

i. Must be recommended by treating physician w/in scope of his or her license

ii. Must be required to diagnose or treat medical condition [excludes preventive treatments, things like autism that are not medical conditions]

iii. Must be safe and effective – although there is often not the scientific evidence to support this

iv. Must be least costly
ii. Martin v. Blue Cross Blue Shield: Court upheld exclusion of treatment because investigational

iii. Killian v. Healthsource Provident Administrators, Inc.: court found insurance company acted in arbitrary and capricious manner in not reviewing statements by oncologists that the recommended procedure (which they denied) was the best.  But also held that DC abused discretion by conducting own review.  In reviewing ERISA claim, DC can only review what was actually reviewed by administrator of plan.

PRIVATE HEALTH INSURANCE AND THE ADA
I. Safe Harbor

a. ADA provides safe harbor for insurance companies – is allegedly to ensure that exclusions are bona fide and consistent with state law, but most courts refuse to apply it
II. Doe [7th cir, Posner]: brought under public accommodations title of the ADA; claimed aggregate cap on expenses related to HIV/AIDS and related conditions was a violation of the ADA because insurance is a public accommodation under the ADA.
 Court found not a violation because 302(a) does not require a seller to alter his product to make it equally valuable to the disabled and nondisabled, even if the product is insurance.
a. 502(a) of ADA ( “no individual shall be discriminated against on the basis of disability in the full and equal enjoyment of goods, services, facilities, privileges, advantages, or accommodations of any place of public accommodation by the owner, lessee, or operator of such a place.” 
i. An insurance policy cant refuse to sell to someone with AIDS
ii. Caps don’t make selling policies to AIDS patients illusory b/c the cap is only on AIDS-related ailments – AIDS cap would be meaningless if did not include opportunistic diseases and rare disorders that affect AIDS patients; when AIDS patients are attacked by a disorder, it is truly a different disease
b. Under 302(a), a business is not required to alter its inventory [i.e. provide individual shoes to people with one leg or provide books in Braille] to accommodate disabled
i. It is hardly a judicial function to police the services offered
ii. Doesn’t change argument that asks for removal of limitation [as opposed to offering a new product]
c. 501(c) [safe harbor]: insurers can underwrite risks based on ADA-covered disorders unless its subterfuge
i. This provision is more helpful to the defendant, but the plaintiff uses it to show that ADA regulates content because it is making an exception
ii. But the right to enjoyment includes the right to buy on equal terms – cant use caps to prevent people from AIDS from buying at all
iii. This is consistent with legislative history [does not defer to amicus by DOL b/c had not created any regulations on that point]
d. McCarran-Ferguson Act: forbids federal statutes from being construed to impair any law enacted by the state to regulate insurance
i. P’s interpretation would violate this act b/c federal courts can police for exclusion of ADA conditions, but cant make sure actuarial decisions are sound or consistent with state law.
ii. What the act bars is an interpretation of 302(a) that interjects federal courts into the regulation of the insurance industry
iii. 302(a) does relate to insurance in the sense that it cant bar sales of insurance to disabled

III. Of the arguments put forth in Doe, the more cogent argument focuses on ADA 501(c) – ADA does not regulate insurance conduct
a. The nature of insurance companies is to discriminate – its called “fair discrimination” or the classification of risk
b. If Congress really wanted federal courts to regulate the insurance industry, it would have said so bluntly [would upend historic oversight of insurance industry]
IV. After Doe ( revival of belief that ADA reaches content of coverage – Supreme Court handed down Olmstead v. OC – has been cited for proposition that Posner was wrong, does reach content of insurance, but mostly Posner’s case reigns
MEDICARE

I. History

a. Part of Great Society legislation of 1965
i. President Johnson had promised to do something about elderly who were no longer covered by employers
ii. When enacted, Medicare was understood as a plan that would cost money, but was a relatively modest investment [crazy in retrospect]
iii. Hospitals were an ally to program in the health care industry – understood that insurance was key to pay the bills – they got paid directly fee-for-service, also covered investments in infrastructure and medical training [both direct and indirect, i.e. loss of efficiency]
iv. Did not reach doctors – they did not want to be told how to practice medicine by an insurer; this was a compromise to get the Senate to pass the bill – doctors participating in Medicare would not be treated as participating in a public benefit for purposes of Civil Rights laws
v. Silver got all hospitals in the U.S. to sing a non-discrimination agreement to participate in Medicare
b. Components of Medicare
i. Part A ( entitlement, you have already paid in, comes out of payroll [is in jeopardy b/c there is a lower ratio of workers to elderly now]
ii. Part B ( you have to pay a premium (25%), the other 75% comes from general revenue [not limited by structure of underlying tax system]; there is a legal presumption that you are enrolled and you have to actually opt out from deducting the payment from the Social Security check
iii. To make sure that nobody would mistake the Act for socialism, Parts A and B would be administered by intermediaries/carriers [now called Medicare Contractors] – subsidiaries of private insurance companies [essentially administer the government’s self-insured plan]
iv. Part C ( Medicare Advantage – managed care, puts parts A and B together; is coverage rather than a defined benefit; now has drug components
v. Part D ( drug benefits, not defined benefit, but coverage; government gives subsidy to participate – weird feature is the donut hold 
1. Almost first dollar coverage for first $2500 cost of drugs [$250 deductible]; 
2. Then you have to go bare for a few thousand dollars
3. Above $3640, catastrophic coverage kicks in and ( almost total coverage with almost no out of pocket cost of care
c. Medicare is very detailed benefit entitlement statute, like having insurance plan in law [with certain exceptions] 
i. Beneficiaries can look at parts A and B and clearly see what they are entitled to in terms of service classes [although does not mean all TX in the class is covered] – in contrast w/ ERISA, which is a grant of power to employers to create plans
ii. Part D is different – essentially a subsidy of government to buy private plans 
1. must provide classes of drugs provided in US pharmacopeia [formulary created by advisory committee] OR actuarial equivalent of the formulary [can alter donut hole structure to benefit certain consumers]
2. Benefit to the insurer of being able to alter the plan is that people will continue using their maintenance drugs [people are price sensitive, if don’t use those drugs ( catastrophic costs]
iii. Medicare is target of frequent lobbying – its easier to lobby Medicare than private insurers [who are in various states, licensed under self-insured plans or state insurance, operate in much more decentralized manner]
1. Providers prefer defined benefit classes, were added b/c doctors lobbied for it
2. Federally qualified health center services are covered b/c Congress lobbied Congress to have their benefit added as a service class [bill as visit to FQAC – broader than doctor visit b/c provide mental health treatment, preventive, screening]
3. Lobbying needs are continuous b/c has to lobby for regulation as well as statute
iv. Where does Congress stand between entitlement statute and subsidizing premiums?
1. if cared for constituents would prefer the former
2. If budget conscious, would prefer the other side – could have statute that spelled out benefit design, independent group like pharmacopeia to design the benefits
d. Entitlements
i. Entitlement in beneficiaries
ii. Entitlement in providers to get paid
e. Remedial provision: expressly provides either class of entitled beneficiaries to challenge a decision by the Secretary
i. Very formal structure – jurisdictional provision is also the right of action
ii. 405(h): provides formal process that needs to be followed
iii. 405(g) lays out process of appeal:
1. you need a claim
2. Must exhaust administrative remedies to have judicial appeal
a. Intermediary/carrier ( deny claim
b. File first stage appeal ( desk review by carrier [done by letter, phone]
c. Second stage ( before ALJ from HHS [there used to be a high win rate at this point, no longer the case]
d. Go before grant appeals board of HHS
e. Federal court
3. This is a slow-moving process, especially with horrible backlog of cases
4. Somewhat different process for B or C claims appeal
a. First level is within company
b. Then second opinion by outside company
c. Then to ALJ
d. Then appeals board
e. Then federal court
5. Reason for this structure?
a. Ostensibly to give Secretary first bite at apple – allow record to be developed
b. Real reason – b/c otherwise would be too many appeals
c. Logic of exhaustion doesn’t make sense in macro cases, i.e. Heckler v. Ringer
f. Heckler v. Ringer: dealt with jurisdiction of courts to hear Medicare appeals [although is also a huge policy judgment by the Supreme Court re: Medicare]
i. Facts: four plaintiffs wanted to undergo controversial/risky BCBR procedure to improve lung function; three plaintiffs had already had the surgery; one could not afford it, was asking for prior authorization
1. Secretary had told contractors not to pay for BCBR b/c it was a waste of resources, no evidentiary basis that was proper way to handle emphysema
2. The plaintiffs appealed before ALJ (HHS) – presented that the doctor thought the surgery was necessary [used to be able to get an 80% reversal of denials] – ALJs were not bound by intermediary letters

3. Secretary passed regulation that ALJs could not rule in favor of compensation for BCBR – macro exclusion
ii. Ps who already had surgery 

1. Claims arose before rule, they want ALJ amendments reinstated

2. Not much they could do b/c this is a design function, not judicially reviewable

3. Challenging whether Secretary exceeded administrative powers

iii. Mr. Ringer did not have claim of payment before the rule, sought prior authorization
 - change in Medicare happened before he had a claim at all

1. Important cases leading up to decision:

a. Wienberger v. Salfi: construed “claim arising under” language broadly to include any claims in which “both the standing and the substantive basis for the presentation” of the claims is the Social Security Act.  In that case, the Court held that a constitutional challenge to the duration-of-relationship eligibility statute pursuant to which the claimant had been denied benefits, was a claim “arising under” title II of the SSA, even thoug it was also a claim arising under the Constitution. 
b. Matthews v Eldridge: held that federal courts can only hear claim arising under the Social Security act if claim for relief is collateral to the recovery itself [allows challenging actions outside of 405(g) process]; met here b/c if had pursued 405(g) process would have defeated purpose of claim for pretermination hearings
2. Court held Ringer did not have claim at all

a. He is really challenging the whole process, more like Eldridge b/c request for pre-authorization would be defeated by following 405(g) procedure

b. But he filed the wrong kind of case – challenged power to exclude, had to have a claim

c. Court did not want to hold that there was no process for him and allow advisory opinion via 1331 b/c feared would bypass remedies that Congress put in place and ( deluge of advisory opinions re: whether there was coverage

3. This case is seminal because: 

a. Shows importance of jurisdictional bar – you have to exhaust even if don’t have money, or will put you out of business [IL Nursing Home]

b. Only option is to lobby Congress to make exception [requires that your case is sympathetic, not like IL Nursing Home where the plaintiffs were operating nursing homes in abominable conditions]

c. Also shows power of Secretary to put across-the-board exclusions in place [same as in private insurance cases]; in 2000 Congress formally codified power of Secretary to make national coverage determination

d. Therefore, people have more power under ERISA to challenge coverage determinations

MEDICAID
The Logic of Market Competition is relentless.  Courts ignore equalities (how offers communicated, level of literacy, income) and hold competent people to their market choices and their consequences.  According to this theory, a lack of health insurance is caused by a network of voluntary transactions and is consistent with justice.  Medicare and Medicaid are a rejection of this principle, they stem from the belief that people should not suffer unnecessary illness/death due to market choices of themselves or others.
I. History
a. Goal is to desegregate healthcare and bring low income into medical mainstream
b. Attempt to overcome political and market barriers
i. Embodies a charitable response to human suffering 
ii. BUT structured to ensure that charitable benefits do not undermine the economic or market incentive to work
c. Has its roots in welfare – same model as welfare enacted in 1935
i. Historically, the only help for indigent people to buy health care was local/state charity care program
1. Higdon v. Boning (1972, NJ): court found that director of welfare was required to pay costs to plaintiff.  
a. State argued did not need to b/c his expenses exceed public assistance and that not entitled to physical therapy
i. But court found was required by statute to prevent unnecessary suffering
 
ii. Rejects that not entitled to physical therapy

b. State argued did not deserve treatment b/c life not in danger

i. But denial would lead to emotional and physical suffering
ii. When passed New Deal in 1935 did not have healthcare component, but did have a “Maternal and Child Health” and “Crippled Child” [to buy iron lungs] Programs – grants to states to help these groups
iii. There was an “Aid to Dependent Children” program
 - was grant-in-aid, meaning states ran it, federal government would send money to state governments as long as state programs were compliant with national standards [state plan]
1. Passed under Spending Clause
2. Gave states open-ended financing, states got portion of spending depending on wealth of state [i.e. rich states got 1:1; poor states got 80 federal: 20 state]
3. to qualify, states had to set up a “standard of need” – how much $ people could subsist on given cost of living in state [taking into account cost of healthcare], had to pay some or all of that needs standard
iv. The grant-in-aid coverage has been extended categorically
1. 5 categories: First children, followed by blind, disabled, aged
2. Welfare programs remain tethered to this model
3. states had discretion to set eligibility lines and amounts of actual payment
d. When Medicaid was enacted it was a breakthrough because for the first time, poor people were to be given something like an insurance card
i. Before 1965, healthcare spending on poor was discretionary, local
ii. First act was repealed in 1996, replaced with welfare reform
II. Has had a huge impact

a. Single largest source of insurance, covers about 60 million people [> ½ of people below federal poverty level]
b. Has huge impact on medical system
i. Huge % of long term care payment
ii. 40% of public hospital financing
iii. 50% of nursing home revenues
iv. 1/3 of community health center funding
v. Shock absorber that makes possible a lot of the practices that go on in the American health care system
vi. Has reduced utilization disparities
vii. Eliminated out of hospital births by African American women
c. Picks up the slack
i. Medicaid has been amended to include other problems with insurance or to reduce federal spending
ii. Sustained use of statutory demonstration powers [i.e. Medicaid waivers]

III. Medicaid Entitlements: have helped push program up
a. States can seek denial of federal payments
b. Entitlement of eligible individuals to a defined set of services
c. Entitlement of participating providers to payment for covered services they render
IV. Federal and state funding
a. Uneasy federal-state Medicaid Partnership
i. Especially since 2000, federal gov’t has put increased pressure to reduce spending and to comply with certain philosophical principles
ii. States = dependent on Medicaid 
iii. Its rate of growth ( pressure to cut spending
iv. Relying on state money limited enrollment [especially when enacted b/c at that point many states did not have income taxes] 
b. States get $ on open-ended basis
i. Federal match ranges from 50 – 90 cents on the dollar [poor states get more fed assistance]
ii. Great for states b/c has to deal with a lot of the burden of indigent healthcare – the cost can only compare to education and prisons
iii. State has to spend money to get money – although the original statute did not define “spend”
1. Federal gov’t did not require liquid cash because would have forced states to shut down public hospitals, etc.
2. Everyone recognized that the spending base would include intergovernmental transfers; 40% had to be state, the rest could be local
3. States can also tax Medicaid services
4. So Medicaid really rests on a weak financing base on the states’ end; if federal government ever demanded cash from states, program would fall apart

iv. Only limit for states is that 40% must be state money, the rest can be local revenues
c. Reasons Federal Money can be denied
i. Federal auditors determined services not covered
ii. Patients are ineligible
iii. Payments exceeded federal levels
iv. State failed to make own requisite expenditures
d. States have numerous enforcement rights when they are denied payment
V. Medicaid is NOT an insurance program
a. It is a grant in aid from federal gov’t to the states
b. Coverage is comprehensive
c. Lets you in as soon as you get condition – no waiting period
d. Covers people no insurance company would touch 
e. Test of reasonableness applies to coverage – the benefit must be designed as to reasonably achieve the purpose of having coverage at all 
i. Example: glasses for glaucoma but not refractive errors 
ii. Look to the definitions of the terms – in this case the purpose was to aid/improve vision
iii. Therefore not reasonable to distinguish between vision arising from medical conditions and refractive errors – prevented benefit from achieving its purpose
f. Consequences of comprehensive coverage and low cost sharing
i. Medicaid recipients cant pay
1. Taxpayers transfer payments
2. Discounted provider fees
3. Heavy reliance on taxpayers ( heat on Medicaid
ii. Cant use cost sharing to incentivize more efficient use
VI. Coverage

a. States set specific terms of coverage, must meet federal standards [must file federally approved plans]
b. Federally approved plans must establish uniform, state-wide medical assistance program
c. Medicaid Eligibility is a question of who will be excused from full market risk, is a function of a series of criteria:
i. Category – fit into mandatory/optional criteria?
ii. Financial – meet state’s financial eligibility standards
?
iii. State residency
iv. Citizenship/Legal Status – was reason for ID law, but actually created bigger problems for citizens
d. Groups covered: depends on their financial status [must be very poor]
i. Mandatory categories [11 total]
1. Poverty Level Pregnant Women
2. Poverty Level Children
3. Poverty Level Caretakers
4. Blind
5. Disabled: People with disabilities waiting for SSDI [2 year waiting period]; Aid to Dependent Families and Children (ADFC) children with developmental disabilities (once private insurance runs out)
6. Poverty Level Elderly: wraps around Medicare [which has limited coverage, high deductibles]
ii. Optional Categories [13 total] – Congress has added categories as social problems arose; 30% of Medicaid spending can be on optional categories; rule of reasonableness does not cover these categories
1. 2000: Congress added uninsured women screened and found to have breast/cervical cancer [PHS Act covers screening, but if diagnosed, then what?], is covered by virtually every state
2. other categories have similar patterns, are based on market failures that came to Congress’ attention
3. People who spend down to qualify for Medicaid for long-term care or children with severe disabilities (once private insurance runs out)
iii. DOES NOT cover childless adults
e. Why do so many states want to give comprehensive care?
i. To avoid more catastrophic medical costs in absence of preventive care
ii. To get more federal funding
iii. States are careful not to constrain themselves too much
1. DC: covers everything subject to prior authorization, concurrent review, and discretion to look at each request – in reality most likely only look at most expensive care and institutionalization of kids [not good for their welfare]
2. DC hospital association proposed comments for list of approved hospital stays rather than broad approach – but this would mean that would not get coverage for an much b/c patients may not fit neatly within the classifications; also, how do you decide what to cover?
3. The challenge is to find middle ground – exercise discretion w/out jeopardizing ability to get federal funding
f. States may Limit Plans to Stay w/in Budget
i. States always go over budget because they can’t deny services [they are entitlements], states cant run deficits
ii. Can reduce costs by making the program smaller or reducing the benefits offered
iii. Broad Limits are OK:
1. Curtis v. Taylor (5th Cir 1980): FL restricted the number of non-emergent trips to the doctor to three per month.  The court upheld it because was not restricted to certain conditions, and was shown not to have harmful effects for beneficiaries.  Illustrates ability to impose an across-the-board limit on required services without running afoul of reaonableness test.
2. Cowan v. Meyers: CA limited Medicaid services necessary to “protect life, to prevent significant disability or illness, or to alleviate severe pain.  State may place generic limit on Medicaid services based on a judgment as to the degree of medical necessity of those services, so long as it does not discriminate on the basis of a specific medical condition.
iv. Can impose limitations on coverage of experimental treatments
1. Miller v. Whitburn: courts can review definition of “experimental” to make sure it reasonably comports with medical opinion
2. Dexter v. Kirschner: no need to cover allogenic bone marrow transplant because was not covered by Medicaid plan, experimental
v. Courts tend to reject limitations where certain conditions are singled out:
1. Pinnecke: rejected attempt to single out transsexuals
2. Weaver v Reagan: violated Medicaid to only give AZT treatment to patients with a diagnosis consistent with the FDA approval because FDA approval was not meant to interfere with practice of medicine or physician’s best judgment and the limitation does not comport with the definition of experimental in the medical community.
3. But see Rush v. Parmahn: allowed states to restrict funding for experimental forms of treatment, such as transsexual surgery
vi. Non-discrimination provision – state cannot act arbitrarily in placing limits on required benefits [i.e. Medicaid cant put cap on HIV coverage like the plan in Doe v. Mutual of Omaha]  
1. Does NOT apply to optional benefits

2. But states can still use treatment guidelines to make distinctions on length of stay required for certain conditions; must be based on review record, determination of medical necessity [states can draw reasonable distinctions]
vii. States have less discretion to limit services for kids
1. All services are required for children
a. Early Periodic Screening, Diagnostic, and Treatment (EPSTD)( comprehensive exams, vision, hearing, dental
b. Less discretion for kids
2. Miller v. Whitburn: Must cover EPSTD services even if not in state plan, i.e. transplants
g. Entitlement of Beneficiaries to receive covered services [see below]
VII. Provider Participation


a. States have broad discretion re: provider participation 
b. Merely required that beneficiaries are able to choose among “qualified providers”
c. Just paying bills to providers is not enough
i. Doctors are not willing to relocate to where Medicaid beneficiaries live
ii. Medicaid payments are lower than private insurance, doctors wont accept them
iii. Conventional medical and hospital practice is not designed to meet the needs of the poor, such as the need for prevention of lead poisoning rather than just treatment
d. Entitlement of providers to receive payments due
i. Courts more willing to find for them
VIII. Movement to Medicaid Managed Care: Medicaid as a Market Purchaser
a. For years was run as publicly administered benefit – everyone got Medicaid card, ran as fee-for-service system, state insurance plan paid bills
b. Problems with Medicaid:
i. Low participation, short-term enrollment
ii. Lack of standards and oversight
iii. General disinterest in quality care for the poor
c. Transition to Managed Care
i. Early experiences were disappointing – few commercial health plans agreed to participate b/c
1. low payment rates
2. unwillingness to take on poor patients
3. Enrollment was voluntary and cumbersome for plans
4. No standards ( Substandard plans ( gross under-service
ii. In 1976, Congress passed standards incorporating qualification standards and minimum provider participation requirements ( brought to halt private provider participation 
d. Since 1980s, Medicaid has moved away from the government-as-insurer-model [like MA]
i. Reason for resurgence:
1. Managed care was already growing rapidly in private sector
2. widespread privatization of government function
3. Medicaid was especially attractive b/c beneficiaries lived in communities with few providers [low utilization]
4. 1981 amendment allowed states to mandate managed care participation, states could take on > 50% Medicaid beneficiaries
5. 1997 amendment gave states the option – without having to seek federal demonstration authority, to mandate participation in managed care
6. 2005 amendment allowed states to move closer to insurance model by substituting actuarially designed “benchmark coverage” rather than defined benefit and service rules
ii. Good because can expand coverage
iii. Bad because coverage may fall below peoples’ needs; enrollment in pre-paid plans ( forfeiture of fee-for-service
e. Most states buy managed care product for families with children [not so much for elderly and disabled] – is an administrative K like self-insured plans
i. They buy a fixed network plan [only covered in-network]; very few providers outside network would accept Medicaid
ii. All participating programs must cover emergency care [even out of network]
iii. No Medicaid mg’d care plan can limit choices of providers for family planning
1. Allow low income people to avoid having lots of kids – no parental consent rules for minors
2. Providers may not want to provide it – religious organizations may sponsor local HMOs; could argue that supremacy clause could require them to cover all Medicaid benefits, compromise is to have them cover most, provide others on fee-for-service basis to accommodate right to K for these religious organizations
iv. There is now a specialized managed care industry for Medicaid
1. It is hard to manage these patients – very poor, very sick, hard to build network, needs are different [i.e. must cover transportation]
2. In some cases it can be very lucrative; in others these companies may find it hard to survive
f. Rights of Plans 
i. Goldberg v. Kelly: welfare is a benefit given on basis of brutal need, so the level of process required transcends normal due process
1. So while Medicare can terminate K and give hearing, Medicaid cant
ii. MEDCARE HMO v. Bradley: Court found MEDCARE
 was entitled to a pre-termination hearing before the state terminated their Medicare K; required full hearing on question of whether or not they were in compliance with the K.
  MEDCARE made a due process claim:
1. Court had to first find whether had property interest: 
a. Court found MEDCARE had property interest in the K b/c they have an entitlement to payment for each covered life 
b. Property interest = human beings]
2. Then had to determine whether had been afforded due process:
a. Looked at Matthews factors:
i. Private interest affected by governmental action
ii. Risk of erroneous deprivation and the value of additional safeguards
iii. The governmental interest, including the fiscal and financial burdens that additional or substitute procedural requirements would entail
b. Private interest: The court found that if the K were terminated pending litigation would ( dissolution of MEDCARE [totally reliant on revenues from Medicaid]; beneficiaries would have no care
; 
c. Public Interest: would not be a big deal for the state to have a pre-termination hearing; 
d. Risk of erroneous deprivation: there were no pre-deprivation procedural safeguards, led to risk of erroneous deprivation – Medicaid agency not aware of position of parties about the charges against MEDCARE, 
3. This case has been codified in the Medicaid statute – now Medicaid agencies MUST give pre-termination hearings
IX. Medicaid + ADA
a. Physician/Insurers participating in Medicaid are bound by civil rights laws 
i. Is considered federal financial assistance unlike Medicare [although Medicare does bind hospitals]
ii. Doctors did not ask for exemption from Medicaid [assumed doctors would not take Medicaid]
b. The success of the claim depends on whether it is framed in terms of content [Rodriguez] or administration [Olmstead]
i. Rodriguez: parallels Doe v. Mutual of Omaha, ADA does not reach content of insurance, not required to offer benefits that did not offer just because disabled people want those benefits
1. Plaintiffs w/ mental disabilities wanted cuing services to help them attain independence
2. City paid for cuing services along with other care for people with physical disabilities, but not alone – so not available for people with mental disabilities
3. Not violation of Medicaid: Because the service was not required under Medicaid, state can distinguish by diagnosis [non-discrimination provision not applicable]
4. Not violation of ADA: nothing in ADA requires state to change benefits covered [although could argue that payment is part of administration rather than plan design – you cant administer a benefit in a discriminatory manner under Title II]
ii. Olmstead: Court found not covering community care for qualified mentally ill was violation of ADA, court ordered relief [community care coverage under Medicaid] 
1. The holding was a qualified yes – entitled to remedy where state’s treatment professionals have determined community placement is appropriate, transfer to community care is not opposed by individual, and the placement can reasonably be accommodated, taking into account state’s resources and needs of others w/ mental disabilities 
2. Here GA had a number of waivers for community care they had not filled ( found placement could be reasonably accommodated on remand
3. After this decision, created incentive not to ask for waivers b/c would get killed if asked for slots that did not fund/fill; if did not have slots would be fundamental alteration of plan if had to go and get more coverage [like Doe]
4. Dissent: noted that the plaintiffs had not really shown discrimination on basis of condition, just that the attorney general had defined institutionalization as discrimination
iii. These cases show the importance of factual development in Medicaid cases, i.e. theories of the case in Rodriguez
1. City: safety monitoring alone is not provided and P wanted it provided for mentally ill
2. Ps: city did off safety monitoring, and discriminated because they only granted it to physically, but not mentally, disabled
3. Once court adopted city’s version, was viewed as a law suit to expand city’s care; if had accepted P’s version, would have been re: administration of care
4. Plaintiffs only have a shot in ADA/Medicaid cases if they argue bias is in administration [can win on a reasonable modification theory]
iv. Cases also show states can “unbundle” broad optional service categories and carve out specific procedural limits
X. BENEFICIARIES RIGHT TO ENFORCE RIGHTS UNDER MEDICAID

a. It is less clear whether Medicare ( same legally enforceable right as Medicare/Insurance
i. Private health insurance = legally enforceable K; use K law:
1. Ambiguities construed against drafter
2. K interpreted in light of beneficiary’s reasonable expectations
ii. Medicare statute creates administrative, judicial review
b. There are a number of ways that states might deny beneficiaries their coverage:
i. Turn people away
ii. Furlough welfare department workers so fewer applications could be handled
iii. Make waiting lists
iv. Stop covering certain classes/benefits
1. Under federal law every service class listed is required for kids
2. Not true for adults
c. What recourse would they have???
i. Medicaid ( right to a fair hearing when adversely affected by agency conduct that appears in violation of state plan
ii. Claims are brought before a fair hearing officer, ALJ
iii. That officer has to interpret the claim based on state’s plan, decide whether action was in violation of the plan
iv. CANNOT assess whether the state plan itself is in violation of the federal law 
1. The assumption is that HHS/CMS will enforce – cut off funds to state law
2. in practice, this is rare b/c would produce economic collapse, get rid of jobs, hospitals would collapse, health care system as a whole would suffer
3. Also = politically unthinkable
4. So far, the only enforcement focus has been on rates that thinks is too high
d. Creating a private right of action re: violation of federal law by states
i. Medicaid has NO EXPRESS PRIVATE RIGHT OF ACTION
ii. In mid-1960s ( creation of the idea of “new property,” which found rights in interactions with citizenry, such as Social Security and welfare payments; created a way to bring action when states decided not to follow federal requirements
1. Goldberg v. Kelly: welfare is a benefit given on basis of brutal need, so the level of process required transcends normal due process
2. So while Medicare can terminate K and give hearing, Medicaid cant
3. Beneficiaries denied a benefit under Medicare have a right to a pre-termination hearing [leave coverage in place until hearing]
iii. Supreme Court took this statutory entitlement approach from 1970 ( 1990, at which point it was replaced with 42 USC 1983; ability to bring claims under 1983 was reduced by Wilder
e. Implied Right of Action/Supremacy Clause
i. Rosado v. Wyman (1970): Court found statutory right to entitlement to Medicaid
1. Held that when a federal law’s inherent structure is to convey an interest to people, there is an implied right of action
2. This is essentially a supremacy clause claim [state plan violated terms of federal statute]
ii. Between 1970 and 1980 there was a change in the composition of the court
f. 42 USC 1983
 [( attorney’s fees]
i. Maine v. Thiboutot: plaintiffs were alleging that Maine was reducing benefits and therefore violating rights
1. Found that when statute is silent on matter of enforcement [even in the case of a constitutional claim] there is no implied private right of action
2. BUT plaintiffs could use 42 USC 1983 to enforce their rights under federal law
3. Any federal statute, including those imposing conditions on federal funding, create a federally enforceable right in court
ii. Between Thiboutot and Wilder, a lot of cases were brought
iii. Wilder v. Virginia (Supreme Court 1990): Providers brought a suit against Virginia alleging that they were denied what entitled to under the federal payment formula

1. Court found for hospitals, but focused on the hospital repayment section of the Medicaid Act 
2. They found the section created a binding
 obligation for states to adopt reasonable rates, that the provision of funds is conditioned on compliance, and that it is enforceable b/c the provision allows a court to look at the statute’s specific factors re: reasonable rate to determine if is really reasonable ( raises the provision to specific and enforceable and is therefore a right under 1983
3. This set in motion a provision-by-provision analysis as to whether 
iv. Following Wilder, there were a trilogy of cases revisiting the theme w/ an increasingly conservative court
v. Suter v. Artist M. (Supreme Court 1992): plaintiffs argued that there was not enough assistance from states to families to reunify families, they pointed to statutory provision that required “reasonable accommodations”
1. Court found the statute did place a requirement on states, but there must be evidence of rights creating language [the “reasonable efforts” language alone did not ( enforceable right because the statute did not define it]

2. Distinguished Wilder because that statute actually required states to adopt reasonable payments 

3. This does seem like a triable issue – there are guidelines, regulations, and can compare to other states
4. BUT the child welfare statute does not have open-ended funding [cap on what federal government sends states]

5. The analysis is similar to Wilder, but that the Court would find a requirement that the states act in a certain way with limited funding is beyond the pale

vi. Blessing v. Freestone (Supreme Court 1997): the issues was whether there were legally enforceable rights under the federal child support enforcement program to get better, more rapid payment of child support.
1. Further clamped down on when 1983 is available to enforce private rights

2. No federal right that state comply with statute because was not intended to benefit individual women and children

3. Required not just that the statute provide a mandate, but a mandate that can be effectively enforced, meaning that it require the state to do something specific
4. Found that 1983 is still available to enforce clearly defined statutory rights
 - even where there are administrative mechanisms to protect P’s interests

vii. Gonzaga v. Doe (Supreme Court 2002): College student alleged violation by state university of FERPA rights [breach of privacy]
1. Court required that the plaintiff cite “rights creating language” (i.e. “shall” ( clear right of action)
2. Reiterated need for unequivocal proof of Congressional intent to create enforceable right – the same burden applies for Ps regardless of whether claim is brought under 1983 or implied right of action

a. Implied right of action requires evidence that Congress intended there to be a private remedy

b. 1983 has own remedy, must just show that the statute ( individual right

viii. After Gonzaga, certain parts of Medicaid don’t have rights-creating language – see Part 2, pp. 453-454
1. The theory of requiring rights to be specific is to avoid upsetting “deals” or “delicate balances” established in the “free” administrative “markets”; but could it not be that Congress was silent as to remedies b/c thought that courts were adequate remedies

2. Ex: “plans must be consistent with efficiency, economy, and quality care and are sufficient to enlist providers such that care is available to people consistent with that of people in the area” [access requirement]
a. In all circuits [except the 8th] this is unenforceable

b. i.e. 9th Circuit found that it was not enforceable because it is concerned with the procedural administration of Medicaid

3. BUT one example of a provision that is still enforceable is the provision at the heart of Medicaid – requires states to make medical assistance available to all beneficiaries; courts are still enforcing this
4. Not clear whether duty to provide medical assistance will be enforceable 

g. Implied Right of Action v. 1983
	
	Implied Right of Action
	1983

	Attorneys Fees
	No
	Yes

	Remedy in Statute?
	No
	Yes

	Necessary Showing
	1.Violation of Supremacy Clause

2. Congressional intent that there be a private remedy
	Must show that statute ( individual right [rights-based approach]


h. People representing beneficiaries have gone back to the Supremacy clause 
i. Because of difficulty of bringing rights-based claims, beneficiaries have returned to the Supremacy Clause approach

ii. Hopefully the case that decides whether the Supremacy Clause applies to a grant-in-aid program will involve providers as patients
1. Although lawyers are less likely to bring these cases because they don’t have attorney’s fees [1983 does]

2. Also Court may not take this on because if they monkey with the supremacy clause theory re: spending clause will open Pandora’s Box of claims

3. Although states don’t want Court to hold that Medicaid does not create enforceable rights because as soon as they do, there is no need for open-ended financing, they fear nothing more than a cap on Medicaid
i. Where this leaves us is that Medicaid is the largest source of coverage in the U.S. with potentially no way to enforce it

i. After Suter, Congress enacted an amendment to Social Security Act, but it said absolutely nothing about what acts/provisions do create rights

ii. After 1994, Congress drafted two statutes that make clear that TANF and SCHIP don’t have private rights of action, does not stop Supremacy Clause claims

HEALTH CARE QUALITY 
I. Introduction

a. What is Quality?
i. Appears solely technical – but there are more players than doctor [patient, society]
ii. Efforts to define quality occur across:
1. Inputs/Structure
a. Resources and organizational arrangements in place to deliver care
b. Not well tested that quality inputs ( quality care
2. Process; and 
a. Refers to the activities of physicians and other health professionals engaged in providing medical care
b. Not much research exists about the consensus in the process of care
3. Outcomes
a. Outcomes are important but:
i. Requires assessing inputs
ii. Requires defining standards by which are measured
b. Outcomes research that does not consider inputs is dangerous b/c, while all doctors should be held to same standard of care, the results will not be the same for rich/poor patients
iii. IOM: doing the right thing for the right person at the right time and getting the right results
iv. Definition has sub-concepts:
1. Appropriately trained and equipped enterprise
2. Standards for appropriate care [based on science, impartial, rigorous]
3. Patient’s needs – care must be viewed in light of patient’s goals
a. Most effective treatment may reduce quality of life
b. If patient is not encouraged to use their own goals/values in selecting care, has he or she received quality care?
4. Outcomes of Care
b. Used to be protected only by malpractice and licensing
i. 1870 – 1960: autonomy of physicians, sovereign profession
ii. 1950 – 60s: emergence of egalitarian social K, development of a standard of care
iii. 1970s+: market competition perspective, industrial techniques for quality measurement 
c. Health Care Quality is increasingly measured due to: 
i. Increased consumerism
ii. Rise of IT/HIPAA – can access medical record 
iii. Focus on patient’s rights
d. Raises new legal questions:
i. What remedies should there be for lousy care?
ii. Should payers be able to cut off funding for low-quality care? – i.e. CMS does not pay for “never” events?
iii. Role of Health IT?
 ( war among:
1. Ideas of information access and transparency
2. Concept of individual privacy
3. proprietary rights of large market interests to control information re: revenues
e. We aren’t there yet
i. People in U.S. receive roughly ½ of recommended care
1. US performs worse than most other developed nations
2. Has made relatively little gains in preventable deaths
3. Market-oriented system threatens to insulate health care payers responsible for poor quality care
ii. Extraordinary regional variation in procedures, costs, etc. with no good explanation
1. Because of these variations, it is clear that there is more at play than just the style of any one particular doctor
iii. Evidence Based Medicine is based on cost/bias rather than science
iv. Many Americans receive unnecessary care
v. 90,000 people die in hospitals every year due to errors 
vi. Lack of communication
1. Note story about general practitioner in MN – greatest error was not communicating situation with woman before decided to abort her baby; the job of physicians is to translate complex world of medicine for patients
2. This is particularly problematic for people of lower socioeconomic status ( hierarchy of communication based on SES
	Relationship
	SES
	Level of Communication

	Committed Sponsorship
	Highest Income
	Doctor committed to patient beyond disease

	Casual sponsorship
	Next Highest Income
	More involvement of house staff, still large participation by doctor

	Semi-Committee Sponsorship
	Next Highest Income
	Physician nominally responsible for patients’ prognosis and treatment, but staff is largely in control


vii. Types of errors [Bosque]:
1. Technical: slop of knife, leaving sponge in someone
a. Must be noticed, reported, treated
b. Don’t happen frequently with the same physician
2. Judgmental: ordering surgery that might not be necessary – profession built on ability to exercise sound judgment
a. Failing to operate when necessary
b. Overly heroic treatment
c. May or may not be due to insufficiently of clinical information
3. Normative: doing something for own benefit, not for benefit or patient (i.e. administer risky treatment to get to golf game); or physician who is addicted – outside behavior we expect from physicians
a. In eyes of other physicians, the physician has failed to discharge obligation of professional role
4. The issue is how many of these errors are avoidable
viii. The enforcement and discipline of these errors is internal to profession
1. Not normally revealed to patient
2. Doctors not able to deal with errors in psychologically healthy fashion; trained not to be able to deal with mistakes:
a. Not encouraged to talk about mistakes or emotional response
b. Society has even less tolerance for medical mistakes
c. May be no opportunity for restitution
d. Makes no room for confession, apology
3. Most common consequence of physician error = wasting of $
II. Malpractice Law/Negligence
a. Grounded in state tort law 
i. Whether performance fell below professional standard of care
ii. Advances in medicine have raised people’s expectations of what a doctor can achieve
iii. Primary purpose is to deter injury-producing behavior
iv. Elements:
1. Duty
2. Breach – this is where the standard of care comes in, you have to show that the standard exists and that it was breached; even where a standard really doesn’t exist and doctors must resort to trial-and-error [such as mental illness in children], there is still a standard
3. Causation
4. Damages
b. Does little to improve quality of care
i. Only a few injured patients bring suit, only those cases that will bring high contingency fees
ii. Malpractice does little to increase quality of care 
iii. People who are not injured by medical malpractice may in fact be compensated
c. History of Medical Malpractice
i. Social authority and social organization of medical profession changed dramatically from 1870 – 1960:
1. Entry to profession governed by medical boards
2. Medical education controlled by accreditation process
ii. Locality Rule
1. First developed b/c medical knowledge did not disperse, developed to protect rural doctors from testimony by city doctors
2. Problems: 
a. Required local doctors to testify against other doctors in the area [bias, or hard to find expert]; 
b. Permitted local practitioners to set authoritative local standard
3. Was relaxed by most courts to “same or similar locality”
4. Where this standard was applied, reliance on customary practice is not adequate where doctor knew/has reason to know that customary practice is problematic 
5. Now, most jurisdictions have done away with locality rule, although North Dakota still adheres to the same or similar locality rule

iii. National Standard
1. Adopted in most jurisdictions; tends to raise standards
2. Shilkret: “that degree of care and skill which is expected of a reasonably competent practitioner in the same class to which he belongs, acting in the same of similar circumstances.  Under this standard, advances in the profession, availability of facilities, specialization or general practice, proximity of specialists and special facilities, together with all other relevant considerations, are taken into account.”
3. Hall (MS Supreme Court): created resource-based caveat to standard of care
a. Knowledge and skill defined by national standard
b. Resources and equipment are defined by local standard
4. Even where the locality rule applies, a national standard applies to specialists, hospitals 
iv. Does the National Standard of Care apply to the poor?
1. Few judges have addressed lowering the standard for care of the poor
2. Unitary standard: under principles of ethics, once a doctor has agreed to care for the patient, owes the same duty of care and fidelity regardless of income. 
3. Should the cost of care be an intrinsic factor in setting the standard of care?
a. 1/6 of Americans are uninsured
b. 1/5 of Americans are on public insurance that doctors wont accept due to limited reimbursement 
4. Becker v. Janisnski: Rejecting that charity care should be held to gross negligence standard
5. But public hospitals are notably substandard and malpractice has done little to correct this.  But see Greater Washington DC Area Council of Senior Citizens v. District of Columbia Government (finding DC government had a duty to use resources effectively)
6. Siciliano argues that the unitary standard ignores that we have a multi-tiered standard of care and deters treatment from being extended to the poor b/c they think they cant do for that patient what they can do for a patient with resources. 
a. Argues that a modified standard should be applicable in a reasonably predictable and consistent fashion.
b. Technical competence would retain the unitary standard
c. Two part allocation decision would be within doctor’s discretion 
i. Amount to allocate to poor remains medical judgment because each condition can be treated in a variety of ways
ii. Once resource allocation is made, the modified tort standard applies
d. This is more complex, but the tort system can handle this because the tort system already adjusts for the price paid for the product/service, and will not likely create infinite standards for each dollar spent because patient care tends to come in discrete 
7. Siciliano’s theory may not be necessary because the unitary standard already accounts for resources in a number of jurisdictions; we already have a de facto multi-tier standard of care:
a. Explicit in EMTALA (only have duty to stabilize)
b. FL emergency room legislation (different tort standard)
c. Judicial opinions re: public hospitals
8. Although there is an argument that Siciliano’s theory should be more public, so people know what standard of care applies to them
9. Alternatively, we could solve the problem he identifies with community health centers rather than creating a new standard of care 
v. When does a national Standard emerge?
1. National standard is misnomer because there is no national system of established procedures, juries are ill-equipped to determine this b/c are unaware of the cost-benefit analysis that doctors undergo
2. Where standards have been created (i.e. Maine), they can be introduced as an “affirmative defense” in a malpractice case
3. Where there are no such standards, a national standard emerges when there is general acceptance of the prudence of a certain standard – professional standard is not conclusive, there can be a respectable minority standard as well
4. Overriding Professional Custom w/ Malpractice 

a. Washington v. Washington Hospital Center (DC Cir 1990): court found a reasonably prudent tertiary care hospital would have provided the monitor at the time of the injury even though it was NOT required under JHCO standards
 b/c the standard is what a reasonably prudent hospital would do.  To show that the monitors were part of national standard, looked at:
i. The fact that the hospital had ordered them 
ii. Also relied on American Anesthesiology Association recommendations and the Harvard study that it was an emerging technology
iii. Also, the technology had a low cost and huge benefits
b. TJ Hooper (2d Cir 1932, Learned Hand): courts must, at the end of the day, set what’s required.  “[The Radios] are precautions so imperative that even universal disregard will not excuse their omission.” 
i. Cited for proposition that when cost < benefit gained by precaution ( can override professional standard that neglects the precaution
ii. New technology [radios, monitors] transforms natural risk ( legal liability
c. Helling v. Carey: most famous recent case involving overruling medical standards; 
i. Court challenged standard to only give pressure tests for glaucoma for patients over 40 years
ii. Court held that the standard was so imperative that could not rely on physicians’ standard
d. So while the US law defers to physicians in many ways, it does not let them set the standard of care by their own culture 
i. Considerations to set national standard:
1. Cost/benefits
2. degree of diffusion
3. level of knowledge
ii. Soon courts may find that HIT, e-prescribing are the national standard because they are not costly and save lives
5. Two Schools of Thought/The Respectable Minority Rule [goes to standard of care element]
a. One of the problems in medicine is that there are often multiple ways to deal with the same problem, depend largely on where live, where trained
b. Jones v. Chidester (S.Ct. Pa. 1992): where competent medical authority is divided, a physician will not be held responsible if in the exercise of his judgment he followed a course of treatment advocated by a considerable number of recognized and respected professionals in a given area of expertise
i. There is no concrete number for “considerable number”
ii. Burden is on D to show it exists,
iii. This is a question of fact, goes to the jury
iv. Dissent: believes should be a question for the judge, not the jury, whether two schools of thought exist
c. Levine v. Rosen: jury should not decide which standard is right, just whether there are two schools of thought, juries should not review medical standard on its merits
d. Henderson v Heyer-Schulte Corp: court asked whether physician undertook a form of treatment which a reasonable person of the medical community would not undertake under the circumstances – this assessment ignored the role of shifting standards over time and the role of the jury 
e. State Board of Medical Examiners v McCrosky: held that the Colorado licensure board could set standards of care
f. Parris v Sands: how does informed consent play a role in schools of thought?
d. Loss of Chance Doctrine

i. Even patients with mortal illness have right to expect reasonable medical care
ii. Loss of chance applies for those terminally ill people whose chance of survival is less than 1 in 2; the basis is that we don’t want doctors to walk away from patients whose chance of survival is low
iii. Not all states recognize this doctrine 
iv. Matsuyama v. Birnbaum (DC MA 2008): Mis-diagnosis of cancer was a contributing factor in P’s death.  The court recognized the “loss of chance doctrine” as part of jurisprudence re: wrongful death because:
1. Dissatisfaction with tort recovery for mortally ill because if chance of recovery is less than 50%, they would recover nothing, fails to ensure victims are fairly compensated
2. Without loss of chance, does not deter negligence because immunizes entire area of medical practice 
3. It is not the case that loss of chance alters the burden of proof because the P still has to establish loss of chance by preponderance of evidence;
 modern evidence can better predict odds of survival
4. To calculate damages:
a. 1. Total amount of damages allowable under wrongful death statute
b. 2. Patient’s chance of survival but for malpractice
c. 3. Chance of survival as result of malpractice
d. 4. Divide #3 by #2
e. 5. Multiply #1 by percent calculated in #4
e. Informed Consent: An Ethical Imperative
i. History
1. Historically patients were told as little as possible about their condition and treatment
2. Tuskegee provided an indication of the abuses of human experimentation
; was a factor in finding the duty of informed consent 
3. There has been a dissenting tradition advocating full respect for patient as autonomous rights-bearing being
a. Strengthened by Nuremburg Code
b. Require voluntary consent and avoidance of all unnecessary physical and mental suffering and injury
4. Precursor to informed consent was assault/battery
a. Patient autonomous
b. physician committed assault without consent
ii. Principal of informed consent
1. Must be conveyed in a way that an average person could grasp it
2. Topics to be covered: 
a. Potential hazards
b. Alternatives
c. Likely results without treatment
3. Exceptions
a. Not feasible: Patient is unconscious and needs treatment ASAP
b. Medically contraindicated: Risk-disclosure poses a threat to patient
c. But these exceptions must be circumscribed as to not swallow the rule
4. Requisites for liability:
a. Failure to warn
b. Harm befalls patient
c. Causal relationship between harm and failure to warn [i.e. if had disclosed risks, a reasonably prudent person in P’s position would not have undergone the treatment – the patient’s testimony about what they would have done is relevant, not determinative]
5. This is contrary to the standard in other countries, such as France, where the standard is to withhold information about the severity of that person’s condition, the US has moved in this direction due to the rise of consumerism, which has created an expectation that patients are self-empowering
iii. Half of states ( Informed Consent based on Reasonable Person standard [what reasonable person would expect to hear]
1. Canterbury v. Spence (DC Cir 1972): Court found that the failure to inform the patient about the risk of paralysis was a prima facie case of violation of duty to disclose.  
a. There is a duty to disclose: It is not necessary for the duty to disclose to be part of the professional custom; it is necessary for patients’ self-determination even if physicians don’t impose it on themselves
b. Scope of Duty: duty only met if the patient has enough information to intelligently decide for themselves [objective standard]
c. This case is powerful because it holds that doctors are negligent if they don’t talk to patients – reasonable person standard, or what a reasonable person would expect to hear
iv. Standard of informed consent in the other half of states is that of similarly situated physician
v. Conflicts of Interest and Informed Consent/Fiduciary Duty
1. Moore v. The Regents of the University of California (California Supreme Court 1990):  Patient treated for hairy cell leukemia – had spleen removed and samples drawn.  Defendant doctors did not tell the patient that his cells were susceptible to research, that they would gain financially from the cell line created from his cells.  
a. Court found physician who is seeking a patient’s consent for a medical procedure must, in order to satisfy his fiduciary duty and to obtain the patient’s informed consent, disclose personal interests unrelated to the patient’s health, whether research or economic, that may affect his medical judgment.  
b. The failure to disclose such interests may give rise to a cause of action for performing medical procedures without informed consent or breach of fiduciary duty – the injury was a betrayal of trust, the relationship between a physician and patient is based on fiduciary duty created by the imbalance in the relationship 
c. The court’s holding was based on three main principals: 
i. Competent adult person has the right to determine whether or not to submit to lawful medical treatment
ii. Patient’s consent must be informed to be effective
iii. In soliciting the patient’s consent, the doctor has  fiduciary duty to disclose all information material to the patient’s decision, which includes the physician’s financial interests 
vi. Learned Intermediary/Duty to Warn
1. When a physician prescribes treatments, drugs, and devices, he or she has a duty to warn about its uses
2. the fact that the device may carry dangers of its own is less immediate to the patient because the drug or device can only be acquired through learned intermediary
3. Over the counter drugs, on the other hand, must warn patient directly 
f. Malpractice Crisis
i. The mechanisms we have for correcting medical error are weak
1. Regulatory: weak
2. Industry doesn’t police itself well [i.e. GW physician who committed gross malpractice but was allowed to continue to practice]
3. Licensing: weak
4. Payors: likely stronger
ii. People maintain faith in system only because can sue – but the actual rate of recovery is actually really small
iii. In 1970s, doctors requested an investigation of the malpractice “crisis,” GAO found there was no such crisis, that in fact victims of malpractice were not being compensated
iv. Doctors still got states to take their sides because malpractice premiums were going up and insurance carriers were leaving that market ( state laws limit malpractice largely shield doctors:
1. Procedural and cost barriers to recovery
2. Damage caps on non-economic damages or all damages
a. Most controversial and most effective way to reduce premiums
b. Seems unfair to impose disproportionate share on those who have been injured
i. Makes it harder to seek and recover damages for medical injuries
ii. Extends unwarranted protection to medical industry
iii. Removes the only effective deterrent to negligent medical care
c. AMA argues that the damages imposed by juries are untrustworthy
d. At least 6 states have found the caps unconstitutional
e. Has been argued that the caps have not achieved stated purpose:
i. Has not reduced costs [malpractice is only small part of cost]
ii. Keeps premiums down, but is artificial because they are supplemented with the state fund 
3. Use of funds to pay part of damages [i.e. Indiana]
4. Reform of insurance markets
5. Reduce standard of care [i.e. Florida]
v. Now it is clear that there is a crisis
1. Physicians and hospitals are major targets of malpractice
2. Impacts of malpractice: 
a. Premiums rise
b. Defensive medicine, 
c. Physicians protective of information for fear of liability, which prevents full discussion of error to improve patient safety
3. Proportion of victims that recover is small
vi. Possible reforms:
1. No fault [i.e. Sweden]: errors are reported and compensated; not politically feasible in US
2. No fault compensation model [i.e. vaccine injury]: reduces damage awards in return for faster, more comprehensive coverage
3. Shift medical liability: shift liability from doctors to enterprises in which they work or that control their payment
4. Change one or more components of fault-based system: so far this has been done largely to protect the provider, i.e. raise standard of care to gross negligence, shorten SOL, cap damages, exhaust administrative remedies
vii. Patient Safety and Quality Improvement Act
1. Builds on reforming system of professional self-regulation
2. Creates Patient Safety Organizations (PSOs), which engage in voluntary reporting
3. Under the act, patient safety work product
 is privileged, although does not limit:
a. Ability to discover at trial
b. Reporting or recordkeeping requirements of providers
i. Only 15 states have adverse event reporting
ii. Only 11 require telling patients/families
4. The patient safety system has few incentives to participate
5. While doctors claim the shield should be extended, others claim the shield is counterproductive because transparency is the best way to avoid malpractice
III. Medical Malpractice and Hospitals
a. History

i. Once upon a time, hospitals were just the holding spaces for the very poor and dying so they would not die on the street; also used as teaching hospitals
ii. This changed over time, but the law was slow to catch up
iii. For most of 19th Century, hospitals were protected from malpractice by charitable immunity
1. People raised money to keep them open, were charitable organizations
2. were viewed as frail institutions, their assets had to be protected to do these good works
iv. Were not found vicariously liable for doctors/nurses b/c did not control their actions, even though the hospital paid them.  Schloenderoff (Cardozo).  
1. The doctor was liable under a theory of liability, the hospital could not be sued
2. This created the image of the hospital as a workshop that lends its facilities and equipment to independent medical care providers
v. Other doctrines that protected hospitals [developed to attach liability somewhere b/c was presumed that hospitals had no status]:
1. Captain of the ship: only the surgeon was liable for negligence of the nurses acting under him
2. Borrowed servant: the hospital not responsible for incompetence of nurse staff b/c the nurses are borrowed servants of the hospital staff

vi. But this was changing:
1. By 1919, ACS promulgated uniform hospital standards 
2. Hill-Burton required states to pass licensing standards [were largely based on ACS standards]; there was little money for enforcement
3. In 1951, the ACS standards were superseded by JCAH standards – voluntary and illusory, created staff privileges to prevent unsupervised hospital practice:
a. Active: the most experienced doctors that regularly practiced in the hospital; had staff privileges
b. Associate: more junior doctors
c. Courtesy: doctors only allowed to treat their private patients in the hospital
d. Other than anesthesiologists, radiologists, pathologists and ER doctors, most hospital doctors get bulk of patients from private practice; are not considered employees of hospital
4. From 1930s – 1940s, it became clearer that hospitals were responsible for quality of care:
a. Emergence of hospital industry
b. AHA and JCAH stated hospitals provided quality care
c. Courts abandoned charitable immunity 
d. Truhitte v. French Hospital: rejected captain of the ship theory because the hospital also had a duty acting through its nurses, should be liable if it doesn’t create procedures to control activities of nurses
vii. There were four main pieces that accounted for the shift in doctrine toward hospital liability:
1. Increase in technology: hospitals were viewed as capable of complicated and advanced treatment
2. Privatization of hospitals: over time the role of hospitals in medical training became such that they stopped being doctors’ workshops and became institutions in their own right [are largely non-profit]
3. Hospitals became accredited: led to the understanding that hospitals themselves saw themselves as entities whose conduct should be held up to examination by suit
4. Hospitals became rich: with insurance, people were able to pay
b. Vicarious Liability/Agency
i. There are two theories of vicarious liability [go ahead and plead both]
1. Actual – applies where the doctors are actually employees of the hospital, look at:
a. Whether has power to hire, fire
b. Whether sets working conditions
c. Ability of agent to bind institution
d. Act within scope of agency
2. Apparent – looks to what the third party believed, even if acts outside scope of authority
a. To hold hospital vicariously liable for independent liable:
i. Hospital held self out to public
ii. Patient looked to hospital for care, not to a particular doctor
iii. Patient accepted services under a reasonable belief that they were provided by the hospital
b. Hospitals can avoid this with “meaningful notice” that the doctor was an independent contractor
i. How good of a notice is required to prohibit inference of agency?
ii. Thomas v. Oldfield: warning not enough when hidden in agreement that the patient signed when came into hospital in severe pain
c. New York: ER doctrine holds hospitals vicariously liable when patients come to the hospital to seek care rather than to see a particular physician
c. Corporate/Enterprise Liability

i. There is an argument that hospitals and HMOs should assume enterprise liability
1. 1993 Clinton plan proposed replacing physician liability with enterprise liability, but was opposed by physicians [did not want to be controlled by hospital] and their insurers [would lose all their business]
2. The concept is that malpractice liability does not deter malpractice b/c physicians’ premiums don’t rise
a. Would not help if they did b/c malpractice liability is not a good predictor of future negligence on individual level
b. But premiums charged to enterprises could reflect claims experience and enterprises are best suited to improve the quality of care – could create standards
c. The creation of standards is opposed as “cookbook medicine”
ii. Hospitals are arranged in triad [governing body, administration and management, self-governing medical staff], 
1. As a result of this structure, hospitals have important and significant responsibilities as institutions for the quality of care that is delivered under their auspices
a. Medical staff wield an enormous amount of power over the hospital:
i. Set rules re: privileges, practice obligations, circumstances under which privileges can be terminated
ii. Through these decisions they end up driving a lot of decisions in hospital administration
b. Administration deals with a lot of the other aspects of hospitals:
i. Keeping it in legal compliance
ii. Budget
iii. Financing
iv. Hire staff
v. Set operating standards
vi. Monitoring
1. Safe environment
2. individual performance
3. general needs – update equipment
4. look for errors
vii. Reporting under accrediting standards

2. Corporate liability applies to the hospitals’ own acts and omissions, such as by board of directors, senior physicians, employees and staff; examples: 

a. Failure to screen out incompetent physicians
b. Failing to respond to apparent serious error by physicians
c. Failing to monitor certain physicians, fire those with bad track record
d. Duty to provide adequate equipment, policies, training, and supervision to employees
e. Defense attorneys see these as grounds for strict liability, particularly the “never” events, but most courts find that the hospital standards are inadmissibility to show standard of care and some of these events are so egregious that the standard is not necessary to find liability  
f. But where this has been implemented, it has reduced mishaps [Harvard]
iii. Darling v. Charleston Community Memorial Hospital (Supreme Court of IL 1965): the court found that the hospital was liable for failing to supervise the actions of its nurses, who failed to recognize the obvious symptoms of gangrene resulting from the plaintiffs’ overly tight cast.  
1. The court dismissed the theory of charitable immunity; dismissed that the only duty that the hospitals had was to avoid being negligent in selection of doctors
2. Found that the bylaws, regulations, and standards introduced by the plaintiff provided evidence of custom, indicated that the medical profession views it desirable and feasible that the hospital assumes certain responsibility for the patient [hospitals are supposed to hire staff, train staff, monitor performance, and rectify errors – did not do these things]
3. the case is important in rejecting that hospitals’ duties are confined solely by custom of similarly situated hospitals
4. Was a breakthrough in liability – first time a court found that a hospital was a provider in its own right
iv. States have different standards
1. Ohio: no duty to supervise actions of physicians
2. Pennsylvania: creates a stricter standard for corporate liability
a. Must show that the hospital itself is breaching the duty
b. Hospital negligence is measured by reasonable hospital under similar circumstances
c. Requires a finding of systemic negligence [not just one incident]
3. North Carolina: standard for a hospital is that of an ordinary, reasonably prudent hospital
v. Under this theory it is not necessary to have a negligent doctor b/c the hospital itself is liable
vi. Note: Is it reasonable to think that hospital administrators will override physicians?
1. Doctors resist direction from administration, governing board
2. administration may not be told of the problem and often leave it to the medical staff
vii. If this is applied to hospitals will ( large consolidation of hospitals 
1. Smaller hospitals are not well-equipped to bear the liability 
2. Although hospitals are able to purchase insurance to avoid this and the cost of insurance is then built into hospital fees
viii. Other entities area also good candidates for enterprise liability
1. Utilization decisions are often made by financing enterprises
2. currently these enterprises bear only the burden of over-utilization ( incentive to under-prescribe
3. Enterprise Medical liability would ( bear burden of underutilization as well
d. Corporate Interference with Appropriate Medical Care

i. Muse v. Charter Health (Supreme Court of NC): Hospital policy was to discharge patients when their insurance ran out.  The court found there was enough evidence in the records to support that the hospital was negligent in maintaining policies that interfered with the medical judgment of the doctors.  
1. The duty not to implement policies that interfere with medical judgment is due to:
a. Duty to obey instruction of doctor
b. Duty to make reasonable effort to oversee treatment
2. The court found that the P’s own suicide could not be a superseding factor that cut off their liability because his suicidal tendencies were the reason that he sought treatment from the hospital to begin with.  
ii. This standard likely applies to modern health benefits services corporation – also interferes with medical practice all the time by denying coverage
e. Non-Delegable Duty

i. Jackson v. Power (Supreme Court of AK 1987): hospital put up a sign that the doctors were supplied by another corporation.  The court finds that the hospital had a non-delegable duty to run hospital non-negligently. 
1. This is a means to hold the hospital responsible for actions of independent contractors.  
2. Non-delegable duty applies when the responsibility is so important to the community that it cannot be transferred to another.  The court found this standard was met because the hospital industry was so heavily regulated by state law, bylaws, and licensing standards.  Holding a hospital license is lucrative, so they should be held to those standards. 
3. Under state law, hospital had a duty to have an on-duty physician
4. JCAH standards required: 
a. ER to be directed by a physician member of the hospital staff; 
b. ER to be integrated with other units/departments of the hospital
c. Emergency care to be guided by written policies and procedures
d. Quality of care to be continually reviewed, evaluated, and assured through establishment of quality control standards
5. Hospital’s bylaws also required ER committee to supervise clinical work of ER
6. Unique situation in hospital context, you are really relying on the hospital to provide you with a doctor [can this be extended to anesthesiologists, pathologists, radiologists?]
ii. The interesting thing about this theory is that it is not necessary to have a negligent doctor because the hospital itself is liable
IV. Peer Review

a. Hospitals have a duty to weed out doctors who are performing poorly
b. Losing staff privileges under peer review is serious, can no longer practice in the hospital and appear in a databank of doctors who have lost staff privileges
c. In response to this practice, doctors could bring claims under:
i. Antitrust
ii. Defamation
iii. Malicious interference with K
iv. Discrimination [if doctor is woman, minority, disabled, old]
d. Congress passed the Health Care Quality Improvement Act in response to these claims [in particular Burgett, discussed under Antitrust section], which shielded peer review from liability
i. Four elements must be met not to be liable 
ii. There is a rebuttable presumption that the hospital followed those procedures, plaintiff has to show by preponderance of the evidence that the procedures were not followed – that did not act upon reasonable belief or with reasonable effort
iii. There is no requirement that the reviewers act in good faith
iv. This statute gives plaintiffs very little right to challenge peer review decisions
v. This is a public health and safety statute, a statement by Congress that it wants the profession to police itself, the assumptions are:
1. (1) only professionals can really judge other professionals, 
2. (2) cant be micromanaged because safety of patients is on the line
e. Flip side of this assumption is that in reality the peer review process is rare, not a substitute for malpractice
i. An alternative way to protect the public is an active licensing board, in that case, if you had your license revoked, you could not practice anywhere
ii. Currently the licensing boards do a miserable job maintaining quality oversight

f. Bryan: Dr. Bryan had temper, the peer review found him damaging to the hospital because others would not work with him and people were afraid of him, so his staff privileges were revoked.  The court found that the plaintiff did not rebut the presumption that the peer review process was reasonable.  
V. Licensing

a. There is not a lot of power in the states to be able to monitor health, safety
b. Can states condition licensing on compliance with certain standards?
i. This was attempted in the context of Plan B – Washington passed a regulation that conditioned pharmacy licenses on the filling of all prescriptions
ii. On the one hand, this was consistent with the need for providers to furnish the appropriate standard of care; on the other hand, this arguably violated the pharmacists’ free exercise rights because they believed that the pill was an abortifacient, and thereby against their religion
iii. The WA Supreme Court struck it down because there was no evidence that the pill was actually hard to find [although shouldn’t public health standards be preventive, enacted before the problem arises?]
c. This could be taken really far – what if someone has DNR, and it violates the doctors’ religion to let him die – whose rights trump?
VI. Health Payers and the Process of Quality Measurement and Enforcement

a. Payers have taken an increasingly large role in the regulation of health care quality
i. In the 1970s and before, there was privity between the individual and insurer, but nothing between the insurer and provider – sue insurer in contract, sue doctor for malpractice
ii. Since the 1970s, there has arisen a situation in which there is a very clear relationship between the provider and payer [i.e. the provider is in the payer’s network]
b. There are three models for payers to control healthcare quality: 
i. Peer review: look at procedure after it has occurred
ii. Prior authorization: approve or disapprove before the treatment occurs, i.e. formulary
iii. Payment: 
1. P4P 
2. Tiering
3. Physician selection/de-selection – Kentucky v. Miller: if state enacts AWP law, cant do this
4. Guidelines – often used in conjunction with payment incentives, the purpose is to get the providers practicing in a way that appears to be in conformance with the evidence
c. Medicare: the first insurer to get involved in the quality of care
i. Medicare required Utilization Review (UR) of providers for them to participate
1. Would review necessity of extended stay
2. If disagreed, could terminate stay giving patients 4 more days of pay to make arrangements
3. Tool for cost-containment, but did not perform well in terms of quality 
ii. Medicare established local Professional Standards Review Organizations (PSROs)
1. Role was to establish standards for local in-hospital UR committees
2. Unable to achieve more than minor improvements
iii. Medicare created Peer Review Organizations (PROs)
1. performed same function of determining medical necessity, whether care met quality standards, whether inpatient services could be more economical
2. Had a wider geographic scale than the PSROs
3. Did not require as much physician input – weakened input of profession
4. Contracts between HHS and PROs contained highly specific and quantified objectives
5. In 1982, the PROs were converted into “DRG police”
iv. Quality Improvement Organizations (QIOs)
1. New generation of PROs – also serve to draft quality standards and are involved with local physicians
2. They perform medical review on quality in six clinical areas
 – QIOs are expected to initiate local projects in these areas
3. They review individual quality of care and EMTALA claims
a. If QIO deems care substandard, the physician cant charge for it 
b. Can also deny care on basis of necessity, level of care, and quality grounds
c. Has created “never events” for which a physician can never receive payment [i.e. hospital acquired infections]
4. Providers can then seek post-termination review
a. Biggest complaint of doctors is that there is no right to access ALJ until after denied 
b. Doyle v. HHS (1st Cir 1988): found that the doctor had not exhausted his administrative remedies because the Secretary had not rendered a final decision.  Therefore, could not bring claim in federal court.
i. Policy behind exhaustion:
1. Allow agency to develop a factual record, apply expertise, exercise discretion, correct mistakes
2. Promotes accurate results 
3. encourages expeditious decision-making
ii. Exception from exhaustion = when P attacks system-wide policy, would do little if had to exhaust because it is clear what agency will find
iii. But here the P’s claim is an issue where agency expertise is helpful and the agency is less firmly rooted in its policies
iv. The court finds that the process is constitutionally adequate because:
1. Terms need not be more specific, were clear to medical profession
2. Process balances interests of doctors and the interests of beneficiaries to be warned about the doctor
v. Even though it was pretty clear that the review committee was biased against Doyle, the evaluation was based on neutral/objective criteria
5. There is an exception allowing for pre-termination review of whether patients would be at serious risk if the doctor continued to practice through the review, but it is limited to rural areas
d. Physician Tiering
i. The long-standing use of networks shows that the idea of tying money to conduct is not new
ii. Has increased with tiering, particularly in self-insured plans
1. Degree of incentivization/punishment varies by plan
2. criteria are considered proprietary
iii. Patients can attack tiering just as they attacked other elements of provider networks
1. Moran: Wanted external review
2. Krauss: wanted condition covered even though was out of network provider because had bought supplemental insurance coverage
iv. Providers can attack tiering:
1. Defamation
2. Absence of Fair Process
3. Breach of K
4. Fraud
v. The settlement in Washington Medical Association case suggests types of modifications that make the practice of tiering more acceptable:
1. Give physicians input before using new performance measure
2. Give physicians notice before publishing new scores
3. Post physician’s scores and explanation of data, as well as a means to identify the types of patients the doctor serves
4. Allow doctors to appeal determinations about scoring via independent review
e. Pay for Performance
i. Basis of P4P is that how one gets paid has an influence on what one does
1. this was tried with capitation and failed [led doctors to financial ruin or to under-serve patients]
2. but economic models may still qualify
3. the goal is to increase quality while holding down costs
ii. Reward either (1) explicit conduct, or (2) outcomes considered beneficial to society with payment
iii. Types of incentives:
1. Basis:
a. bonus on patient-by-patient basis
b. coordinate payments to individual physicians for achieving certain performance measures
c. incentives at organizational level 
2. Type of incentive:
a. Money 
b. Put doctor at higher tier
c. Penalties 
d. Exclude doctors 
3. Metric:

a. Clinical process of care and outcomes
b. Structure of the practice
c. Mix of metrics
iv. There was a four-fold increase  in P4P in private plans from 2003-2004; has come to Medicare/Medicaid

v. Problems
1. Lack of common concept of quality
2. Investment costs
3. Does not take into account type of patients served, may create an incentive not to take high-risk patients
4. Poses legal issues of disclosure/informed consent, and professional negligence nad corporate liability
VII. Managed Care Liability
a. Hybrid organizations
i. Either pay for care or offer levels of care conditioned on use of network
ii. They raise complex questions when their conduct results in medical injury
iii. Two legal frameworks:
1. Medical Liability/Tort Law: focuses on professional medical conduct that falls below professional norms
2. Insurance, K, trust law: focuses on resource allocation 
b. Medical Liability: Negligent Plan Administration
i. Wickline v. State of California (Cal. App. 1986): the court holds that a third party payer of services can be held medically liable if the error is in the design and implementation of cost-containment measures, such as when decisions regarding the necessity of care ignore actual medical necessity
1. Patients harmed by withholding care should recover from all involved in deprivation, including third party payers
2. The court notes that the doctor is still liable if complies with the third party payer when his medical judgment tells him otherwise – this can be uncomfortable for doctors b/c they may be under a lot of pressure from payers, but the best thing to do is to establish a record that pushed for the resources
ii. Frank v. Kizer: court required compliance with federal regulations regarding notice and opportunity to be heard to prevent hasty decisions
iii. Primary care physician may have a duty to see patient promptly regardless of HMO documentary problems and to submit referral requests promptly
c. Vicarious Liability: Same Theory As Hospital Applies if Court Views HMO as Entity Providing Health Care
i. Boyd v. Albert Einstein Medical Center (Pa. Superior Ct. 1988): This is a strict medical malpractice case.  There was no basis for actual authority because the doctors weren’t employed by the HMO (was IPA), but the court finds that an HMO can be held liable for actions of its physicians under the theory of ostensible/apparent agency.  Doctors may be agents if:
1. Patient looks to institution rather than individual for care
a. HMO agreed to furnish doctors
b. P selected doctor from list of HMO’s doctor [how restrictive does this list have to be to qualify?]
2. Whether HMO holds out physicians as employees

a. HMO screens doctors
b. Doctors must comply with HMO regulations
c. HMO’s doctors are gatekeepers
3. Whether patient submitted self to care of doctor due to HMO’s invitation
ii. Chase v. IPA, Inc.: The court failed to find ostensible agency because the plaintiff did not know about the arrangements with the doctors employed by the office where her OB-GYN worked.  To be liable under this theory requires reliance on IPA’s representations that the doctor is its employee or agent
iii. Petrovich v Share Health Plan of Illinois: found HMO liable under “apparent authority”
1. Justifiable reliance is met where the patient relies on the HMO rather than a specific physician to provide care; 
2. In the master agreement between sponsor and HMO, HMO held self out to be selling healthcare, underscored role of HMO in ensuring quality care
3. Where a person has no choice but to enroll with a single HMO and does not rely on a single physician, they are relying on the HMO to provide care, particularly where there is no prior relationship
4. Accountability is necessary to counterbalance HMO goal of cost-containment (consistent with national trend)
iv. But see Williams v Good Health Plus, Inc.: HMO could not hold self out as practicing medicine because corporate practice of medicine doctrine, therefore could not be vicariously liable under apparent authority
d. Corporate Liability: Negligent Institutional Medical Conduct [selection, oversight of providers]
i. Jones v. Chicago HMO: Court found HMO
 liable for institutional negligence because breached duty to enrollees to refrain from assigning an excessive number of patients to Dr. J.
  It is reasonably foreseeable that assigning an excessive number of patients to a primary care physician could result in injury.

1. The court found a theory for institutional negligence in the healthcare context under Darling, 
a. To determine whether to extend it to Chicago HMO, look at:
i. Contracts
ii. Charter
iii. How operates
iv. Functions: actuarial, network, payment
b. It applied to HMOs because:
i. It had doctors, hospitals 
ii. It’s K with the state of Illinois provided that it was organized for the purpose of providing healthcare services and warrants that will do so according to prevailing community standards
2. Standard for doctrine of institutional liability for HMOs: the law imposes a duty on HMOs to conform to the legal standard of reasonable conduct in light of the apparent risk.  
a. To fulfill this duty, an HMO must act as would a reasonably prudent HMO under the circumstances
b. The core of this duty is to provide a network of providers, must be an adequate, operating network, especially for Medicaid b/c can’t go out of network
3. To determine if a duty exists, the court looks to:
a. Reasonable foreseeability of risk
b. Likelihood of injury
c. Magnitude of burden of guarding against the injury
d. Consequences of placing the burden on the defendant
e. Public Policy
4. Standard of care applicable to HMO may be proved through a number of evidentiary sources, expert testimony is not necessarily required.  
5. P bears the burden of establishing the standard of care
ii. Shannon v. McNulty: no reason why duties applicable to hospitals should not apply to HMOs when performing similar functions as a hospital; when a benefits provider interjects self into rendering of medical decisions, must do so in a reasonable manner.
e. Bad Faith Breach of K: Interference with Ability to Get Benefit to Which Entitled
i. MacEnvoy v. Group Health Cooperative of Eau Claire (Supreme Court of WI 1997): Supreme Court of Wisconsin found that the common law tort of bad faith breach of K applies to all HMOs making out-of-network benefits decisions.  Here, like in Bartkis, they had no reason to cut her off, was not within exclusion like in Kodak, did so arbitrarily
1. Applying this theory to HMOs makes sense b/c they are functionally equivalent to insurers when make out of network benefits determinations
2. Extending it to HMOs makes public policy sense:
a. To level lack of bargaining power of subscribers relative to HMO and reduce the risk that HMOs will reduce costs to the detriment of subscribers
b. Especially dangerous where denies care itself, not just payment [prospective review]
3. To prevail on a bad-faith claim, P must plead:
a. The absence of a reasonable basis for the HMO to deny the P’s claim for out of network coverage or care under her subscriber K; P must be contractually obligated to receive that service
b. That the HMO, in denying such a claim, either knew or recklessly failed to ascertain that the coverage or care should have been provided
c. HMO is liable for damages proximately related to the breach and for punitive damages for bad faith, oppression, fraud, and malice
d. Doctors don’t have carte blanche – P must show that HMO acted improperly and that financial considerations were given unreasonable weight in the decision-maker’s cost-benefit analysis
ii. Long v. Great West Life & Annuity Ins. Co.: a state law providing for administrative appeals regarding claims for medical services received by public employees does not bar a bad faith breach of K action against insurer for unreasonably denied pre-authorization of services when appeal procedure does not apply to pre-authorization or prospective utilization review decisions
f. So HMOs can’t hide behind one of their dual functions to avoid liability – they can be held liable as insurers or providers
i. MacAvoy and Wickline had contractual complaints
ii. Boyd had a complaint about the care itself
iii. The crucial thing is the CONDUCT you are looking at
g. ERISA Preemption of Managed Care Liability

i. Corcoran v. United Healthcare: Louisiana tort action asserted by the Corcorans for the wrongful death of their child allegedly resulting from United’s medical decision not to preauthorize her hospitalization for her high risk pregnancy [Utilization Review under “Quality Care Program”] is preempted by ERISA.
1. ERISA preempts state law tort and K actions in which a beneficiary seeks to recover damages for improper processing of claim for benefits [Pilot Life]
2. Although United made medical decisions, it does so in the context of benefits, was really a matter of cost-containment

3. Allowing Corcoran’s suit would undermine Congress’ goal that ERISA plans be subject to uniform body of law
a. Liability laws may be applied differently, would increase cost of care
b. Congress can preempt state law that interferes with ERISA
4. The lack of another remedy does not affect the preemption analysis

a. All that is available under ERISA are 502 remedies – benefits that are due to you [here would have been the cost of the foregone hospitalization]; she also could have sued for a TRO right after benefits were denied [not too realistic because requires finding a very specialized and knowledgeable lawyer, which seems unlikely
b. Emotional damages not available under K/trust principles that guide ERISA interpretation
c. There is not really a doctor-patient relationship between United/Corcorans to support a K theory of recovery
d. Lack of K relationship between United and Corcorans also undermines theory under breach of fiduciary duty
ii. Most courts followed Corcoran, some even took it further:

1. Kuhl v. Lincoln Ins: Lincoln delayed payment authorization for heart surgery until P’s heart deteriorated so much that it would be futile and then died while waiting for a transplant.  The court agreed with the rationale from Corcoran – P’s state law claims all arose from administration of benefits, therefore were preempted by ERISA.  There was no evidence that the denial of payment made the plaintiff’s surgery impossible.  
2. Spain v Aetna: ERISA held to preempt state law claims of negligent administration of benefits claims
3. Other courts have even gone as far as to find state law claims of corporate liability on part of HMO/health plans relates to plan administration or that claims of vicarious liability are preempted even though involved no allegation of wrongdoing because relates to and requires reference to employee benefit plan [also wants to avoid anomalous result that HMO liability would be inversely proportional to involvement with doctors]
iii. Dukes v. U.S. Healthcare: Involved claims by two plaintiffs involving medical negligence, claims for vicarious liability – the failure to perform blood tests and to diagnose preeclampsia by plan doctors – the court found that the claims had been improperly removed to federal court and that they were not preempted.
1. Removal

a. Only removable if there is a federal question on face of well-pleaded complaint [not including defenses] or if there is complete preemption under ERISA’s civil enforcement mechanism [Met Life]
b. To determine if the claim falls under 502(a)(1)(B), the court looks to whether claims properly construed are to “recover benefits due under the terms of the plan to enforce rights under the terms of the plan, or to clarify rights to future benefits under the plan”
c. Here removal was improper because did not contest whether deserved benefits under 502(a)(1)(B), but as to the quality of the benefits
2. Preemption
a. Nothing in the legislative history leads to the conclusion that Congress meant to create a remedy for medical malpractice or to ensure quality of benefits [areas of state regulation]
b. 502(a)(1)(B) is concerned only with whether benefits were received, “rights under terms of plans” refers to contractual rights other than benefits
c. Here the question was NOT to clarify benefits under plan, rather the quality of those benefits [might be different if there were K terms re: quality]
d. The court notes that Corcoran is correct but inapposite because complaints here dealt with medical care rather than decisions by third party administrators
3. So what Dukes does is draw a line between claims about the denial of benefits [preempted] and quality of care [not preempted]; the problem is that this is hard to apply in practice; Congress did not envision plans would make medical decisions when enacted ERISA
iv. Pegram v. Herdrich: plaintiffs challenged the year-end distribution to HMO’s physician owners because it provided an incentive to provide less care.  Sued for medical malpractice, vicarious liability. Seventh Circuit found for them.  The Supreme Court found that mixed eligibility decisions by HMOs are not fiduciary decisions under ERISA, therefore, complaint fails to state an ERISA claim for breach of fiduciary duty.  Was improperly removed, should not have been found to be preempted.  
1. Plaintiff argues that when the plan signed the agreement, it obtained a fiduciary status
2. The ERISA fiduciary concept is meant to deal with the kids of decisions that ERISA fiduciaries make [i.e. whether someone is a plan member, coverage benefits]
3. There are two sorts of arguably administrative acts [practically inextricable]:
a. Eligibility decisions – part of ERISA fiduciary duty
b. Treatment decisions – never been subject of ERISA, remains province of states
4. The closest the plaintiff gets to claiming a limited eligibility decision is that “Carle determines which claims are covered under the plan and to what extent,” but the rest of the complaint is thoroughly mixed with medical decisions
5. Case was interpreted to mean that, unlike “pure eligibility decisions,” which are clearly preempted by ERISA, “mixed eligibility decisions” are not preempted by ERISA, although it was really in dicta that the court said this.  Plaintiffs lawyers rushed to the courts with these “mixed eligibility decisions” and won all over the place
v. Aetna Health v Davila: Involved two types of claims under Texas liability statute that allowed an action to be brought against a payer for defective medical judgment.  The claims were pretty weak: Devila claimed that the formulary caused him to be injured when it caused another drug to be substituted for Vioxx, the other plaintiff was injured when dismissed prematurely consistent with the plan’s practice guideline.  Both were found to be removable and preempted.
1. The Court apologized for understanding that Pegram distinguished between medical and mixed judgment
a. In Pegram, the physician made coverage calls, was inextricably mixed with medical judgment, not meant to be preempted by ERISA
b. Traditional medical trust does not make medical decisions
c. Regulations re: full and fair review imply that benefits determinations include those involving medical judgments
2. Removal: Removable b/c are completely preempted.  Congress established an extensive civil enforcement scheme – is one of those provisions with such extraordinary preemptive power that it converts an ordinary state common law complaint into one stating a federal claim for purposes of the well-pleaded complaint rule
a. Plaintiffs claim that the claims were independent of ERISA because the are about quality of care under the Texas statute
b. BUT duties imposed by that statute do not arise independently of ERISA [that statute does not require the carrier to provide beneficiaries with services in the plan]
c. Can find preemption even where the exact remedy does not exist under ERISA – Congress’ policy choices to include some/exclude other remedies would be undermined if beneficiaries could obtain remedies under state law rejected by Congress
3. Preemption: Articulated that Dukes/Corcoran applied.
a. If claim is for quality of care/treatment, then it is not preempted [Dukes], can allege that the company was vicariously negligent [Boyd v. Albert Einstein] or corporate negligence re: quality [Jones v. Chicago HMO]
b. If the claim is claiming a benefit/coverage and exists as a result of ERISA plan, you cannot enforce a state law for injuries caused by the conduct of the payer [Corcoran]
4. This holding does not matter if the plan is self-insured or not, it does not turn on 514 preemption, rather, it is a question of 502 preemption because it deals with remedies under ERISA, blocks you from getting remedies that are not covered by 502 [Pilot Life]
vi. So now we are back where we began
1. Ginsburg’s concurrence in Davila indicates that the Court appears to conclude that ERISA 502(a) does not contemplate make-whole relief; the Court’s decisions deny extra-K damages, equitable compensatory damages, personal liability for K obligation to pay money
2. She notes that ERISA’s preemption creates a regulatory vacuum, urges Congress to take action
3. After Davila, courts began dismissing “mixed eligibility” claims and claims re: coverage rather than health care quality; essentially any case in which a state claim could be read as duplicating an ERISA claim and/or adding a remedy, the federal courts can be expected to dismiss
vii. Other theories on special liability standards for hybrid companies:
1. Bovbjerg: claims HMO health benefits may be considered not only, or even primarily, from the perspective of individual patients, but from the perspective of the enrolled population as a group
a. Malpractice should not be able to interfere inappropriately with HMO’s ability to cut costs in deciding what care to provide
b. Court’s case by case approach is not well suited to assess tradeoffs HMOs make to improve care in certain areas; community of HMOs is not likely better off with a customary standard – although many courts defer to the managed care industry
2. Competition advocates believe a plan could agree to limit tort law rights of subscribers to reduce costs
h. Pharmaceutical Benefit Management

i. Formularies may require actual patient injury before dispensing recommended drug
VIII. Health Information Privacy

a. Social and Legal Tradition of Protecting Health Information
i. Privacy is a critical precept of America’s core beliefs, goes back to 4th amendment
ii. Privacy of health information is paramount
iii. Historically states had privacy laws, due to the rise of HIT, Congress took action
b. HIPAA
i. HHS enacted HIPAA in 1996 because Congress failed to act within three years
1. deals with health privacy
2. also designed to begin process of electronic information age that we are now in
ii. HIPAA does NOT supersede stricter state laws, it is the federal floor of privacy protection
1. It does preempt state law that is contrary to it
2. Does NOT preempt mandatory state reporting laws [child abuse, infectious disease, etc.]
3. Does not shield health data for purposes of litigation
4. Does NOT address individual health records – i.e. Google Health – right now they are too rarely used to be regulated in a meaningful way; although it DOES provide that you have a right to view/copy your medical records [even if not allowed under state law]
5. Does not bar doctors from talking to patients or others that they pull into their “zone of privacy”
6. So, despite common perception, HIPAA does NOT create a total shield, deals with privacy NOT confidentiality
iii. HIPAA’s privacy rule is the result of two balancing tests:
1. Personal privacy vs. Flow of information [particularly pronounced due to HIT]
2. Need for uniformity vs. Custom and practice of state law
iv. It’s privacy rule applies to covered entities that transmit health information in electronic form – really a standard of conduct for providers than a right for information privacy for patients
1. Requires these entities to create and post operating procedures re: information privacy, in particular the transmission of health information to other people [certain things are outright prohibited, such as selling patient lists to marketers] 
2. Allows transmission of health information w/out the individual’s consent for purposes of: 
a. Treatment – doctor can transfer information if patient is referred to specialist
b. Payment – insurance company can demand health information in determining claims for payment 
c. Healthcare operations
 - health benefit plan can get the information to change coverage design, think about premiums, use by actuaries
 
d. Note that research is not included, even when it is really health services research [must get authorization to use]
3. A unitary standard applies regardless of the type of health information involved

v. Where authorization is required, it must include:
1. Specific and meaningful description of the information to be disclosed
2. Name or specific identification of the person authorized to disclose the info
3. Name or specific identification of the persons to whom the info can be disclosed
4. A description of each purpose of the requested use or disclosure
5. An expiration date or event
6. The signature of the individual and date
7. Required statements to place the individual on notice of his/her rights
vi. There are no private remedies under HIPAA
1. HHS is in charge of enforcement
2. the fact that the conduct violated HIPAA may be evidence that it violated the standard of care in a state cause of action
ANTITRUST
I. Purpose: 

a. The purpose of antitrust is to ensure competition
b. Antitrust regulates conduct not intent; illegal conduct:
i. Predatory competition – foregoing short-run profits for long-run market shares; only works between Ps/Ds at same stage of production [i.e. doctor v. doctor]
ii. Anything that stifles competition and causes economic injury
iii. Allege injury to the economic marketplace
c. The beneficiary is the consumer
d. Plaintiffs include: individuals, business entities, government bodies
II. Anti-trust is a difficult fit for healthcare

a. Concept of open and free competition rests on the availability of information about quality, composition, this is what makes the options real
i. However, in the health care field there are large asymmetries of information
ii. Although this information is increasingly been made available 
b. There is a whole realm of healthcare that deals with professionalism and quality; does not lend itself well to antitrust regulation; 
i. There is a hesitation to apply antitrust to a market that is essentially professional
ii. Success of the case depends on ability to have the court see it through your lens: economic conduct v. professional cannon – rarely cut and dry
III. Frankford

a. The ideal market under antitrust is many small, independent sellers
b. The market does not come close to this, the best that it can do is distinguish between good and bad aggregation 
c. Prefers vertical (i.e. managed care) to horizontal (i.e. physician arrangements); although managed care controlled by physicians is suspect
IV. History

a. Initially believed that antitrust did not apply to healthcare because were learned intermediaries
b. Goldfarb [1975]: antitrust applied to learned intermediaries because affected interstate commerce
i. AMA v. FTC: upheld FTC order condemning advertising ban and prohibition on the dissemination of pricing information by doctors as anti-competitive
ii. Once antitrust law fell on physician behavior [i.e. Maricopa County], created environment conducive to the creation of large, vertically integrated companies, meanwhile ERISA did the same thing on the demand side
V. Theories used to shield conduct of health professionals from antitrust:
a. Learned Profession exception

i. Third parties should not be able to interfere with professional conduct towards patients
ii. State licensing is sufficient to protect [self-regulation]
iii. Federal Anti-trust now applies to learned intermediaries [Goldfarb, AMA v. FTC]
iv. Although Wilk recognized that even after Maricopa County, etc., there is still a distinction between the application of these rules to professional v. non-professional conduct
b. McCarran-Ferguson Act


i. Ensures that insurance regulation is subject to state regulation
; as long as states regulate insurance, federal anti-trust law does not apply
ii. Only applies if the particular arrangement is considered to be insurance [Supreme Court’s approach in these cases is characterized as a mis-application of M-F Act]:
1. Insurance:
a. Apply to insurance companies
b. Spread risk
2. Royal Drug: Provider network arrangement between BC/BS not immune from Sherman Antitrust Act because was not an agreement for spreading of risk and was therefore not insurance
a. Dissent: argues M-F not meant to be restricted to narrow range of specified insurance company practices; when M-F was enacted, arrangements like this existed and were not treated as insurance
3. Pireno: Court held that contract between insurer and chiropractic association to determine if services are necessary was not immune under M-F because was not part of the business of insurance, a transfer of risk was complete when the K was entered into.  Test:
a. Whether practice has effect of transferring or spreading a policy-holder’s risk
b. Whether the practice is an integral part of the policy relationship between the insurer and the insured
c. Whether the practice is limited to entities within the insurance industry
d. Dissent: this is clearly part of the business of insurance because it deals with fair and efficient claims settlement, which is the heart of the insurance agreement 
4. Note that both the activities in these cases would undoubtedly be considered insurance today
a. Laws that require providers to K with AWP spread risk because it affects the control over insurance of the way they do business with insurers
b. Any law that affects the pricing of a product has to deal with insurance and spreading of risk
iii. State Action

1. Parker v Brown: affirmed state power to choose social arrangements other than competition, such as community rating, when regulating the health insurance industry; may have different interests than the federal government
2. Patrick v. Burgett: the state action must be an active review process, state must be involved in active oversight, such as:
a. Active monitoring to ensure that the peer review process has fair process standards in place
b. In case of adverse decision, an external appeal standard
c. Not sufficient that just rubberstamps actions
3. Price fixing, etc. is not a violation of federal antitrust laws if it is established and monitored by state law, i.e. Vermont clinics
4. This ( incentive to be a heavily-regulated industry to avoid application of federal antitrust law; although competitors cant set a rate, they can work with the state to do so; can be the best result for everyone
VI. Relevant Legislation 

a. Federal Laws [enforced by antitrust division of DOJ]
i. Sherman Act:
1. Section 1: prohibits Ks, combinations, conspiracies that restrain trade 
2. Section 2: prohibits monopolization, attempted monopolization, and conspiracies in restraint of trade
ii. Clayton Act [amended by Robinson-Patman Act]
1. Section 2: prohibits price discrimination between different purchasers of goods and services of like grade/quality where such discrimination may lessen competition
2. Section 3: prohibits exclusive dealing arrangements, requirements, contracts, and tying arrangements involving the sale of a commodity where the effect may be to substantially lessen competition
3. Section 7: prohibits mergers, acquisitions, or joint ventures that may substantially lessen competition or trend to create a monopoly in any line of commerce in any section of the country
a. Horizontal merger: between competitors
b. Vertical merger: between buyer/seller
c. Conglomerate merger: all other
iii. Federal Trade Commission Act

1. Section 5: prohibits unfair methods of competition – has been held to include all Sherman/Clayton Act violations; and
2. Unfair deceptive acts or practices, which includes false or misleading advertising misrepresentations to the public
b. State Antitrust Laws

c. One act may violate various antitrust laws
VII. Applying Section 1 of the Sherman Act

a. Must have an agreement that has an anticompetitive purpose or an unreasonable anti-competitive effect; i.e. conspiring with other providers to terminate teaching status of hospital
b. Can be considered under the rule of reason, which looks at:
i. Facts particular to the business
ii. Market share, relevant market
iii. Condition before/after restraint
iv. Nature of restraint and its effect
v. Whether motivated by legitimate outcomes [i.e. patient safety] or anti-competitive intent
vi. D can defend by showing pro-competitive effect
vii. This is a costly determination, involves huge clash of economic interests [lessened through use of per se rules, below]
c. Certain acts have such a pernicious effect that they are per se unlawful:
i. Price fixing [most important per se rule] – where you have competitors come together and agree to fix a price
1. Goldfarb [1975]: Supreme Court held Virginia Lawyers code of ethics rules setting prices was a violation of federal antitrust law
2. Arizona v. Maricopa County [1982]: held that a maximum fee schedule set by doctors was a violation of section 1 of the Sherman Antitrust Act because it had the effect of increasing physician fees/insurance premiums
a. Price fixing among horizontal competitors is presumed to be a violation of Sherman Act b/c it’s aim is to reduce competition
b. Doesn’t matter that it regulates professionals [Goldfarb]
c. Court disagrees that the per se rule should be reassessed for each industry, although they had to use a rule of reason analysis b/c there were more considerations than just price fixing
i. Would not consider the bare argument that they were professionals
ii. Could argue that it was necessary for patient care
d. Any pro-competitive effects that the arrangement had could have been better obtained by insurance companies; 
i. These people are not good at setting their own price ( skyrocketing prices
ii. If Congress wanted doctors to be free of price fixing exposure, they should pass a law
e. The court rejects the analogy to Broadcast Music because the doctors were not sharing loss and profit, the doctors are not creating a new product like the blanket license, they are just fixing prices
3. Kartell v. Blue Shield of Massachusetts: Conduct in question was the setting of maximum rates by BS.  Held: although antitrust law frowns on acts by third parties that prevent parties from striking an independent bargain, it is not a violation of antitrust law where the prices are fixed by the buyer
a. Buyers can strike bargains, i.e. cap prices or forego higher rates in exchange for direct payment
b. The law does not forbid buyers from using their market power to achieve this result
c. Although the real buyer is the patient, the law does not forbid the insurer to buy the services on their behalf; analogizes to a father who acts as an intermediary between the toy store and kid – ensure low price and high quality
d. Doctors claimed that this market interference prevented them from providing quality care [at higher prices]; but Wenberg had held the opposite
e. This action actually contributed to the general welfare b/c it kept premiums down
f. This signaled to insurers that they could use take-it-or-leave-it contracts
g. On the other hand, a horizontal agreement among competitors is typically unlawful b/c they prevent themselves from making independent decisions about the terms as to which they will bargain
4. St. Bernard Gen Hosp. v. Hosp. Serv. Ass’n of New Orleans: found price fixing and group boycott in different treatment of participating and non-participating hospitals 
ii. Market allocations – divide market or customers by geographic area or by product
iii. Group boycotts – unjustified collaborative action designed to injure or exclude a business from access to the market [more recent cases have applied rule of reason]
1. In re Michigan State Medical Society: violation where association linked demands to a boycott of Blue Cross-Blue Shield
2. US v Alston: collective negotiations by providers about payment procedures was not a violation absent threats of boycotts
3. Wilk [although if there is another motive, i.e. patient care ( rule of reason]
iv. Tying arrangement – agreement to sell tying product only on the condition that the purchaser buy the tied product
1. Jefferson v. Parrish Hospital: P alleged that the hospital illegally tied purchase of anesthesia to purchase of surgery
a. Not a per se violation
b. 5 Justices ( modified per se rule; 
i. Looked as whether seller had market power and could force to buy; 
ii. Found did not have enough market power even though there was a demand for independent anesthesia
c. 4 Justices ( Rule of Reason
i. Should condemn if the contract is for two separate products not sold in conjunction; P needs to show D is using market power to force anesthesiologists on patients to ( per se rule
ii. Rule of reason applies where there is no such evidence
2. It is hard to make successful challenges here, i.e. no market for pathology services without the hospital
3. one successful challenge: physician anesthesiologists convinced hospital to have an exclusive K with them to keep out nurse anesthesiologists
VIII. Professional Norms

a. This is where courts either get cold feet or are very respectful; lots of deference
b. California Dentists: the group had a number of guidelines about the ethics of advertising quality of care, required disclaimers about advertisements involving price.  
i. The FTC claimed that it was price fixing
1. Found that the organization did not allow members to compete on the basis of price
2. Wanted to apply a per se rule, mere existence of guidelines ( chilling effect on competition
ii. The court disagreed
1. when you are dealing with ethical cannons of a professional society, even those that potentially spill over onto pricing, the rule of reason must apply [unless they are blatant price fixing]
2. Cannons of the profession are generally given credit as long as they are reasonably defensible
iii. Whether the effect was pro or anti-competitive depended on how the case was viewed
1. FTC: rule created to prevent price-driven advertising
2. CDA: done to prevent deceptive advertising
c. Wilk v. AMA
: AMA set up a committee on quackery to deal with the people they opposed, considered chiropractic to be quackery, and engaged in a policy to run them out of practice. Error to apply a per se rule where there is evidence that the rule of reason should apply, i.e. patient care motive on part of medical cannon of ethics
i. There should be flexibility in the application of the rule to professionals to allow anti-competitive effect that is important to the proper ordering of the profession
ii. There is a heavy burden to justify anti-competitive actions; Ds must meet burden that the act was pro-competitive for the action to be considered reasonable
iii. Doctors could rely defense that patient care, but NOT public interest was their dominant motivating factor – private persons cant act as an extra-governmental entity
iv. The concern must be objectively reasonable [although on remand the jury found a concern for patient health, they did not find the concern to be objectively reasonable]
IX. Statement of Enforcement Principles
a. Horizontal Arrangements and Physician Services [DOJ/FTC Guidance]

i. The result of managed care is that doctors have to choose between losing money (participating) or losing patient flow (not participating); they are forced to accept prices well below what they would accept themselves
1. Insurance companies for self-insured plans would present doctors with take-it-or-leave-it Ks; primary care fees were cut because they did not have high-tech procedures and could not hold insurers hostage [i.e. Children’s]
2. Insurance companies were free to unilaterally change the contract whenever they wanted 
3. Doctors wanted to prevent these predatory practices; could not be done by attacking price fixing b/c vertical arrangements are less questionable
ii. To deal with this, CMS ( Statement of Enforcement Principles [1996], which set out ground rules for doctors to engage in collective action:
1. Allow physician network joint ventures to qualify for anti-trust safety zones; 
a. Requirements differ based on whether are exclusive; 
b. There are special rules for small markets
2. To qualify the ventures must actually share financial risk, such as:
a. agreement to provide services to a health plan at a capitated rate
b. agreement to provide designated services or classes of services to a health plan for a predetermined percentage
c. use of significant financial incentives for physician participants to use cost controls
3. If the venture falls outside the safety zone, it is assessed under the “rule of reason”
iii. These guidelines were seen as striking an ideal balance between doctors and HMOs – allows doctors to fix prices if related to ideas of professionalism, quality
iv. The last 12 years have been spent trying to figure out what they mean
b. If you are unsure, you can get an advisory letter:
i. Texas North Specialty: Found that the arrangement did not meet the integrated product test
1. Group negotiates with various insurers
2. Rather than use data on medical pricing to create a uniform price schedule, the organization sent around quotes from insurance companies to doctors, asking if they would ask the doctors if they would work for that price
3. the result was that any single doctor could set a price for them all – missed the point of the antitrust enforcement principles because was using the PPO as a conduit to horizontally fix prices on a doctor-by-doctor basis
ii. Greater Rochester IPA 
1. FTC advisory letter stated that the pro-competitive effects of HIT may off-set any anti-competitive effects
a. Would assess such arrangements under Rule of Reason
b. Not necessary to be part of a joint venture [the decision applied to non-risk contracts]
c. Recognized the pro-competitive effects of joint action by physicians where the result was to potentially create higher quality and more efficient care by making formal use of HIT in the provision of medical care 
d. FTC did note that the doctors did have some risk because they had to put in start-up money for the IT system, this was not a specific withhold agreement like a risk contract
2. Seen as advancing Bush’s HIT goals
3. Shows that the FTC is getting softer and softer on doctors
X. Applying Section II of the Sherman Act

a. Based on market power – can exclude competitors and set price
b. Monopoly Power: power to control price within the relevant market
i. This determination requires an assessment of the relevant market:

1. Product market: all products/services that consumers consider reasonable substitutes for one another
2. Geographic market: area of effective competition the seller encounters when they offer a product or service for sale
ii. Look at shares of competitors in relevant market; usually requires > 60% 
iii. Also look at:
1. Technological superiority
2. Relative size of competitors
3. Barriers to entry
4. Pricing trends
5. Homogeneity of markets
6. Stability of market shares over time
iv. To show unlawful monopoly, P must show was obtained by willful acquisition
v. Must show dangerous probability of success, requires >30% of market share
c. Monopsony: control of the market by buyers
d. Ball Memorial: court held PPO by Blues was not a violation of section 2 of the Sherman Act.  The court found that the relevant market was “health care financing,” and that the blues had market share but not market power because:
i. Blues could not block entry to market
ii. Their productive asset is money, which is easily produced and fungible
iii. They face vigorous competition – firms can easily enter into and out of this market
iv. Total sales is not enough to show market power
v. The doctors felt that they were losing money if they joined or losing volume if they stay out; but the court found that a primary injunction would be contrary to public interest because the PPOs kept premiums down
XI. Peer Review: challenge to application of antitrust law
a. assumption of professionalism is that the market/regulation are not good at regulating professional practice
b. Fear of antitrust litigation deters participation in peer review and staff privilege decision making processes 
i. Hospital lawyer cant represent the doctors b/c there is a conflict of interest
ii. Their malpractice premiums don’t cover this
c. Is a violation of antitrust law where [Patrick v. Burgett
]:
i. There is an agreement between 2+ doctors [not hospital and doctor because they are considered to be the same entity]
ii. Anti-competitive effects > pro-competitive effects
iii. Although can be defended by showing that there was active supervision by the state [state action doctrine]
d. BUT HCQIA: immunizes peer review from liability if action was taken:
i. In the reasonable belief that it was in the furtherance of quality health care
ii. After reasonable efforts to obtain the facts
iii. After adequate notice and a hearing or other “fair” procedures; and
iv. In the reasonable belief that the action was warranted
XII. Factors that led to the HMO Revolution

a. Huge rise in healthcare costs
i. Economic situation from 1975-1982 was dire – high inflation, recession – led the government to institute price controls, when they were removed, the price of healthcare shot through the roof, and the price of insuring workers went up as well
ii. There were a number of efforts to control costs that failed:
1. Hospital rate setting
2. Healthcare planning
3. Reforms in hospital/physician planning in the 1980s w/ Medicare
b. Alain Enthoven
i. An economist observed that the reason healthcare spending was out of control because the doctors set the prices
ii. Claimed to control costs, there needed to be a series of vertically integrated companies where the intermediary with the money and the doctors/hospitals are all united, single enterprise where they are working off a budget and the intermediary controls prices
c. ERISA

i. On the demand side, ERISA preempted self-insured plans from state insurance laws, which were very provider-driven
ii. Helped insurers argue against a lot of state regulation b/c their products are similar in self-insured/insured markets
d. Studies by Wenberg
i. Found no difference in health status where people got more or less expensive care
ii. Went right at the doctors, undermined that their professional judgment was paramount 
e. Antitrust law

i. Favors vertical arrangements over horizontal ones
ii. Maricopa County
 ( the court is essentially saying that HMOs would not be similarly limited in setting prices 
PAYING FOR HEALTHCARE
I. Introduction
a. Paradox
i. Healthcare is a special good – should be available to all
ii. No legal duty of care, millions of Americans without health insurance
b. Consequences of uncompensated care
i. Uninsured use healthcare much less often
ii. Has moral and ethical dimensions
iii. Large number of uninsured can destabilize a community’s health care economic base
1. delay in care may increase costs
2. high costs of premiums due to cost shifting
iv. Lax tax laws may allow non-profit hospitals to get away without providing uncompensated care; even if they do provide uncompensated care, the tax subsidy provides a net gain for the providers
v. Public hospitals/community centers face falling subsidies, rise in need, and intense competition for paying patients 
c. Healthcare is increasingly out of pocket – small amount of total healthcare spending, but huge burden on families
i. People without insurance can be charged highest prices of care
ii. Because hospital charges rose while net revenues kept pace with costs
II. Regulation of Terms of Payment is Bi-Modal
a. Terms of payment in Medicare/Medicaid are heavily regulated
i. MedPac created to advise Congress
ii. It is an administered payment program, the laws determine the benefits – quintessential state action – government figures out down to the minutia what we will pay for and how
iii. Easier to explain because it is more transparent
iv. Physician rate increases must be voted on by Congress yearly – there was a huge showdown in 2008, when it was financed by a cut in MA
b. Payment for private health insurance is not heavily regulated
i. This is really a free-for all, even though the terms of coverage are highly circumscribed by states
ii. There is certainly a difference in how different insurers pay
iii. Ks of private insurers are considered proprietary
III. Where can Universal Coverage Help?
a. Cost-shifting payment
i. If some providers have to absorb costs of uncompensated care, they hike rates for others
ii. This adds about $15 billion to the cost of health insurance
iii. Some reason to believe that universal coverage will bring this down [although it is a small portion of entire healthcare spending]
b. Mandatory coverage
i. Would bring in the people outside the system, many of whom are healthy and well-off
ii. Would reduce healthcare costs for everyone
PROVIDER PAYMENT
I. Terms of payment makes a significant difference in terms of access and use of care; 
a. i.e. very high deductibles, depending on what the exclusions are in the deductible, it may essentially foreclose access to care
b. the fact that someone is covered does not determine how much the provider will be paid
II. Insurers suck up revenues, in order to spend it within their budget, they must make a number of considerations:

a. What services to cover?

i. Benefit class: primary care, hospital, dental, vision, etc.
ii. Procedures/services within class
iii. Both private insurers and Medicaid may cover the same class, but recognize different procedures, i.e. they both recognize well-child care, but only Medicaid pays for:
1. Developmental assessment
2. Exams for kids offered in schools
iv. Each procedure is given a code (CPT/IDC
) grouped by disease/injury – if not given a code, it will not be reimbursed 
v. Can decide not to cover a “never” event
 or services that are per se unnecessary 
vi. Certain exclusions [i.e. intoxication exclusions] can result in people not getting the appropriate care – i.e. hospitals wont screen people for intoxication when they come into the ER after a car accident, even though that is the most effective time for an intervention, because the hospital would essentially be forfeiting payment; some states have enacted statutes that ban such exclusions based on this recognition and the desire to preserve revenues for ERs
b. Setting Payment Rate

i. Reflect the inputs that go into care:
1. Labor: nurse, doctor, receptionist, office manager, janitor, accountant, secretary
2. Supplies
3. Real Estate
4. Laboratory, other ancillary fees
5. malpractice insurance
6. licensing fees
7. continuing medical education 
ii. Certain facilities may incur costs that payers don’t recognize
1. Indirect costs of residency

2. Costs associated with high volume of uncompensated care – uncollectible bills

3. Costs associated low income patients – tend to be more costly
 
4. So what the doctor charges and insurer pays are not the same
iii. Payment rates may signal social priorities in health care
iv. Medicare sets the rates each year via regulation [RBRVS]
v. Insurance companies do this on their own [influenced by RBRVS], largely unregulated
1. some pay large bonuses, others don’t
2. there are huge variations in rates
3. it is not the case that private insurers are always the worst payers
a. health care center payments are lower, have higher deductibles and co-pays
b. Medicaid is a terrible payer in some states + doctors cant balance-bill
vi. Resource Based Relative Value Scale was enacted by Medicare to increase primary care, but b/c it does not insure price adjustments over time ( shortage of primary care 
vii. Whatever rate is chosen ( constant battle
c. Selecting Payment Method

i. Fee for service ( incentive to furnish care
1. Requires use of claim form
2. lets insurers know that they are getting what they pay for 
ii. Case payment ( incentive to provide more efficient care
1. Over the past 25 years, prospective payment has increased in sophistication
2. Gets paid for each patient based on Diagnosis Related Group (DRG) [pairings of procedures] based on characteristics of the patient
3. the case rate increases as the problems that the patient has rise
4. May be paid extra for add-ons, DSH, outliers
5. Rewards hospitals that are more efficient 
6. Because there is no claim form, there is less of a paper trail to show that insurers are getting what they pay for; although they do audit providers occasionally, generally have to take provider’s word for it, not ideal considering that fewer than ½ of Americans get the recommended care
7. Question #1 can make a huge difference on the case rate, i.e. if mental health services are/or not covered, makes a difference for rate of someone with mental illness 
iii. Capitation
1. Per member per month – blended rate for all members
2. Physicians become mini-insurers – particularly risky for small providers 
III. Pay for Performance

a. Related to the issue of transparency, information 
i. Although too much information can be bad, result in price fixing by insurers 
ii. FTC has been adamant not to require information that consumers cant use
b. Goals are to eliminate:
i. Misuse – i.e. off-label use of drugs
ii. Over-use – i.e. too many tests
iii. Under-use – screening to avoid expensive care later
c. The government pays for ½ of healthcare; has started pilot programs around pay for performance, i.e. not paying for never events or defective medical products
d. Private insurance uses money, tiering as an incentive for quality
i. Bonuses, i.e. if give appropriate care to diabetics
ii. Penalties
iii. Put at higher tier
1. Reduce co-pays for doctors in certain tiers
2. Doctors in lower tiers are unhappy
a. Could be argued that it helps them by providing them with an incentive to do a better job
b. An incentive to rely on the concept of evidence-based medicine
3. AG of NY argued that these plans are anti-consumer, but could be argued that it is pro-consumer because it gives the consumer more information
b. How can you make P4P fairer?
i. Involve doctors in how you set the rates, what are the criteria they will be judged on
ii. Also, give them a due process to challenge decisions 
SPECIAL ISSUES FOR MEDICARE AND MEDICAID
I. Disproportionate Share (DSH) Payments
a. Medicare and Medicaid recognize the cost of uninsured in the system

b. Medicare DSH: to cover costly, poor elderly
i. Certain hospitals are designated as disproportionate share hospitals b/c treat a disproportionate share of low-income Medicare patients

1. To calculate the # of low income Medicare patients, CMS looks at Medicaid as a proxy [because Medicare is not means-tested]

2. Calculated as: [total Medicaid-eligible people served] / [total served]
ii. Adena Regional Medical Center: appealed denial of Medicare DSH payments by CMS for inpatients receiving care under Ohio mandatory charity care program 

1. In Ohio, DSH payments for Medicaid are based on: [Total Medicaid + Low Income] / [Total Served] – Ps used this to argue they could count low income for Medicare DSH, too
2. The court looked at CMS’s denial of the payments under Chevron [deferential]

a. [1] Has Congress directly spoken on this issue?

i. Yes – Medicaid is clear, can only extend Medicaid to certain eligible groups

ii. The low income people in the Ohio program were in that program b/c they could not qualify for Medicaid, therefore were not “eligible for medical assistance” under Medicare
iii. The purpose of the Ohio law is not to convert those people to Medicaid beneficiaries, but to attach a payment to them

iv. The hospitals argue that Ohio had the Medicaid plan approved, which gives DSH payments to these low income people, but this is a weak argument, the plan does not consider these people to be recipients of Medicaid; Medicaid allows plans to adjust rates to account for uncompensated care
b. [2] If ambiguous, was CMS’s interpretation reasonable?

i. Didn’t really have to get to this question

ii. If they had, the court would defer unless the Secretary’s decision was arbitrary

c. Medicaid has its own DSH: to cover cost of uninsured 
II. Bad Debt: 

a. Medicare also recognizes bad debts as a cost of healthcare

b. This is due to strong lobbying – Hospitals argued that they did not want to make aggressive collection efforts against the poor elderly

c. Medicare has high deductibles and co-pays, not met by people in the middle b/c:

i. Very little income

ii. Too “rich” to qualify for Medicaid

iii. Too poor to be able to afford Medigap

d. Represents a deal struck with hospitals; Medicare will pay these costs, but only after reasonable collection efforts
e. Battle Creek: Hospitals wanted Medicare to pay for bad debts even while they were still pending at the collection agency.  
i. Medicare Act requires 4 elements for bad debt payments:

1. Must be from covered benefits

2. Reasonable collection efforts

3. Uncollectible

4. Sound Business Judgment established was uncollectible – this was the crux

ii. Secretary ( a number of regulations about reasonable collection efforts

1. Must use same tactics as use for non-Medicare patients

2. Suggests sending claim to collection agency [must do that if does so for other patients]

iii. Secretary ( guidance that there was a presumption of uncollectibility after 120 days

1. Hospitals wanted to collect from Medicare b/c 120 days had passed – argued would pay back Medicare if received money from collection agency

2. But court found was reasonable for secretary to conclude that as long as have debts in collection, cant recover b/c would not be sound business judgment otherwise; 120 day presumption does not relieve provider from having to fulfill reasonable collection requirement
3. Medicare is not a cash cow that advances money to hospitals 

f. This case illustrates the difference between manuals and regulations – the latter gets more deference

g. It might have come out differently if the hospitals had a differential collection policy 

i. Try to collect loner for private individuals

ii. Cut off after a while for elderly b/c the purpose of the program is to avoid harassing these people

iii. But here the hospital tried to have it both ways, and they lost

III. Medical Necessity
a. To qualify for Medicare payments, a provider must show that products/services were medically necessary

4. Medicare pays the provider

5. If later founds out that it was not covered, will reassess and recoup funds

b. They are required to submit Certificates of Medical Necessity (CMN)

i. Not a complete document, can only include certain information

ii. The Secretary can look beyond the certificate to find that it was not necessary [Maximum Comfort] based on the language of the statute [Chevron step 1]

iii. Although suppliers can be excused from liability if they had no reason to know that it would not be covered [42 USC 1395pp(a)(2)] 

iv. But providers are deemed to have constructive notice of a directive that they were required to provide more documentation than just the CMN
SPECIAL ISSUES FOR PRIVATE INSURANCE

I. Provider Access to Health Insurance Markets: Selection and De-selection
a. Being a member of a network has invaluable benefits
i. Potentially higher in-network payment rate
ii. Eligibility for bonuses and incentives
iii. Referrals from other network providers
iv. Protection against having to collect very high out-of-pocket cost-sharing amounts owed by patients who must absorb out of network financial penalties
b. Contracts with network are at will
c. Health Benefits Service Companies want broad discretion to determine who is in the network
i. Providers have fought back with any willing provider laws
ii. Potvin: CA Supreme Court barred the use of no-termination clauses in managed care provider network Ks
d. Fair Procedure Doctrine Applies to Exclusion

i. Standard: as pertains to doctor lists, insurer must have market power so substantial that exclusion impairs the doctor’s ability to practice
ii. Palm v. State Compensation Ins. Fund: Palm was excluded by the largest workers compensation insurance provider in the geographic market.
1. Found Fair procedure doctrine applied because:
a. Insurer had a very large percent of the market
b. P was also unable to contract with employers that were not in the network because: 

i. D steered non-PPN plans to use network doctors, and 
ii. Non-D plans did not want to K with P b/c he was not “on the list”
c. Although the # of employees treated by P grew, it was due to unsustainable price cuts and aggressive marketing
d. Therefore had sufficient market power to influence ability of P to practice in the market
2. Did not comply with fair procedure
a. Fair procedure can be violated if:
i. No notice with opportunity to respond; OR
ii. Arbitrary and capricious
b. Court looked at the second – found the D had only arbitrary reasons, or reasons that were unsupported by evidence
II. Any Willing Provider Laws

a. Typical Any Willing Provider (AWP) law requires all health insurers to be ready and willing at all times to enter into service contracts with all health care providers who are qualified under state law, who practice within the general geographic area served by the insurance company, and who are willing to meet the terms and conditions set forth by the insurer
b. Roughly ½ of states have these laws
i. Largely for pharmacies
ii. Increasingly extended to health care providers
c. Pros: without law ( threat to physician’s ability to practice
d. Cons: undermines cost control mechanism
e. Even without these laws, there may be fair process requirements in selection/de-selection
i. Concern is that doctors might be excluded that have sicker/poorer patients
ii. Minority physicians allege discriminatory treatment b/c are less efficient 
III. ERISA Preemption And Provider Payment

a. Davila ( 2 part test regarding preemption; a claim is within the “scope” of ERISA if:
i. [1] individual is entitled to such coverage only because of the terms of the ERISA-regulated employee benefit plan; and
ii. [2] where no legal duty independent of ERISA or the plan is violated
b. ERISA 502 ( exclusive remedies if found to be within “scope of ERISA”
c. Usually a provider steps into the shoes of a beneficiary, 
i. Cant sue plans for payment unless there is a valid assignment 
1. where there is no assignment, can sue insurer [and patient] under state law for payment [cant get more than what the plan would have paid under 502]
ii. If there is an assignment, is limited by ERISA remedies
1. this is the case where you are trying to get a prompt payment
2. even where the provider has assignment, if there is a misrepresentation that a certain thing is covered but is not, you are not an assignee for that covered benefit, can sue under state law [i.e. negligent misrepresentation] – there are a lot of these cases, providers keep winning [even though beneficiaries have no remedy]
d. Franciscan Skemp v. Central States: claim of misrepresentation that arose when the plan told the doctor that the procedure was covered but not that the patient had stopped paying COBRA payments and was therefore not covered.
i. Not preempted because: 
1. The doctor is not bringing it as the patient’s designee [did not accept assignment]
2. She was not a member of the plan
ii. The claim is based on a conversation with an insurer, not the plan itself
iii. The misrepresentation claim is defined by WI state law, not ERISA
e. Also, once a provider leaves network, can sue plan directly, i.e. when plan continues to pay in-network discounted prices
f. There is not preemption if the claim really arose under the subscriber agreement, not the plan:
i. Passock Valley: Where the dispute concerns the subscriber agreement, not the plan, the claims are not preempted.
ii. Anesthesia Care: No complete preemption even though medical providers received assignments from beneficiaries of ERISA plans b/c the claims really arose
iii. The dispute is not over the right to payment, but the amount – depends on terms of provider agreement to which ERISA beneficiaries are not party
g. Why are courts willing to parse federal and state law for providers??
� Note that legal counsel in this case messed up by not naming the hospital as the defendant b/c hospital licensing standards and regulations would have applied.  Also, did not use medical experts, which would have benefited plaintiff’s claim.  If they had fleshed out the record, New Biloxi might have controlled.





� Medical system only recently desegregated – was de jure segregated in South, de facto in North.  Title VI prohibits discrimination on basis of race/national origin (but not indigency); Hill-Burton prohibits exclusion for insurance status or for nonreferral by local physician; can’t run hospital in discriminatory fashion, i.e. requiring payment upfront.


� The purpose of staff privileges is to keep down population in hospital and to allow doctors to continue to decide who to treat.





� Hospital didn’t want to do this b/c rate of reimbursement low, would have to wait to be paid back.


� Important to note that the Senate was under Republican control, House was under Democratic control, and Reagan was president when enacted.  Was passed into law immediately, which shows the level of consensus about the fact that if the federal government builds hospitals, at least the hospitals can abide by duties imposed by EMTALA.


  


� Mr. Morgan was uninsured, admitted to ED after falling out of a tree and sustaining serious injuries.  Was released 12 days later without MRI, died that night.





� Woman finds out during pregnancy that fetus has anencephaly (no brain above brain stem), decides not to abort for religious reasons; when she gave birth, the baby stopped breathing, mother wanted respiratory support rather than just “comfort care”; physicians put baby on respirator even though violated standard of care; baby stabilized, went to nursing home, but would stop breathing and come back to ER; Hospital filed lawsuit for declaratory rule that not required to provide respiratory support to Baby K because violated standard of care.  





The lower court denied hospital under EMTALA and baby doe law, which declares it to be a violation of civil rights laws covering people with disabilities to withhold life-sustaining treatment from infants with disabilities.  This decision was very controversial.  The fourth circuit upheld decision solely under EMTALA.





� The word “appropriate” is what triggers the discriminatory analysis under the screening requirement.  





� Although isn’t it true that professional standard of care is a sum of its numerous parts?  One of the factors that helps to determine the standard is the patient’s overall health, chance of survival and underlying condition.  The approach taken by the court is a false sense of medicine because there is not just one standard of care for everyone.  That said, EMTALA does not make an explicit exception for the standard of care, just requires that all cases be stabilized so that doctors are not making life or death decisions during the course of the emergency – EMTALA prefers life.  One could argue that anencephaly is different because they were never really conscious, but this could lead to a slippery slope and our society is not comfortable with drawing nuanced distinctions regarding the allocation of resources. 


� Baby born, developed complications, on-call specialist not available.  The hospital decided to transfer child to specialized care, which was not available and the baby died.  Although the mother presented herself at ER to give birth, the emergency arose as an inpatient.


� Although in this case, rule had not been in effect when D violated EMTALA.





� Think of Thompson – needed surgeon to stabilize, but hospital had no obligation to require on-call specialists an no need to have a plan to transfer.  


� Medical care not part of Title II because are not considered part of public accommodations.


� Around the time, there were a number of conditions Congress was considering excluding in amendments to ADA, including HIV.  The final conclusion was that it would not be excluded, but there were increasing numbers of people w/ asymptomatic HIV.  DOJ regulations found HIV was disability for purposes of ADA b/c impaired essential life function of reproduction.  





Around the same time, there were a number of incidents that occurred, one had to do with transmission in the context of dental care.  Due to mounting concern in the medical community surrounding this issue, the CDC issued universal precaution guidelines to reduce the insignificant risk of transmission.





� Important Note: the law often turns on medical evidence – but the evidence is often, in the eyes of the law, very weak.  This is a tremendous dilemma in health care law.  In this case, there was a lot of politics that made the science more suspect.  Rehnquist was worried that the public health agencies, in wanting to have HIV patients treated, were putting health workers at risk.  Furthermore, these studies were not randomized control trials nor independently replicated.  But if we waited for the gold standard no one would do anything.


� Was enacted during wage freezes of WWII.


� You are an n of one  - you must take a physical.  If you have certain conditions, you will have to pay a higher premium, if you have others, you may be excluded from coverage altogether.  Makes it very hard for those people who actually need insurance to get it.





� HIPAA was designed to reach this, but only in small group market.  The individual market is still really only regulated at the state level.





� Wife applied for health insurance and left out her husband’s conditions.  She could have been insured under employer but then could not see family doctor.  Application did not ask for husband’s health information and the broker didn’t have a very penetrating conversation with her.  They were rated as one of the best customers, but then her husband gets sick and they are sent to the investigation unit.  





� For example, must cover minimum days in mental hospital, maternity care.





� The insurance company used the term “ancillary care” to refer to everything but room and board, whereas its common meaning would imply that it excluded only things that came along with the surgery, but that the surgery itself was covered.  Such care was excluded for all inpatient stays of longer than 24 hours.  Bartkis ended up with a bill for almost $10,000.





� She was able to show that she had emotional distress and complicating health problems and did not have insurance, which led to a substantial judgment.  It could be argued that this was good because otherwise the insurance company wouldn’t “feel it,” but it raises premiums for everyone else.  





� Under assignment, the doctor steps in your shoes and sends the bill to the insurer and you pay the co-pay.





� The balance bill is the different between the [assignment] and [bill + co-pay].


� House had classic preemption, which states that when state and federal law conflict, the federal law prevails, but where federal law is silent, state law applies unless federal power is considered plenary, i.e. foreign affairs, war making, protection of the borders, other things that need a national response.  





� The provision was due to a confluence of interests of national unions and national corporations along with the belief that we were on the verge of a national health care system. 





� Flight attendant class action – Delta furloughed flight attendants when pregnant so that no longer had benefits, and even if they did, their coverage didn’t cover pregnancy care.  The NY law said that the employers could not discriminate in terms or conditions of employment against pregnant women.  This was the court’s first interpretation of 29 USC 1144.





� The surcharge was used to: subsidize Blue Cross premiums, for graduate medical education at the hospitals, and to subsidize Medicaid. 


� To satisfy McCarran-Ferguson factors, the law must: have the effect of transferring or spreading the policy-holder’s risk, it must constitute an “integral” part of the policy relationship between the insured and insurer, and it must be limited to entities within the insurance industry.





� KY law provides that “a health insurer shall not discriminate against any provider who is located within the geographic coverage area of the health benefit plan and who is willing to meet the terms and conditions for participation established by the health insurer, including the KY state Medicaid program and Medicaid partnerships.”  Any “health benefit plan that includes chiropractic benefits shall…[p]ermit any licensed chiropractor who agrees to abide by the terms, conditions, reimbursement rates, and standards of quality of the health benefit plan to serve as a participating primary chiropractic provider to any person covered by the plan.”


�  “A group health plan and health insurance issuer offering group health insurance coverage may, with respect to a participant or beneficiary, impose a pre-existing condition exclusion only if: (1) such exclusion relates to a condition (whether physical or mental) regardless of the cause of the condition, for which medical advice, diagnosis, care or treatment was recommended or received within the 6 month period ending on the enrollment date; (2) such exclusion extends for a period of not more than 12 months (or 18 months in the case of a late enrollee) after the enrollment date; and (3) the period of such preexisting condition exclusion is reduced by the aggregate of the periods of creditable coverage applicable to the participant or beneficiary as of the enrollment date”





� “a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date or enrollment for coverage whether or not any medical advice, diagnosis, care or treatment was recommended or received before such date.”


� Employs between two and fifty employees.


� NOTES: de novo standard was not a characteristic of trust law.  If the court thought arbitrary and capricious standard was so bad, why did it allow plans to substitute that standard through contract?  The rationale for the de novo standard in Firestone is to keep the same standard of review of employee benefit plans as before ERISA and to protect employees.


� Woman becomes disabled, needs coverage under ERISA disability policy.  MetLife conditions coverage on application for SSDI, which she doesn’t want to do otherwise because does not want to be labeled “disabled.”  After was found disabled, MetLife denied her coverage because not disabled.





� The answer is less clear when a plan administrator is not the employer, but a conflict still exists because the employer’s own conflict may extend to selection of insurance company to administer the plan.


� Ethan was born with cerebal paulsy.  He was receiving physical therapy but then Travelers reduced his benefits.





� Mrs. Krauss needs double mastectomy and reconstruction.  She gets a certification to go outside network – she had paid extra money to buy a supplemental certificate of coverage go outside of the network.  The supplemental certificate of coverage allows her to see a physician of her choosing – provides that the coverage must be paid out of pocket, and then get paid back.  Out of network she got: surgery, private duty nursing care based on doctor’s recommendation, reconstructive surgery.  They paid $50,500, Oxford sent a check for $30,000 based on Health Insurance Association of America [now Ingenix] rates, which are set using huge computer programs that sort through insurance claims to see average prices paid in your region.  Out of network doctors will tend to charge a higher rate, as was the case here.  The Krausses mounted a campaign to get the $10,000 back – was a matter of principle b/c likely cost them way more.





� In February 2008, NY underwent state-wide review of insurance practices. AG Cuomo ( press release re: use of Ingenix, Inc. by insurance companies to perpetrate fraud in setting of reimbursement rates for out of network care.  Sent subpoenas to insurance companies re: how set UCRs.


� WHCRA was a special act that required that women stay in hospital and reconstruction is covered for medical reasons.  Act provides that must provide coverage for all states of reconstruction of breast after mastectomy.  All of these acts do the same thing – Title I amends ERISA; Title II amends PHS Act [authorizes federal programs to fund state public health services].  Krauss brings claim under ERISA because creates private right of action under ERISA 502.  If not ERISA plan, look to state law to find right of action.  If all else failed, might cite supremacy clause citing WHCRA.


� EEOC ruling appeared to say this type of limit would violate ADA; would only be legal if based on actuarial data [that was outlier, much more expensive to treat].  Section 501 of the ADA says there can’t be subterfuge [ordinary actuarial determinations allowed unless there is evidence of subterfuge, i.e. policy set at rate that people with that condition cant benefit from policy].





� The court is satisfied that they are merely offering a plan – but the purpose of the cap is not to save money, it is to dissuade people with AIDS from buying these plans. 


� At the time, there was no such thing in Medicare.  Congress did not have prior authorization because Congress is slow and without it they avoided a lot of costs because people like Ringer never got surgery.  There is a process for prior authorization, but it was not enacted until well after it was clear that prior authorization was an important stage.


� The statute required the director of welfare to “render such aid and material assistance as he may in his discretion after a reasonable inquiry, deem necessary to the end that such person may not suffer unnecessarily from cold, hunger, sickness, or be deprived of shelter pending further consideration of the case.” 


� Was initially called “Aid to Children” and has since been replaced with TANFF.  It was set up to cover people who would never qualify for Social Security because they had never worked, i.e. widows and their dependent children.





� The Bush Administration tried to curb these state practices over the years by redefining intergovernmental transfer, but doing so would unravel public financing of health care at the local level.  The attempt was enjoined by Congress.





� Based on net income and countable assets.  States can give SCHIP to poverty level children by taking into account a family’s shelter costs and work expenses when calculating the family’s income. 


� MEDCARE was the claims administrator.  They had a network of doctors and they were running clinics at the Robert Taylor Homes and Cabrini Green, areas where there is very little access to health care.  They were having troubles because the state was slow in making payments and the HMO was in turn not paying the doctors, who were complaining to an IL state senator.  The state considered this mismanagement so egregious that it immediately backed out of the K.





� The case would be different if it were for termination of Medicare funding because you would have to bring your claim under 405 [IL Nursing Homes v. Shalala].  


� This may not have been the best weighing of equities.  There was no assessment of the quality or access of care.  The HMO was not paying doctors, they may have walked leaving the beneficiaries with Medicaid cards that were essentially useless.


� There is a gap between statutory promise and reality because governments don’t want to pay costs of meeting human needs.  There are three possible judicial responses to this gap: (1) confirm that the statute creates rights and close the gap; (2) confirm that the statute creates rights and deny that it exists; and (3) close gap by denying statute creates rights, this foregoes appearance of caring about the values of the statute and gives more power to the executive.  


� This statute dates from the Civil War, was a federal statute that Congress enacted to permit enforcement of Constitutional rights [rights, privileges, immunities guaranteed under law].


� It was good that the plaintiffs were providers because it made Medicare look less like welfare.


� As opposed to precautory, a generalizable term that does not have expectations, such as that society should treat people with disabilities better – not binding.


� Only two remedial schemes are sufficiently comprehensive to supplant 1983 – Water Pollution Act, Education of Handicapped Act.


� It did de-bunk Thomas’s theory that Medicaid is unenforceable because it is a K with the states [just because the relationship is in the nature of a K, does not mean that it is not enforceable].


� Many believe that quality can be improved though health IT [Riesman] – bring together health information, provide doctors with relevant, up-to-date scientific information re: appropriate treatment, avoid prescribing drugs with contraindications [creates issues of privacy].


� Doctors are expected to act as reasonably prudent doctor in same or similar locality.  Specialists, however, are governed by the national standard.


� Why had JCHO not required it?  They may have been concerned that if they required it, that hospitals would be held to this standard.  There are a lot of emerging technologies, cant consider them all and require them.


� That the doctor’s negligence caused diminishing of P’s likelihood of a more favorable outcome.  


� The infamous Tuskegee study was a long-term study regarding the effects of syphilis in African American men.  Syphilis is a terrible disease with an acute episode that is followed by a dormant phase during which, it can manifest itself in many ways.  It is easily treated with penicillin.  There were a series of studies out of Norway that white people got syphilis and it attacked organs below the neck, but African people got it and it attacked their brains and made them stupid – a eugenic theory.  The Public Health Service had run treatment sites in poor areas in the South, but they ran out of money and decided to do a study based on the Norwegian study.  They went out of their way to make sure that they did not get treatment and subjected the men to horrible things, such as repeated spinal taps.  The entire incident came to light in 1969 when a health worker who had been indoctrinated by PHS not to tell told reporters.  This resulted in the standard for human research in the US and was a factor in determining the duty of informed consent.  


� Patient safety work product is defined as three types, does not include medical records.


� Under common law, when you borrowed someone’s servant and you managed to cause an accident with them, then you, not the servant’s owner, are liable.


� CMS can review the accrediting standards after it became clear in several GAO reports that the standards were actually pretty lax.


� The best known example of this is the Libby Zion story where the daughter of a New York Times reporter got sick on Thanksgiving and was taken to the hospital.  There was no one on duty other than residents who had been awake for 130+ hours.  No one attended to her, just strapped her to gurney and she died.  There was a huge investigation, which resulted in NY licensing board passing a standard that residents can only work for 80 hours/week.  





An additional story is that of Jonathan Larson, author of Rent.  He went to the hospital complaining of pain, had no insurance, was sent home twice, and died of an aortic aneurism that was a foot long.  All that happened was that the hospital as fined $6000. 





� Acute myocardial infarction, pneumonia, diabetes, breast cancer, stroke/transient ischemic attack/atrial fibrillation, congestive heart failure.


� MedPac issued formal recommendations for P4P and Medicare/Medicaid already have demo projects, such as: 


The DOQ-IT, which promotes Electronic Health Records to increase quality and safety.  


Medicare Care Management Performance Demonstration is a P4P pilot to promote adoption of Electronic Health Records.


Physician voluntary Reporting Program, which reports to CMS feedback to improve services.


Providers get a tax relief to participate in these demonstration projects.


� Note that these factors actually may be closer to showing actual agency rather than ostensible agency.  It is not clear how much “holding out” there is by an IPA HMO like the one at issue in Boyd because the patient does not go to the HMO building for care, there is very little presence of the HMO.


� Note that Jones was a Medicare beneficiary.  In Illinois, enrollment in a Medicaid managed care plan is optional.  She opted to join because they came door to door to solicit.  This technique is done largely to see whether the potential enrollees have health conditions – is a form of cherry picking.  It is also used to make quick sales and overcome problems of illiteracy.  Now there are guidances on this – don’t permit hard sales tactics or efforts to get people enrolled who don’t understand the plan.  





In other states, such as DC, the plans have autoenrollement.  The plans make a lot of money in this way because people may not know they are enrolled, the plan gets a fixed fee for these people even though they are not exercising any of their benefits.  Although autoenrollment is not all that bad because the plans are not really that different – they are highly regulated and the doctors tend to be the same in all plans because there are so few doctors who take Medicaid.





� The doctor had 20 contracts with HMOs, was in solo practice, accepted fee-for-service patients, and was working out of two offices.  Overall, he had 6000 patients.  The K with the state of Illinois required him to have a maximum of 2000 patients, and CMS had a federal cap at 3500 [these are all for pediatric doctors – kids tend to take a lot of time].  He was getting a capitated rate for each patient, making lots of money.  Perhaps the most scandalous thing was that Illinois did not actually check whether the plan had a network.    





� Here the doctor had been too busy to see the patient and she was unable to go to the hospital without his go-ahead.  The child ended up with permanent disability as a result.  The doctor was clearly liable, but what about the HMO?


� Key paragraph from Corcoran: “although we disagree with United’s position that no part of its actions involves medical decisions, we cannot agree with the Corcorans that no part of United’s actions involves benefits determinations.  In our view, United makes medical decisions as part and parcel of its mandate to decide what benefits are available under the Bell plan.  As the QCP [benefits reviewer] booklet concisely puts it, United decides ‘what the medical plan will pay for.’  When United’s actions are viewed from this perspective, it becomes apparent that the Corcorans are attempting to recover for a tort committed in the course of handling a benefits determination.  The nature of benefits determinations is different from the type of decision that was at issue in Pilot Life, but it is a benefit determination nonetheless.  The principle of Pilot Life that ERISA pre-empts state law claims alleging improper handling of benefits claims is broad enough to cover the cause of action asserted here.”





� Although this creates a problem because it eliminates the check on medical decisions in the burgeoning Utilization Review system, creates a tension between the interest of beneficiaries to get paid and the interest of the plan to have money, which is exacerbated with prospective review, and this presents an issue that Congress did not consider when it passed ERISA because these mechanisms did not exist.  


� Also allows the information to be transmitted to the individual, family members and others involved in care as long as the individual is given the opportunity to object, when is secondary to a permitted disclosure, for national priority purposes (health care oversight, public health, research, law enforcement, when required by another law.





� The EMPLOYER cannot access it.





� Although psychotherapy notes are subject to a different standard.


� §1011 Congress hereby declares that the continued regulation and taxation by the several States of the business of insurance is in the public interest, and that silence on the part of the Congress shall not be construed to impose any barrier to the regulation or taxation of such business by the several States.





§1012(a) … The business of insurance, and every person engaged therein, shall be subject to the laws of the several States which relate to the regulation or taxation of such business. 


(b) No Act of Congress shall be construed to invalidate, impair, or supersede any law enacted by any state to regulate the business of insurance, or which imposes a fee or tax upon such business, unless the act relates specifically to insurance: Provided  That * * * the Sherman Act * * * shall be applicable to the business of insurance to the extent that the business is not regulated by state law.


� This case involved the boycott of chiropractors by the AMA and other medical associations.  AMA ethics rules forbade doctors from working with chiropractors, and JCAH threatened to revoke licenses of hospitals that worked with chiropractors.


� Physician was member of clinic and had staff privileges at hospital; both were composed of the same small town doctors.  He was asked by the partners at a clinic to become a partner, declined and decided to start his own clinic.  When he did this, the partners wanted to strip him of staff privileges at the hospital.  


� The court notes:


“The foundations are not analogous to partnerships or other joint arrangements in which persons who would otherwise be competitors pool their capital and share the risks of loss as well as the opportunities for profit.  In such joint ventures, the partnership is regarded as a single firm competing with other sellers in the market.  The agreement under attack is an agreement among hundreds of competing doctors concerning the price at which each will offer his own services to a substantial number of consumers.  It is true that some are surgeons, some anesthesiologists, and some psychiatrists, but the doctors do not sell a package of three kids of services.  If a clinic offered complete medical coverage for a flat fee, the cooperating doctors would have to type of partnership arrangement in which a price-fixing agreement among the doctors would be perfectly proper.  But the fee agreements disclosed by the record in this case are among independent competing entrepreneurs.  They fit squarely into the horizontal price fixing mold.”


What the court is describing here are HMOs, noting that they would not be similarly limited in setting prices.


� There is an International Classification of Diseases for each field of providers.  This breaks down all of healthcare into procedures, each is a piece of healthcare, i.e. basic office visit [short/medium/long], certain tests/exams/assessments/guidance may be layered on top of it.





� Congress authorized CMS to adjust Medicare payments to encourage prevention of Hospital Acquired Infections.   CMS adopted a policy of measuring performance, using payment incentives, public reports of performance.  The result is that the treatment of these infections is not paid for.





� Cost of training residents falls on hospitals.  The Medicare program specifically recognizes a cost related to graduate medical education – both direct [cost of training] and indirect [inefficiencies – order more tests, do things several times, have to re-do things they mess up].





� Medicaid pays for bad debt, private insurers don’t work like that.





� Some of these costs are covered by Medicaid.  It must pay reasonable cost of care, therefore there is an express payment for indigent care.
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