I. Health Law
II. Introduction

A. Access 
B. Costs ( in 2002, we spend 14.9% of GNP on health care!  Through the 1990s, health expenditures as a share remained fairly constant, since then, they have gone up again
1. We spent over $5,000 per person on health care in the US.  In recent decades, health care costs increase faster than consumer price index
2. What do we spend all that money on?  1/3 – hospital. services, 1/5 – physician services, 10% - prescription drugs (have doubled recently, services have gone down)
3. Who pays?  In 2002, it was 36% private health insurance, 19% Medicare, 17% Medicaid, 16% out of pocket
4. In recent decades, Medicare has been bigger than Medicaid, but it’s expanding
5. We spend a lot more than any other country (Germany – 59% of what we spend per capita, Britain – 39% and they provide universal health care!)
6. Costs create huge problems!   For individuals, for businesses, for state gov’ts – can be the largest budget line, for fed, gov’t
7. Financing is incredibly complex, but also key to understanding the issues
C. Quality ( sometimes magnificent, but often the quality of care provided is poor.  Focus on alternative ways of defining and influencing quality
D. Managed care ( claims review.  Even if you are insured, sometimes you don’t get the $$!  
E. Access, Cost, and Quality in relation to services at the beginning of life and at the end of life
III. Access to Health Care

A. Barriers to Access

1. The Rise and Crisis of Provider-Dominated Health Care
a) The pre-modern period
(1) Lower class work
(2) In patients’ homes
(a) Hospitals were associated with almshouses or mental institutions
(3) Private charitable hospitals
(a) Enhanced doctors’ education
b) 1887 – 1910 – The turn of the century

(1) Physicians

(a) Prior to the 19th century, healers were low status and low paid, often women (herbalists, midwives, abortionists)

(b) Paid like barbers – service providers, not professionals

(2) What happened to change that?

(a) Stunning developments in technology and science and the understanding of germ theory

(b) Allopath (germ guys) believed that their theories about treating people were so superior to the herbalists – they enlisted the power of the state to:

(c) Prohibit practice by anyone not licensed by the state – confined the practice of medicine 

(d) Persuaded legislatures to put control in the hands of the allopath themselves

(e) State should provide for general rather than specialized licensing

(3) What kinds of problems were we trying to address?

(a) Bad medical care

(4) Why did we reject the other options?

(a) The power of the allopaths was great.  
(i) Distrust gov’t control 

(b) The best deciders here were the doctors themselves

(5) Hospitals

(a) PGH and Bellevue were the first hospitals – established as the infirmary wards of almshouses

(b) The only gov’t support we had for people who couldn’t work was the almshouses

(i) When those people got sick, they were sent to the infirmary ward

(ii) Good place to students to get some practice

(iii) Only cared for poor people – the notion that a respectable person would go to a hospital. was crazy!  They received care in their own homes

(c) Private hospital. began to crop up; viewed with great distrust; served the teaching purpose

(d) By 1873, there were only about 178 hospital., and most were mental

(e) By 1910, there were over 4,300 hospital. in the US

(f) Non-profit, charitable institutions, governed by the doctors who worked there

c) Medical education

(1) In the 1880s, medical education was simple: entrance requirements were lower than that to a good high school

(2) Other doctors trained as apprentices

(3) Now oriented to acute specialty based hospital. care

d) Science, care, and professional power
(1) Immense expenditures for sophisticated surgery, drugs, and diagnostic tests, and an astonishing inability to address the political, social, and behavioral causes of most illness and injury
(2) Turned towards individualistic, procedure-focused services delivered by thousands or for-profit businesses and formally charitable but actually profitable larger businesses
e) The rise of public health insurance: 1930-1980
(1) Government run health care fiercely opposed by profession
(2) Restricted to inadequate programs for minorities, better programs for the armed services and veterans
f) 1935 – The Great Depression

(1) Hospital. had proliferated, no health insurance, common for hospital. and doctors to offer a sliding fee scale for services

(a) full pay (( charity and something in between

(2) That worked until the GD, and then no one could pay

(a) Hospital .were in desperate financial shape

(i) Baylor model ( school and hospital, no patients – began to contract with the local education system to say if every teacher pays x per month, then when they are sick, they can receive care from the hospital.

g) Three forms of private health insurance
(1) Indemnity benefits (patient seeks reimbursement)
(2) Service benefits (Blue Cross and Blue Shield, doctors and hospitals participate in plan and accept plan’s payments for services)
(3) Direct services (services provided by the same organization to which a monthly premium is paid)
h) The struggle over private health insurance
(1) AHA promulgated Blue Cross
(a) Any licensed hospital could use symbol and accept patients and payments
(b) The state authorized the creation of an insurance co that doesn’t need to meet the normal financial requirements that enable a firm promise of delivery

(c) The hospital. that participated promised to provide care – less need for the financial reserve (insurance didn’t need level of security)

(d) State must ensure that the system served the community ( the plan would be open to anyone in the community, and everyone would be charged the same rate

(i) Couldn’t charge more to higher risk patients

(ii) Guaranteed access at uniform price

(e) Every hospital. in community that was licensed is entitled to join the plan

(f) Unlike Baylor, you could pick any hospital. in the community 

(g) AHA owned the Blue Cross trademark

(h) Must be controlled by hospital. community reps

(i) Baylor had too much control over the doctors, under BC plan, doctors could choose where to send their patients

(i) Hospital. themselves were collectively in control of the insurance plan

(2) Blue Shield
(a) Mixed indemnity and service benefit plan
(b) Doctors agreed to accept plan payments for lower income patients, but retained the right to charge middle and high income patients more
i) National health insurance

(1) 1935 – adopted social security, unemployment, AFDC, etc.  to deal with the GD crisis

(2) We didn’t adopt national health insurance

(3) Opposition of medical profession very intense
(4) Blue cross – it made the most sense at the time

j) Pattern continued well into the 50s

(1) During WWII, we had wage and price controls – big demand for expanding

(2) At the end of WWII, soldiers who had gotten good health care when in the services wanted to continue that level

(3) Enter commercial insurers
(a) Different attitude – they want to exclude high risks and charge different rates

(b) Consequence – left the Blues to cover those rejected by commercial

(4) Blues abandoned open enrollment and the commercial insurers continued to grow

(5) Blues become more and more $$  -particular impact on the elderly – easy to ID as a bad risk

(a) Politically motivated
k) 1965 ( Medicare and Medicaid
l) How hospitals and doctors came to be paid
(1) Developed in 1950s, by 1960s, provider-dominated health financing was firmly in place
(a) Based on “reasonable costs”
m) Evolution of government’s role in health care
(1) NIH – federally funded research
(2) Medicare
(a) Fed. program financed by payroll taxes

(b) Universal eligibility for over 65 or sufficiently disabled

(c) Provides basic coverage for medical services

(i) Does not provide long term care, preventative care, prescription drugs

(d) Administered by gov’t (formally) day to day admin delegated to local Blues offices

(e) Part A ( hospital insurance for the elderly
(f) Part B ( medical coverage for persons over 65
(g) Medicare package is too meager for people who are really poor – more of a catastrophic coverage

(h) As a practical matter, most Medicare people also purchase a gap filler

(3) Medicaid
(a) Federal matching funds for state medical assistance programs for the poor
(b) For poor people

(c) A bit of an afterthought

(d) Not wholly fed – cooperative state-fed program

(i) Each state decides, but must meet fed standards

(ii) Entitled to fed matching funds for whatever they spend

(e) States have huge discretion in terms of what kind of program they want to create

(i) Most states have chosen to provide a relatively comprehensive package

n) The crisis of the provider-dominated system
(1) Rising costs
(a) Costs were still determined in large part by the private sector itself
(b) Advances in technology
(2) Quality
(a) Inefficient, unregulated, and often medically unnecessary
(3) Responses to cost escalation and the emergence of managed care
(a) Price controls, review of doctors’ decisions, and financial incentives
(b) Managed care ( the functions of insurance and delivery of health services are integrated into a single corporate arrangement that both insures groups and delivers covered benefits through a defined network of participating providers
(i) HMOs, individual practice associations, PPOs, integrated service systems, POS plans, provider networks
(c) Assumption of a contractual duty to furnish covered care and services
(d) Provision of services through specified provider networks, which are themselves under contract to the managed care entity
(e) Advance control over actual utilization of benefits by both providers and patients
(f) Use of financial incentives in order to influence provider practice and resource utilization
(g) Quality and cost control systems that include credentialing, practice reviews and guidelines, and the reporting of practice data which are used to control providers’ access to the market
2. National health care reform and the clash of fundamental values
a) A brief anatomy of national health care reform
(1) Who will pay?
(2) How will the vast sums of money that flow through the system be controlled, contained, and allocated to different types of providers, suppliers, managers, investors, and others?
b) 1994 – defeat of Clinton’s health care reform proposal

(1) Very complex program – universal coverage administered by orgs., designed to appeal to a broad range of interests

(2) Rejected fairly soundly

(a) too complex for anyone to understand

(b) Congress more generally has difficult time adopting complex legis.

(c) Insurance industry that did not want the plan did a brilliant job through using the media (Harry and Louise commercials)

(d) Things that they feared are perfectly legitimate!

(i) Takes away choice

(ii) The truth ( the fears and objections to the Clinton plan are precisely the issues that we are faced with today

(iii) Built on American tradition of relying on private corps to weave the safety net to provide basic health benefits, etc. then we have gov’t programs that come in to fill in the gaps (ERISA)

3. Conflicting values in American health care
a) Autonomy – professional control

(1) Preferable to any other model – too complex to be legitimately subject to the forms of control that work in other areas (the market, bureaucrats)

(a) Expertise and knowledge
(b) Education and ethics provide a commitment to patient service

(2) But that’s not their area of expertise!

(3) Dominant way that the system was shaped

(4) Remains very powerful today, particularly in response to the perceived excesses of managed care

b) Equality

(1) It’s not a desired good – nobody wants to undergo surgery

(2) Need is generally episodic and unpredictable

(3) Emergency health needs are different 

c) Market competition

(1) Arose in the 70s in response to the other paradigms

(2) There’s nothing special about health care!  It’s not life or death; it’s optional and  .'. should not be treated any differently

(3) People don’t confront financial barriers at the time of care and are not cost conscience shoppers

B. Common Law Baseline

1. Hurley v. Eddingfield
a) The physician had been the decedent's family physician. When the decedent became dangerously ill, he sent for the physician. The decedent's messenger informed the physician of decedent's violent sickness, tendered him fees for his services, and stated to him that no other physician was procurable in time and that the decedent relied on him for attention. Without any reason the physician refused to render aid to the decedent. The decedent died. The wrongful act alleged against the physician was his refusal to enter into a contract of employment with the decedent. The trial court sustained the physician's demurrer to the complaint. The court affirmed. The court found that the act regulating the practice of medicine was a preventive, not a compulsive, measure. Thus, the physician, in obtaining the state's license to practice medicine, was not required to practice at all or on other terms than he might choose to accept.

b) “In obtaining the state’s license to practice medicine, the state does not require, and the licensee does not engage, that he will practice at all or on other terms than he may choose to accept”
c) Rejected analogy to common carrier or innkeeper
d) Court finds that the doctor has a right to refuse treatment under the no duty rule

e) The doctor had not undertaken to provide care in these circumstances

2. Campbell v. Mincey
a) When the mother arrived in labor at the emergency room she was instructed to go to another facility at which her physician practiced. She subsequently gave birth to her son in a car in the hospital's parking lot. The hospital then had her transported to the other facility by ambulance. The mother contended that the hospital's policy that resulted in the refusal of treatment was an unreasonable restriction upon the use of a public hospital by the mother and other similarly-situated individuals. The court dismissed the complaint. The court determined that the policy that required that a local physician authorize admission of a patient, except in true emergency situations, was intended to insure a doctor would be available for follow-up treatment of the patient. The court found that the mother had been a patient of the hospital on the occasion of a previous pregnancy and that the emergency room was used more frequently by blacks than by whites. The court also found that a large portion of the patients treated at the hospital were Medicaid patients. Thus, the court found no basis for the mother's contention that she was refused treatment because she was black or indigent.

b) Question: whether the hospital regulations requiring reference of incoming patients by local physicians except in true emergencies operates in a reasonable manner to further a legitimate state objective?
c) Holding: “In the absence of some proof that this regulation has or can operated in some manner to inflict an injury upon some individual, the court must accept the considered judgment of the medical specialists who are charged with the responsibility of administering the hospital
d) Needed a pre-existing relationship with a doctor in order to be admitted to the hospital

e) There was indeed an emergency  .'. the hospital had a duty to admit the patient?

(1) What’s the basis of that duty? 

(a) Detrimental reliance ( they are operating an ER and  .'. put themselves out there that they will take care of emergency medical situations!
f) ∆ ( there was no emergency!  But on these facts, that’s very difficult – giving birth in the parking lot!

3. Another theory is undertaking
4. Quasi-public institutions have an obligation to provide care in an emergency 

a) This theory rarely adopted, in part b/c it’s a very broad theory – tough to figure out what makes it “public”

5. Analogy to common carriers/innkeepers
a) Services that hospital provides are much more complex, the courts ability to judge whether the hospital has a good reason to turn someone away is much different than that of a common carrier

b) But there are some similarities – public function, service people’s needs, recognition that when people are in need they should receive services

6. Assuming that the Πs can establish a duty, the ∆’s responses?

a) No emergency

b) Can’t accept everyone, or else they wouldn’t be able to function properly!  Undermines ability to think intelligently about what we want to do and who we want to treat; hospital. have adopted a sensible policy that patients should have a doctor!
c) No causation

C. Conditioning

1. Lyons v. Grether
2. Walker v. Pierce
3. Payton v. Weaver
4. What do these three cases lead us to believe?

a) They allowed the doctor to make some conditions, but when the state law comes into play, the doctor can’t override that
Doctors have very broad freedom to condition the availability of their services, up to the point where it would violate some law.

b) Impose conditions on licenses

c) Place conditions on reimbursement

5. Competing issues re: hospital and doctor duty to care?
a) Contract principles
b) No duty principle
c) Detrimental reliance
d) Undertaking
e) Public function
f) Emergency
g) Proximate cause
D. State Efforts to Assure Access

1. Thompson v. Sun City Community Hospital
a) A minor was injured and taken to a private hospital, which later transferred the boy to a county hospital for financial reasons. He survived but with residual impairment of his left leg. His mother, as guardian ad litem, brought a malpractice action against the private hospital and the physicians alleging that her son was injured by the failure to admit and the consequent delay in repair of his damaged artery. On appeal, the mother alleged that trial court erred in misstating the law to be applied on the proper standard of care and in instructing the jury on the issues of breach of duty of care and causation. The court affirmed the decision in favor of the physicians because the physicians' actions did not cause refusal of medical treatment. However, the court found, as a matter of public policy, that licensed hospitals were required to accept and render emergency care to all patients who presented themselves in need, and that the patient was not to be transferred until all medically indicated emergency care was completed. This standard of care required private hospitals to provide emergency care that was medically indicated without consideration of the economic circumstances

b) Question: was the patient transferred for other reasons?  Did the transfer cause new or additional injury or aggravate any pre-existing injury?
c) Holding:  “The patient was transferred for financial reasons while emergency care was medically indicated.  As a matter of law, this was a breach of the hospital’s duty.”  Because the patient may have had a chance for improved recovery, the question of causation must go to the jury.
d) Reasoning:
(1) “Charging hospitals with a legal duty to render emergency care to indigent patients does not ignore the distinctions between public and private hospitals.  Imposition of a duty to render emergency care to indigents simply charges private hospitals with the same duty as public hospitals under a statutory plan which permits reimbursement from public funds for the emergency care.”
(2) “Reasonable cause for transfer before completion of emergency care refers to medical considerations relevant to the welfare of the hospital.  A transfer based in the forbidden criterion of economic considerations may be for the convenience of the hospital but it is hardly medically indicated.”
e) In the 70s, we began to impose statutes that hospital. did have a duty to provide emergency care

f) AZ was the only state not to join Medicaid until 1980; rather, they had a working system that required counties to pay hospital. for care provided to indigents and to provide emergency care by statute, tort damages

g) Statute says that you must provide emergency care – court merges the questions of whether this was emergency and whether this surgery was medically necessary

h) Third question of whether he was transferred for medical reasons

i) Is it a question of fact or law whether an emergency existed?

(1) Court goes on to find that there was a breach as a matter of law – b/c he was transferred for financial reasons

j) That both allows a proof of a violation and allows a finding as a matter of law whether there was a factual emergency

k) Π can’t show that the transfer caused the injury ( normal standard of proof

More likely than not that but for the ∆’s actions, the injury would have occurred

l) Does not show here, instead the court adopts an alternative standard that is based on whether the Π lost the chance
2. State emergency care requirements
a) TX, CA, MD adopted very broad laws with strong penalties which required permission from the transferee hospital
b) NY creates criminal liability

(1) Anyakora ( doctor made argument that doctor obligations are different than hospital obligations

(2) Ford ( sends woman to another hospital b/c they are on “diversion” – she’s convicted of a criminal action

3. Good Samaritan laws
a) Provide doctors with immunity from liability for negligence – is that likely to make a difference?

(1) It doesn’t actually have any effect; the risk of being sued is just too great.

(2) Nonetheless, they have been extended to immunize doctors in a hospital that responded to a STAT call to seek other people to come and help.  If you respond, you’re entitled to immunity

E. Federal Efforts to Assure Access

1. Examination and treatment for emergency medical conditions and women in labor ( EMTALA
a) Builds on the lessons we learned from Hill-Burton experience (see below): no charity care stipulation

b) Enacted by Congress in 1986
c) “Patient anti-dumping statute”, Hospitals must
(1) provide an “appropriate medical screening” that is “within the capability of hospital’s emergency department” to determine whether an emergency exists, and
(2) if the person is found to have an emergency medical condition, provide further examination and treatment within its capacity “as may be required to stabilize the medical condition” or, in the alternative, to effect a transfer consistent with EMTALA’s requirements for transfer of unstabilized patients
d) The Hill Burton Act
(1) Adopted in 1946; post WWII; severe shortage of hospital, soldiers.

(2) Conditions imposed on federal grants to build hospitals
(a) “Will be made available to all persons residing in the territorial area” ( the community service obligation
(b) “there will be made available a reasonable volume of services to persons unable to pay therefore” ( the free care obligation
(3) Impliedly creates a private cause of action (indigents are intended beneficiary)
(4) Free care obligation only lasted for 20 years after receipt of grant and grants ended in 1975
(5) Community service lasts in perpetuity
(6) Fed law says to states: we’ll give you $$ to build hospital, make them avail, and provide a reasonable body of free/low cost care

(a) Cooperative state-fed program

e) Should fed courts get involved?

(1) The remedy is to stop the fed funding

(2) Π’s response: the obvious intended beneficiaries of the act are the people who need the care!  
(3) Fed. remedies were ineffective

(4) It was the 1970s, and courts were willing to say that a right implies a remedy, and we should be able to enforce

f) Posted notices required – this is a Hill Burton hospital!

(1) Hospital were incredibly resistant to enforcement

g) Congress then responded by putting the time limit and then zeroing out the program

h) Power v. Arlington Hospital Association
(1) An uninsured patient went to a hospital emergency room complaining of pain. She was given a prescription and, before the results of her urine test were back, she was discharged and told to return if the pain got worse. The patient returned the next day, and it was determined that she had an infection from attempting to lance a boil on her face. The existence of the boil was not referenced on any reports. Because of the lack of earlier treatment, her legs were partially amputated, and she lost sight in one eye. On appeal, the court found that it was not necessary for the patient to prove an improper motive for the hospital's treatment or discharge decision in order to recover for a breach of EMTALA. The patient met her burden of showing that the screening she was provided deviated from that given to other patients, who likely would have received a blood test. However, the state's limitation of damages was applicable, and recovery should have been limited to one million dollars under Va. Code Ann. § 8.01-581.15. In addition, the liability limit for the tax-exempt hospital should have applied, under Va. Code Ann. § 8.01-38, because the action was one for negligence or other tort.

(2) Question: what is the appropriate legal standard for recovery in an EMTALA claim
(a) Holding: “We believe the best approach, and the standard we now adopt, is to allow a hospital, after a plaintiff makes a threshold showing of differential treatment, to offer evidence rebutting that showing either by demonstrating that the patient was accorded the same level of treatment that all other patients receive, or that a test or procedure was not given because the physician did not believe that the test was reasonable or necessary under the particular circumstances of the patient.”
(b) Π may then challenge the medical judgment of the physicians involved
(3) Reasoning:
(a) “The issue is not whether the Hospital’s treatment was adequate as measured against a malpractice standard of  care, but rather whether the claimant received the same screening examination regularly provided to other patients in similar circumstances”
(b) Improper motive is not required
(4) Counts I and II: 1) screening was not adequate, 2) transfer violated stabilization requirement

(a) Hospital – there was no evidence of economic motivation!  There was no evidence of a failure to follow the hospital policy – it was not required to perform a blood test

(b) EMTALA is not the equivalent of medical malpractice, even if the screening wasn’t perfect, it doesn’t violate EMTALA

(i) She has to show evidence that her screening was different then other patients presenting the same symptoms

(c) Burden shifts back and hospital can show that there was no differential treatment or that the doctor had good reason to deviate

(d) The court notes that the Sixth cir. in Cleland had interpreted to prohibit only based on bad motive ( too difficult to proof – insurmountable burden on the Π
(e) It’s not in the statute!  it doesn’t talk about people unable to pay – it only talks about hospital providing an appropriate medical screening to determine if the patient needs treatment

(5) Count III – transfer requirement

(a) Here, she does have evidence that there was economic motive, but the jury rejected her claim and the judge comments that he would have given the ∆ judgment had the jury not done so

Motive is not the standard.  The duty exists regardless.

EMTALA does not replicate state medical malpractice – it can be appropriate regardless of whether it’s malpractice or not.  

If the hospital fails to follow its own protocols and standards, the Π has a claim.  
Not as clear: should the blood test have been administered or not?

i) Summers v. Baptist Medical Center of Arkadelphia
(1) Appellant patient filed a lawsuit against appellee hospital under the Emergency Medical Treatment and Active Labor Act of 1986 (EMTALA), 42 U.S.C.S. § 1395dd. Appellant's lawsuit alleged that he was not appropriately screened for treatment when he was brought in to appellee's emergency room after a deer-hunting accident. The lower court granted appellee's motion for summary judgment and dismissed the complaint. Appellant sought review in the appeals court, which reversed and remanded for trial. Appellee sought a rehearing en banc. The court vacated the opinion and judgment of the panel and affirmed the judgment of the lower court. The court held that appellant's claim was for ordinary negligence, which was not actionable under the EMTALA. An actionable claim under the EMTALA required a showing that appellee's emergency-room screening process had a disparate effect on all patients with the same medical condition.

(2) Question: what is an appropriate screening?
(3) Holding: Hospitals must adopt a screening procedure, which is completely within their discretion.  Deviation from that screening procedure will result in a violation of EMTALA, but the procedure itself is not vulnerable to EMTALA evaluation.
(4) Reasoning:
(a) Based on uniformity, not adequacy
(b) Purpose of EMTALA is to curb patient dumping
(c) NOT a state malpractice action
(5) Hospital claims he didn’t present all the necessary symptoms.  He didn’t say that he heard popping, etc.  they did what they would ordinarily do with  the symptoms they thought he had.  There was also obviously no economic motivation.  (not required)

(6) Court holds that it’s really just a case of negligence, and that’s not what EMTALA is about.  

(a) Only requires appropriate screening for those things which the doctor notices.

(7) Dissent – that’s a fact for the jury to decide!  They don’t really know what happened in the ER.

j) Duty to screen – subjective standard
(1) Duty to stabilize – more objective; whether a patient is stabilized or not is determined by scientific or medical fact to be determined by the jury in the light of expert testimony on medical knowledge and prevailing professional standards
(2) Difference turns on the use of the word “appropriate” modifying the duty to screen and not the duty to stabilize
(3) Screening requirement may be eviscerated by those twin requirements:
(a) That a hospital only follow its own procedures and standards, subject only to the barest level of review, and
(b) That a Π must produce evidence showing that hospital’s personnel claimed “perceptions” differ from what those “perceptions” were when they screened the Π (Trivette v. North Carolina Baptist Hospital)
(4) Fisher v. New York
(a) Didn’t X-ray, thought it was a viral infection and they treated like any other viral infection ( Appendectomy ( Finally they give a cat scan and find all these serious brain complications

(b) Hospital did what they were required to do!  All screening requires is the norm for what the doctors perceive.  Otherwise it’s negligence/malpractice claims

(5) Marshall
(a) The point is not malpractice – just whether this patient got the same treatment that other similar patients would receive

k) Duty to stabilize
(1) Howe v. Hull
(a) In order to prove a violation of EMTALA against the hospital, PR was required to prove that deceased was transferred before he was stabilized, even if the transfer was solely because of his HIV status. There was a genuine issue of material fact whether deceased was inappropriately transferred. The court ruled that PR could not maintain a suit under EMTALA against doctor as an individual physician, but he could sue doctor under the ADA and it was a jury issue whether doctor was an operator of a public accommodation. They could not say as a matter of law that doctor denied treatment of deceased because of his HIV status. However, PR had presented sufficient evidence to preclude a grant of summary judgment in favor of defendants under both the ADA and the FRA. Hospital may have unjustifiably transferred deceased because it did not wish to care for an HIV patient. If doctor refused to admit deceased because of his HIV status, he could also be held liable. Receipt of federal funds under the Medicare and Medicaid programs was sufficient to bring a claim under FRA. PR could state a claim for intentional, but not negligent, infliction of emotional distress.

(b) Question: Did the hospital fulfill their EMTALA obligation to stabilize the patient before transferring him to another facility?
(c) Holding: “Once an emergency room patient is stabilized, a hospital’s responsibilities under EMTALA end.  If the patient is not stabilized, the hospital may transfer the patient to another facility only if the patient consents to the transfer, a physician properly certifies that the benefits of the transfer outweigh the risks, and the transfer is ‘appropriate’.” 
(i) There were enough disputed facts in this case to warrant a trial by jury and a denial of the motion for summary judgment
(ii) Π argues that he was transferred before he was stabilized on the basis that he had HIV
(iii) ∆ claim that they diagnosed him with TEN which they couldn’t treat

(iv) He’s not stabilized, but if they lack the capacity to treat, isn’t that a justification, but the court doubts whether that was true or not and other evidence points to discrimination

(v) There’s evidence of improper motive.  While the Powers court is strong in saying no motive standard, but we see that sometimes that is the best way to show EMTALA violation.

(2) Roberts v. Galen of Virginia
(a) Petitioner patient was severely injured when she was struck by a truck while crossing the street. She was brought to defendant hospital and stayed there for several weeks. Defendant hospital made the decision to transfer petitioner to a permanent care facility and, during the transfer, petitioner's condition deteriorated considerably. Plaintiff guardian brought suit on petitioner's behalf, claiming that defendant was negligent in failing to stabilize petitioner before moving her. Summary judgment was granted to defendant, and the appellate court affirmed that plaintiff was statutorily required to demonstrate that defendant acted with improper motive in failing to stabilize petitioner. On review, the court reversed, holding that there was no such requirement in the stabilization provision of the Emergency Medical Treatment and Active Labor Act, 42 U.S.C.S. § 1395(dd)(b)(1)(A). The court held that the Act required that defendant provide such treatment as was required to stabilize petitioner's medical condition. The court reversed the grant of summary judgment in defendant's favor and remanded for further proceedings.

(b) Question: determination of whether the transfer was medically necessary or if there were ulterior motives
(c) Holding: There is no measure of “appropriateness” when evaluating the duty to stabilize, and therefore does not require the Π to show improper motive. 
(i) It is an objective test of whether the patient was stabilized or not.
(d) Rejects the motive test
(e) SC finds distinction bet two requirement

(i) Screening only demands appropriate (more subjective tied to institutional practices)

(ii) Stabilization is more absolute

(3) Lopez-Soto v. Hawayek ( the duty to screen and the duty to stabilize constitute separate duties and that a hospital’s duty to stabilize extends to any patient in the facility, regardless of whether the patient has first presented in the emergency department and regardless of where the patient is within the facility when the emergency arises
l) Must the patient go to the ER?
(1) Arrington v. Wong ( EMTALA and its implementing regulations are violated when an emergency room physician turns away a non-hospital owned ambulance that is en route to the facility and that has radioed to indicate its imminent arrival
(a) Look to EMTALA’s “come to” language
(2) Hospital may only deny if they are on “diversionary status” and do not have any available beds
(3)  Is it limited to people who present at the ER?  Johnson v. Chicago – when a hospital tells somebody else’s ambulance to go to another hospital, there’s no violation

(4) Where does congress get the power to impose EMTALA requirements?  Through Medicare…to the extent that it is just a condition of Medicare, then it’s not clear that a freestanding ambulance would have the same type of obligation

m) On-going duties to unstabilized patients
(1) Courts have divided on whether EMTALA applies after admission and initial stabilization of the patient
(2) Urban v. King ( hospital must have actual knowledge that an emergency exists
n) State malpractice limitations: most states have special rules for medical malpractice claim; one of the most common is the cap on non-economic damages
(1) Fed. statute provides that Π should be able to recover “those damages avail. under state law” 

(2) Courts uniformly held that state procedural limits are not applicable to EMTALA actions (except the 2nd cir) not required to go through the malpractice screening requirements

(a) 2nd cir – must meet time limits for med malpractice claims

o) Should state caps on the amount of malpractice awards limit damages available under EMTALA?
(1) Three variations:
(a) Since the federal standard incorporates general personal injury principles, not those specifically applicable to malpractice actions, EMTALA Πs may recover all damage for which recovery is permitted under state law
(b) Because federal law requires reliance on state law damage principles and malpractice damages are most closely analogous to those sought in EMTALA actions, as a matter of federal law, state malpractice damages caps limit EMTALA recovery
(c) Whether state malpractice caps limit EMTALA recovery depends upon whether state law has applied such caps narrowly or broadly
(2) Hardy v. NYC Health and Hospitals Corp ( do state procedural laws apply to EMTALA?
(a) Congress did not mean EMTALA to supplant state medical malpractice law
(b) Rather, Congress meant to “supplement” and “defer” to state medical malpractice law or “fill its gaps” with respect to a duty of emergency care
(c) Since EMTALA is “filling the gaps” of state medical malpractice law, it should be interpreted as incorporating and not displacing any part of state medical malpractice law, unless the state law directly conflicts with EMTALA
(d) Moreover, EMTALA’s legislative history demonstrates that Congress was concerned about “the potential impact” of EMTALA on “the current medical malpractice crisis;” Congress also expressed concern that an unbridled EMTALA could unduly burden hospitals and thereby “result in a decrease in available emergency care” rather than the intended increase in such care
(e) New York’s notice of claim law, “by promoting timely settlement of claims and protecting municipal hospitals from unnecessary or excessive litigation expenses, helps to alleviate these concerns
(f) Congress wanted states to enact and enforce strict procedural laws
(3) Barris v. County of Los Angeles ( “EMTALA differs from state malpractice claim  principally because it also requires actual knowledge by the hospital that the patient is suffering from an emergency medical condition and because it mandates only stabilizing treatment, and only such treatment as can be provided within the staff and facilities available at the hospital.  EMTALA thus imposes liability for failure to stabilize a patient only if an emergency medical condition is actually discovered”
(a) The cap on damages does apply to EMTALA cases, because it is still part of the general category of “falling below a professional standard of care”
(b) Must have actual knowledge (additional but not inconsistent elements to a malpractice claim, therefore the same state procedural laws should apply)
(c) “Under the law of the state”
(4) Kaiser requires prior auth. for treatment in non plan hospital, Kaiser refused, and the care wasn’t provided.  Is the verdict subject to CA’s limitation on damages?

(5) Court follows the 4th cir. and they hold that damages for personal injury includes damages for injury caused by medical malpractice, state cap in CA says that it applies to causes of action based on professional negligence

p) Physician Liability
(1) Burditt v. US Dept of Health ( upheld action against a physician who violated EMTALA and was subject to a civil fine and excluded from participation in federally funded medical care programs
(2) DHHS brings action against the physician  - how does this differ from hospital liability?
(a) Only the administrative agency can enforce EMTALA against a physician
(3) Initially,  the stat. provided that they could be liable only for knowing, but now also for negligence
q) Why would we be so much more lenient on doctors generally than we are on hospital generally – what’s the difference?  
(1) Power of the medical profession 
r) Federal administrative enforcement of EMTALA
(1) HHS Health Care Financing Administration (HCFA) has primary responsibility for enforcing EMTALA and the Office of the Inspector General (OIG) is responsible for applying sanctions under the act
(2) Administrative enforcement – they’ve had that authority since 1986, but in the early years they did not often use their power.  
s) Enforcement by transferee hospitals allowed
(1) The collective identity of hospital. stronger than any individual gain potential
(2) Class of dumping hospital is different than the class of dumpee hospital.  less elite hospital are dependant on the more elite hospital.
t) 2003 Revision of EMTALA Rules
(1) Clarified the meaning of “come to”
(a) Classifies various places and falling within the scope or not
(b) In ER, on hospital property, in ambulance owned by hospital, non hospital owned ambulance on hospital property
(i) May direct non-hospital owned if on diversionary status
(2) Clarify obligations in terms of patients who are admitted as inpatients, but who have not yet been stabilized at the time of admission
(a) Once admitted as an inpatient, EMTALA obligations cease
(3) Clarified the circumstances in which EMTALA requires that physicians serve on hospital’s “on call” lists for purposes of the performance of EMTALA-required screening and stabilization/transfer activities
(a) Will sanction physicians who do not respond within a reasonable timeframe
(4) Maintain distinction between owned ambulances and other ambulances

(5) EMTALA is different – it’s not a condition on funding; as a formal matter, it is a condition on Medicare funding, representing more than 1/3 of hospital revenues – they can’t choose not to participate in Medicare!  So it’s not a practical choice.  Then, is it fair to condition Medicare on compliance with EMTALA?
(a) Really just a federal regulation.  
u) We have seen a sea change from Campbell in 1975 (giving birth in parking lot) and the court says no duty ( Thompson ( EMTALA ( no duty ( limited state duty ( quite demanding federal duties
(1) Civil rights movement articulated a value of equality – firs coalesced around hill burton litigation, then it was an abstract commitment
(2) Creation of civil legal services 
(3) Erosion of trust – in the 50s and 60s, we thought that they were just good people and we could trust them to do the right thing.  Not that they necessarily were, but that’s what the perception was
(4) Creation of Medicaid and Medicare, not only creates access, but says we’re paying you money to provide a service
v) Today, we face a very different world
(1) Rising costs, uninsured, movement to managed care, republican control of D.C., what does that tell us about EMTALA?
(2) At the most profound level, it’s inconsistent with our individual responsibility, but no one is talking about repealing – if you want to avoid people giving birth in parking lots, put a burden on the hospital – it also reflects a commitment to equal access
2. Federal tax exemption policy
a) Health care organizations are exempt if they are “organized and operated exclusively for religious, charitable, scientific, or educational purposes”
(1) “Organizational test” ( written specification of organization’s purpose
(2) “Operational test” ( primarily for exempt purposes (not exclusively)
b) Geisinger Health Plan v. Commissioner of Internal Revenue 
(1) Appellee health plan, a health maintenance organization, operated as part of a system of healthcare organizations. While appellee described itself as providing health services, it actually contracted with other entities in the system to provide services to its subscribers. Appellee applied for tax-exempt status under 26 U.S.C.S. § 501(c)(3), and appellant Internal Revenue Service denied the exemption. Appellant challenged the tax court's order reversing its decision and granting appellee tax-exempt status, and the court reversed. The court held that appellee did not qualify for tax-exempt status under § 501(c)(3) because it did no more than arrange for its subscribers to receive health care services from the providers and because it did not satisfy the required operational test. The court found that arranging for the provision of medical services only to those few persons who "belong" was not charitable and did not benefit the community as a whole. The court remanded the matter for a determination of whether appellee vicariously qualified for tax-exempt status under the statute because it was an integral part of the health provider system.

(2) Question: “whether an HMO which serves a predominantly rural population, enrolls some Medicare subscribers, and which intends to subsidize some needy subscribers but, at present, serves only its paying subscribers, qualifies for exemption from federal income taxation”
(3) Holding: It does not qualify.
(4) Reasoning:
(a) Exemption is based on the policy that “the public is willing to relieve an organization from paying income taxes because the organization is providing a benefit to the public”
(b) This dispute arose over the operational prong of the test
(c) 1969 – IRS removed requirement of free services and moved to a requirement that hospitals provide services to indigents who may or may not be covered by insurance; provide services without regard to patients’ ability to pay
(d) 1983 – IRS removed the ER requirement if that would duplicate services already offered in the community/area
(i)  .'. no current clear test for operational prong
(e) An HMO must substantially benefit the community, not just a small portion thereof
(f) “The determination must be based upon the totality of the circumstances, with an eye towards discerning whether the HMO in question benefits the community in addition to its subscribers”
(i) “In sum, GHP does not qualify for tax exempt status…since it does no more than arrange for its subscribers, many of whom are medically underserved, to receive health care services from health care providers”
(5) Geisinger first to look at in the context of managed care; provides good history of tax exemptions

(a) Prior to 1969, they had to provide a reasonable volume of free and low cost care to people unable to pay

(b) In 1969,  eliminated free care, moved to a community benefit standard

(c) Hospital had to 1) maintain an open ER irrespective of ability to pay, 2) accept Medicaid and Medicare

(d) In 1983, did not require ER if it was a needless duplication of services already available – just a general community benefit requirement

(e) Regulations are increasingly watered down

(6) Why should the plan be allowed to be a (c)(3)?

(a) They were providing affordable health care in a rural underserved community

(b) Don’t charge more to risky people, open to all, subsidized plan for membership, as a legal matter, if you accept the analogy to hospital, they provide a lot of care!

(7) Why shouldn’t they?

(a) Don’t directly provide services

(b) They do reject 11%

(c) Subsidy will only help 34 people

(d) The 1983 regulations require that they must provide some tangible benefit to low income people

(8) Rule now is that individuals who might qualify for free or low cost care cannot sue to enforce the IRS regs.  Only sec. can enforce.  

(9) Bottom line,  the 3rd cir. holds that this plan does not qualify for tax exemption

(a) Demands a higher standard for a managed care org than that imposed on hospital
(b) If the plan really had open enrollment, and really had community rating, it’s just like Blue Cross, which routinely qualified, b/c it provides a real service to the community

c) Current rules for managed care that seek 501(c)(3):

(1) Board of dir

(2) Open ER

(3) Med staff open to all

(4) Some extras

d) There are three basic positions:

(1) Charitable tax exemptions should be retained and enforced

(2) Eliminate it – Starr – bad for our money!  It costs us money, but we don’t get good value

(3) Keep it, but don’t enforce.  They are good to have around…let it go.

3. State tax exemption
a) Utah Supreme Court in Utah County v. Intermountain Health Care, Inc.
F. Direct Public Provision of Medical Care

1. Urban Public Hospitals
a) Outpatient care
b) Specialized services
c) Sources of funding – depend disproportionately on public insurers and other government funds for their maintenance
d) Managed care providers avoid entering into contracts with urban public hospitals
e) Vital to issues of access – provide disproportionate share of free care, emergency care, etc .

f) http://www.naph.org/
g) Often provide services not just to the poor, but also services that are difficult and expensive

(1) Prisoners

(2) Trauma, burn, pediatric psychiatric unit

(3) All these functions are really important for the entire population and are not usually offered by private institutions

h) 38% costs paid by state and local subsidies unrelated to Medicare Medicaid

(1) = financially precarious situations

2. Government programs to directly finance ambulatory care for the medically indigent
a) Sheppard-Towner ( 1921
(1) Grew out of feminist movement and research which showed a high infant mortality rate in poor neighborhoods
(2) Under the Act, the Children’s Bureau provided federal funds and technical advice to state programs to educate women about pregnancy and infant care, promoted more accessible health facilities and a visiting nurse program, and collected health and childbirth data
(3) Very participatory program involving communities; sought to build relationships with medical profession, but program was seen as a threat and it died with the Depression in 1929

b) Community Health Centers
(1) Public funds used to establish and operate medical care practices – not merely preventative clinics – in poor communities with serious health problems and insufficient access to medical care
(2) Governed by non-physicians who would have the power to set clinic policy and to hire and fire clinic staff
(3) Redefines medical care to include services essential to overall health – holistic approach
(4) Publicly funded health care services ( tradition is only to provide for things like immunization, STDs, family planning, TB, (i.e. things that affect public health)

c) Publicly funded ambulatory care providers and managed care
(1) Face enormous difficulties
G. Anti-Discrimination Law and Access to Medical Care

1. Racial discrimination
a) Title VI of the Civil Rights Act of 1964 states that “No person in the United States shall, on the ground of race, color, or national origin, be excluded from participating in, be denied the benefits of, or be subjected to discrimination under any program or activity receiving federal financial assistance”
(1) NAACP v. Wilmington Medical Center ( challenged relocation to suburbs, but rejected by courts
(2) Bryan v. Koch ( challenged decision to close a city hospital which served a 98% minority population; majority held that there was no evidence of discriminatory intent and that, despite the racially discriminatory impact, the City had demonstrated a rational basis for its action
b) The notion that health care providers should not discriminate is, today, not controversial.  It was common in the 40s, 50, and even 60s, but not so today.  Nonetheless, blacks and Latinos receive much worse health care, suffer from more health afflictions, and have a higher mortality rate.  

c) Geography?  Concentration of health care providers and/or centers don’t necessarily correlate with concentration of minority populations

d) Health education issues

e) NEJM study suggests that it may be subconscious bias, rather than conscious intentional discrimination

2. Sandoval case

a) Court found that Congress never authorized the disparate impact standard – the only remedy is to withhold federal funds

b) Congress could amend the statute to say that they intended to have an effects standard

3. Hill-Burton community service requirements last forever

a) Services “be made avail w/out discrimination on the basis of race, other factors related to individual need, or the ability to pay Medicare Medicaid”

4. Discrimination against people with disabilities
a) The ADA of 1990 prohibits discrimination against persons with disabilities (or regarded as such) in employment, government services, and predominantly privately-owned “public accommodations,” including the “professional office of a healthcare provider” and an “insurance office”
b) Defining “disability” and “direct threat to the health and safety of others”
(1) Bragdon v. Abbott
(a) Respondent was infected with human immunodeficiency virus (HIV). Petitioner dentist informed respondent of his policy against filling cavities of HIV infected patients at his office. Respondent sued petitioner under 42 U.S.C.S. § 12182 of the Americans with Disabilities Act of 1990 (ADA). After discovery, the parties filed cross-motions for summary judgment. The judgment of the trial court, which ruled in favor of respondent, was affirmed by the court below. The judgment of the court below, was affirmed insofar as it determined that that respondent's HIV was a disability under the ADA even though her infection had not yet progressed to the symptomatic phase. The Court held that HIV was an impairment from the moment of infection that substantially limited respondent's ability to reproduce, which was a major life activity. However, the judgment was vacated and remanded to the court below to give that court the opportunity to determine whether an analysis of some of the cited medical studies would change its conclusion that petitioner presented neither objective evidence nor a triable issue of fact on the health risks associated with petitioner's treatment of respondent.

(b) Question: “whether HIV infection is a disability under the ADA when the infection has not yet progressed to the so-called symptomatic phase; whether there is sufficient evidence in the record to support the finding that respondent’s HIV “posed no direct threat to the health and safety of her treating dentist”
(c) Holding: HIV is a disability under the ADA; courts should rely on the “objective reasonableness of the views of health care professionals without deferring to their individual judgments”
(d) Reasoning:
(i) Determined from standpoint of the treating professional, but based on scientific and medical expertise
(ii) Claim was based on whether reproduction was a major life activity to determine if HIV falls within the purview of the ADA
(e) What, according to the statute, is a disability?

(i) 1) Physical or mental impairment that 2) Substantially limits 3)One or more major life activities

(f) Concludes that asymptomatic HIV positivity is an impairment (1)

(g) Significant limitation on major life activity?  Π uses reproduction.  
(2) Regarded as having a disability claim ( courts debate over claims under this prong

(3) “Direct threat to the health and safety of others”

(a) Must be determined from the point of view of the person at risk

(b) Must be determined at the time that the treatment is refused

(c) Must use scientifically reliable evidence to make the decision

(4) In 1994, what was the evidence?

(a) CDC

(b) Dentists’ association info

(c) HHS

(5) Court of appeals relied on CDC affidavit

(a) SC said that they couldn’t rely on that info

(b) Info hadn’t been published at the time the dentist acted

(c) None of the studies show that there’s no risk

c) United Airlines vision case, mitigating circumstances
(1) Met the FAA standard, but United had a higher standard for uncorrected vision

(2) They sued under the ADA

(3) Argument: They’re not disabled!!!!  They can see!

(4) Both sides accused the other side of having it both ways…. Πs can’t have it both ways, they’re either disabled and thus are not qualified or they are qualified b/c their vision is correctable and  .'. a significant impairment on the major life activity of seeing

d) Institutional and Physician Liability under the ADA and Federal Rehabilitation Act
(1) Howe v. Hull
(a) In order to prove a violation of EMTALA against the hospital, PR was required to proved that deceased was transferred before he was stabilized, even if the transfer was solely because of his HIV status. There was a genuine issue of material fact whether deceased was inappropriately transferred. The court ruled that PR could not maintain a suit under EMTALA against doctor as an individual physician, but he could sue doctor under the ADA and it was a jury issue whether doctor was an operator of a public accommodation. The could not say as a matter of law that doctor denied treatment of deceased because of his HIV status. However, PR had presented sufficient evidence to preclude a grant of summary judgment in favor of defendants under both the ADA and the FRA. Hospital may have unjustifiably transferred deceased because it did not wish to care for an HIV patient. If doctor refused to admit deceased because of his HIV status, he could also be held liable. Receipt of federal funds under the Medicare and Medicaid programs was sufficient to bring a claim under FRA. PR could state a claim for intentional, but not negligent, infliction of emotional distress.

(b) Question: Whether the physician can be personally liable as an operator of a public accommodation within the meaning of the ADA?
(c) Holding: “This Court holds that, under 42 U.S.C. § 12182(a), an individual may be liable as an operator of a public accommodation where (a) he or she is in a position of authority; (b) within the ambit of this authority he or she has both the power and discretion to perform potentially discriminatory acts; and (c) the discriminatory acts are the result of the exercise of the individual’s own discretion, as opposed to the implementation of institutional policy or the mandates of superiors.”
(d) What is the obligation of doctors or hospital to provide the services needed? What about the doctor that says I can’t treat that, or a hospital that says we’re not equipped to do that?
(i) No duty to treat

(ii) On the other hand, hospital have to provide ER screening and stabilization under EMTALA

(iii) The AMA principles provide that doctors are ethically obligated to provide that care that they know how to provide 

(iv) NJ has gone farther – must provide care and make referrals and arrangements for the stuff that they can’t do

(v) MA and NY have gone further and said that doctors have an obligation to learn how to provide the care that the HIV+ patient needs

e) Estate of Behringer v. Medical Center at Princeton
(1) Plaintiff, estate of a surgeon who died of complications from acquired immunodeficiency syndrome (AIDS), sought damages from defendant hospital, the surgeon's former employer, for breach of its duty to maintain patient confidentiality. Plaintiff also claimed defendant violated the state anti-discrimination act by revoking the surgeon's hospital privileges. Defendant denied any breach of confidentiality and asserted that it properly revoked the privileges. Within days of being diagnosed at the hospital as having the human immunodeficiency virus (HIV), the virus that causes AIDS, the surgeon received numerous phone calls from well-wishers who demonstrated an awareness of his illness. While plaintiff was unable to identify specifically the actual sources of the disclosure of the surgeon's diagnosis, plaintiff argued that defendant's failure to restrict access to his hospital medical records established liability. The trial court agreed and granted judgment as to liability in favor of plaintiff. The court, however, held defendant properly restricted the surgeon's surgical privileges because the ultimate risk to the patient of a surgical procedure performed by the surgeon was untenable.

(2) Question: should physicians be required to disclose their HIV status to patients or restricted in their medical activities?
(3) Holding: only if there is a “reasonable probability of substantial harm to others”
IV. Health Care Financing

A. Introduction: Private insurance and state law

1. The components of health care financing
(1) How and from whom will the money for the system be collected?
(2) Who is eligible? (eligibility)
(3) What services are covered? (benefits)
(4) What controls and incentives and placed on the way doctors and patients use services and resources? (utilization management or coverage criteria)
(5) Through what methods and at what prices will hospitals, doctors, and other providers be paid? (payment, compensation, reimbursement)
(6) How much will patients have to pay out of pocket for services? (cost-sharing)
(7) What legal rights and remedies will patients and providers have to define and enforce the arrangements seemingly set forth in (2) through (6)? (entitlement)
b) Professional autonomy, equality, and market competition with respect to health care financing
c) Federalism, Entitlement, and risk allocation
(1) Traditionally within the domain of the states
d) Entitlement v. largesse under both federal and state law
e) Allocation of financial risk
2. Private insurance and state law
a) Introduction to coverage
(1) “Macro” allocation ( (3); what broad types of services and products are covered?
(a) Seemed natural to limit to physicians’ and hospital services; deny for long term care, dental, psychologists, optometrists, nurse-midwives, etc.
(b) Reflects deep and controversial social values
(2) “Micro” allocation ( the enforcement of medically necessary and experimental exclusions on a case by case basis
(a) Purpose of coverage criteria is: contract between health plans and their members re: what the money will be used for, improve quality, help plans achieve the seemingly contradictory objectives of controlling costs while simultaneously increasing quality, “master clock that sets the timing” of numerous less formal mechanisms
b) State regulation of private insurance
(1) 1944 US v. South-Eastern Underwriters Ass’n allowed the federal Sherman Anti-Trust Act to be applied to the health insurance industry
(2) 1946 McCarran-Ferguson Act, which declared that the business of insurance should continue to be “subject to the laws of the several states which relate to the regulation or taxation of such business”
(a) Also provided that federal regulatory legislation would be “applicable to the business of insurance to the extent that such business is not regulated by State law”
c) States license both hospital and doctors 

(1) Until EMTALA, it was the states that regulated access

(2) Until 1935, the SC held that insurance policy was not an article of commerce and could not be subject to fed regulation

(3) The court refused that rule in SE Underwriters holding that anti-trust laws apply to insurance companies

(4) Congress’s response: fed can regulate as long as it doesn’t interfere with state, the business of insurance should continue to be subject to state regulation

(5) Congress acted v. quickly to pass this law declaring that the regulation of insurance is a matter of state law

d) State law regulates insurance exclusively

(1) That generalization is not longer true, but that was the tradition

e) State insurance law
(1) Attempt to insure solvency of insurance companies through licensure requirements regarding capital contributions, qualified management, and general financial stability
(2) Attempt to prevent overreaching or unfairness
(3) Regulate the substance of the insurance contract (rates must be reasonable and adequate)
(4) Actual state law and administrative practices have often provided consumers with little protection
f) Problems

(1) State regulators are underfunded and not particularly able

(2) Expertise in their areas are not the same as expertise in health care

(3) Most insurance companies and insured businesses operate in national rather than state markets

(4) Tough to get data and information

g) State labor and anti-discrimination law
(1) In some states, these laws are more effective in regulating
h) State contract law
(1) State courts have widely viewed the relationship as highly unequal 
(2) Apply contract principles; ambiguities are resolved against the drafter
(3) Protect reasonable expectations
i) Van Vactor v. Blue Cross Association (1977)
(1) Plaintiffs brought a class action against defendant, on behalf of all subscribers to the Government-Wide Service Benefit Plan whose claims for oral surgical hospitalization benefits had been denied, seeking declaratory judgment interpreting the Federal Employee Health Benefits contract and brochure. The trial court granted summary judgment in favor of plaintiffs. The judgment granted declaratory class action relief requiring defendant to pay policyholders who had been denied benefits on oral surgical hospitalization claims. On appeal, this court concluded that the trial court did not err in finding that there were no genuine issues of material fact. There was sufficient evidence to warrant its conclusion that plaintiffs were justified in relying on the good faith judgment of their treating physician as to the medical necessity of services prescribed, and that defendant could not deny benefits solely because it disagreed with that judgment.

(2) Question: whose judgment determines what is medically necessary?
(3) Holding: A doctor is best positioned to determine what is medically necessary, and the layman seeking coverage should be able to rely on the treating physician’s judgment and not anticipate second-guessing from the insurance company
(4) Reasoning:
(a) Insurance company claims that the contract with the brochure indicates that they have a right to examine facts and deny claims
(b) The brochure is the main source of information for a policy holder
(c) “In the context of the brochure provided to policyholders and an explanation of the benefits and exclusions under their policy, it is unclear how the exclusion puts the insured on notice that, although he must rely on the recommendations of his doctor to be admitted to the hospital and must remain under his active supervision in order to be entitled to coverage under the plan, he cannot rely on that judgment as far as his insurance coverage is concerned.”
(d) “Such an enormous power to dent benefits is not adequately expressed in the brochure’s reference to medical necessity.  Significant policy exclusions contained in a master contract but omitted from the brochure distributed to policyholders should not be enforced.”
(e) Doctor said it was necessary, insurance co say no – doesn’t authorize ex post facto review of what is medically necessary

(f) K says that it excludes coverage for services that are not medically necessary

(i) Authorizes appeals – they DO review!

(g) But the Π says that the brochure and the master contract are two very different documents

(h) Πs say nothing in the brochure makes plain that an insurance co can second guess a doctor’s determination of medically necessary

(i) The policy was not sufficiently clear for making plain that there was a process for which the doctor’s decision could be overruled

(j) Holding ( under this K, the insurance co can never second guess the doctor’s decision

j) Sarchett v. Blue Shield of California
(1)  Plaintiff insured elected to be insured under a group policy provided by defendant insurer. Plaintiff was subsequently hospitalized by his treating physician. Defendant paid the medical and diagnostic testing bills but denied plaintiff's claim for the hospital stay, because it determined upon a retrospective review that the stay was not medically necessary. Plaintiff sued defendant, the trial court entered a directed verdict in plaintiff's favor, and the jury awarded punitive and compensatory damages. On appeal, the court reversed and remanded. The court reasoned that, by the language of the policy, defendant was not precluded from challenging the medical necessity of hospitalization recommended by the treating physician. The court further determined that while defendant breached its duty of good faith and fair dealing by failing timely to advise plaintiff of his right to peer review and arbitration, it was unlikely that the jury would have awarded the same damages for that breach.
(2) Question: did the insurance policy cover the treatment received and did they clearly inform the policyholder of his rights?
(3) Holding: “Since the policy itself provides unambiguously how disputes are to be resolved, there is no room for the argument that the policy contains an ambiguity which, construed in Π’s favor, would vest the final determination of medical necessity in the treating physician”
(a) “The insurer must…take affirmative steps to make sure that the insured is informed of his remedial rights”
(4) Reasoning:
(a) Court found no ambiguity
(b) “the subscribers expectations can best be fulfilled not by giving his physician unreviewable power to determine coverage, but by construing the policy language liberally, so that uncertainties about the reasonableness of treatment will be resolved in favor of coverage”
(c) The question of whether the patient’s hospitalization was reasonably intended for the treatment of illness or injury is a question for the jury; jury must decide if the insurance company acted in good faith and fully informed the Π of his rights and remedies
(5) Argues that the policy is ambiguous ( we only cover medically necessary services, but it doesn’t say who gets to decide

(a) Actually deeper than the excerpt – no payment for services not medically necessary, no payment for hospitalizations solely for diagnosis or observation – that would literally mean no coverage for a lot of people

(b) Why did the court reject the argument?

(i) The info is included later in the K

(6) Dissent says – this is not unambiguous!  If it’s your sole determination, then say it!  The remedies for the various rights aren’t clear either

(7) Π second argument – violates consumer expectations

(a) Most people think that if your doctor says you need to go to the hospital, you need to go to the hospital!  they’re the experts – it should be covered

(b) Plurality finds that consumer expectations are, in this case, not well founded, but that b/c of those expectations, they do support a presumption in favor of respecting the doctor’s judgment

(c) Dissent – consumer expectation drives the need for a clear statement if it’s not going to be true

(8) Ex post facto review violates public policy ( court finds that Π had a choice to find any doctor that he wanted with another plan
(a) Dissent points out that consumers can’t have real choices unless the policy is clear
(9) Blue shield violated its good faith duty
(a) You can’t generally expect a consumer to understand their contract

(10) Illustrates traditional way of dealing with what services are covered

(a) In some states, you also have a possibility of tort remedy for wrongful denial 

(b) Contract remedies are difficult to enforce

(c) (ERISA today preempts much of this debate)
k) State tort law: “bad breach of contract” ( allows for recovery of more than just the transaction costs
B. Federal Health Insurance Programs: Medicare and Medicaid

1. Medicare
a) Program overview
(1) Who’s eligible for Medicare?

(a) People over age 65 ( determining eligibility for elderly is very simple – you have to pay ten years into social security, but not tested – just being old and having been a part of SS

(b) The blind and disabled, but they must be two years w/out insurance (unless kidney, or three years for addiction-related disabilities)

(i) More complex – determine if the person is in fact disabled

(ii) Disability defined in relationship to people’s ability to work 

(iii) What do you do with people who are not old enough to work?

(iv) Reagan HHS sought to apply the work related definitions to the children and lots of lots of kids were held non disabled and could only qualify at the age of 18 when

(v) Overturned in Sullivan v Zebley – thousands of kids qualified

(vi) Personal responsibility act reversed that decision – kicked those kids off again

(vii) Balanced budget act put them back on

(viii) SSI for addiction – you must show that you are disabled for some reason other than the addiction

b) Structure and macro coverage

(1) Medicare Part A ( hospital insurance for the aged; financed by a payroll tax and automatically covering all who qualify for Social Security retirement benefits (generally age 65 and at least 10 years of paying SS taxes through employment); covers up to 90 days of hospital care per “benefit period” subject to a $760 deductible which must be paid before coverage begins, and a copayment of $190 after the 60th day; 100 days of skilled nursing care
(a) Covers in patient care hospital care 

(b) Exception – extended care when the patient has been in the hospital for at least three days and is transferred to an extended care facility within 7 days, then covered for 100 days

(2) Medicare Part B ( covers physician and outpatient hospital services; “voluntary” program, must be 65, payment of monthly premium set at $43.80 in 1997, federal general revenues pay for 75% of the cost; after paying an annual deductible of $100, Medicare Part B will pay 80% of approved amounts based on a fee schedule
(a) 80% of approved amount for doctors’ visits

(b) Voluntary – although everyone joins

(c) The state Medicaid programs pay for part b for indigent

(d) Enrollee pays 25%, other 75% comes from federal general revenues

(3) Services that aren’t medically necessary ( preventative care, dental, mental, prescriptions

(4) Long term care is very costly – but its difficult to draw the line between medical services and social services

(5) Regulated by HCFA, contract for administrative needs with private health insurance companies
(6) Use SS’s judicial review restriction (exhaust administrative remedies before turning to federal court)
(7) “Medigap”
c) Three models of health care policy (egalitarian social contract, market competition, professional autonomy) all present
d) Medicare prescription drug, improvement, and modernization act of 2003
(1) “Defined benefit” approach: the role of law is to guarantee societal resources to certain populations who are especially vulnerable to market conditions; decisions are made through collective social decision making; distributive justice
(2) ** “Defined contribution” model: role of law is to incentivize a market response to a perceived social need **
(a) Demand – subsidy is pegged to certain financial benchmarks and is fixed in size in relation to total program costs
(b) Supply – enormous infusion of funds into managed care plans and through the use of both risk-adjusted premium payments and generous risk-sharing arrangements in order to induce companies to offer a Medicare prescription drug product 

e) There will be a new Medicare drug program

(1) Costs A LOT of $$ - biggest expansion since 1965

(2) Basic structure ( unlike old Medicare that determines what you’re eligible for and then pays for it, the new Medicare drug benefit says we will pay you X – capped!  You can then go into the market and buy prescription drugs

(3) As there are more old people, the benefit will go down – your defined contribution will determine what you get

(4) Join in three ways

(a) Enroll in managed care that provides drug benefits (with your cash)

(b) Enroll b/c former employers provide retiree health coverage

(c) Buy stand alone Medicare drug coverage

2. Medicaid 

a) States develop plan, federal government matches price
b) Can choose to provide Medicaid not only to recipients of cash welfare, but also to people in the same categories (the aged, families with dependent children) who are not receiving cash assistance, but whose medical expenses are so high that their income is nearly as low as the welfare eligibility line
c) Covers five basic services: inpatient and outpatient hospital, lab, and X-ray services, skilled nursing care, and physicians’ services, could also include a wide range of optional services
d) Reimburse at reasonable cost
e) Medicaid’s three entitlements
(1) Structured as a kind of contract or arrangement between the federal and state governments ( .'. states’ have a contract entitlement)
(2) Entitlement of individual to a defined set of covered services
(a) Even though it is welfare, Medicaid is treated like insurance
(3) Entitlement of participating providers to payment for the covered services they render
f) Core structure

(1) States are entitled to payments for covered services

(2) Providers are entitled to payments at federally defined levels

(3) Individuals are entitled to the rights guaranteed under federal statutes and regulations

(4) Medicaid, from the individual point of view, it’s a very strong health insurance program – stronger than private

(a) States get to decide if they want to participate and within broad guidelines what kind of program to administer

(5) Medicaid eligibility issues are extremely important to poor people but also for people who are not poor – tremendously important to providers

(6) Builds on tradition

(a) Relies on state fed cooperation in terms of states having to contribute to the cost of the program

(b) Decision to expand requires an increase in contribution

(c) Since the tax base can be regressive, that puts a lot of pressure on the states funds

(d) Poor reimbursement for physicians – v. difficult to recruit doctors to provide services at all, let alone the vision of the program

(7) Built on welfare – administrative structure and in its eligibility criteria:

(a) Categorical requirements: builds on standard welfare categories:

(i) AFDC to single parents with children under 18

(ii) Aged, blind, disabled

(a) Then became SSI

(iii) Pregnant women (expansion)

(iv) 2 parent families if one was unemployed (AFDCU)

(a) If you’re eligible for cash aid, you’re automatically eligible for Medicaid

(b) In addition, states could bring other groups in if they met categorical requirements and if they had income less than 200% of the poverty level

(b) Who’s left out?

(i) Single people!  Gotta have a kid, be a kid, or be aged, blind, or disabled

(8) Improved on welfare law – states had to include all of the categorically eligible, can’t pick and choose categories of inclusion

g) Financial requirements: 

(1) States have a lot of discretion in deciding where they want to peg their financial need standards

(2) But there are some constraints on particular questions:

(a) Allows people to spend down to Medicaid eligibility

(b) Limit relative responsibility – under the poor law and categorical subsistence programs there were no constraints on state regulations – as long as it was the same for the poor and not poor

(i) The only relative responsibility allowed is spouse for spouse and parents for minor children

(c) Allowing states to cover the medically needy

(i) Need standards vary enormously from state to state, category to category (higher for aged and blind SSI, lower for AFDC)

h) What services do they receive?

(1) Optional 

(a) Not required to cover mental, dental, prescription drugs

(b) Similar to Medicare, but these people are by definition poor

(2) Mandatory

(a) Hospital
(b) Physician

(c) Outpatient

(d) Nursing home

(3) Another restriction ( in relationship to the diagnosis or condition of patient who needs the service

(a) You can’t deny…scope…to an otherwise eligible recipient solely on the type of diagnosis or condition (White)
(b) Cannot discriminate on the basis of diagnosis or condition

(i) Mini-anti discrimination clause! 

3. The legal basis of statutory entitlement
a) Under Medicare, the explicit system of administrative and judicial review creates some degree of entitlement to benefits
b) Federal Medicaid system creates a similar structure, but less clear re: entitlements
c) In four landmark decisions between 1968 and 1970, the SC rejected the right/privilege distinction and adopted a “statutory entitlement” approach to welfare benefits provided under federal law
(1) The fact that Congress has delegated authority to a federal agency authority to define and enforce the statutory conditions does not preclude judicial action to enforce them against state agencies on behalf of the recipients, unless Congress has clearly indicated such preclusion
4. Eligibility for Medicaid: Who should be excused from the full risk of the market?
a) Eligibility by category: mandates and options
(1) The groups that Congress has excused from the full risks of the market
Low-income children
Certain people caring for low-income children
Pregnant women
Children in foster care
Low-income disability and elderly
(2) “Categorically needy” ( qualify for assistance based on their income and attachment to a recognized coverage category
(3) May also cover “medically needy” ( fall into certain recognized coverage categories
b) Financial eligibility standards: for those not receiving cash assistance, exceedingly complex ( a person must either meet strict financial eligibility standards which average approximately half the federal poverty level for most beneficiaries or else “spend down” to financial eligibility by incurring medical expenses
c) Impact of the 1996 Personal Responsibility Act on Medicaid eligibility
(1) If persons lose their cash assistance, they may also lose eligibility for Medicaid
(2) Usually provided as a piggyback; administration and application processes may become a nightmare
5. Medicaid coverage limitations: the paradoxes of “non-discriminatory” rationing
a) While the states must cover many expensive treatments for a relatively small number of people, they have been permitted to impose drastic limits on “regular” care that have had, until the recent rise of managed care, few counterparts in private health insurance
6. Preterm, Inc. V. Dukakis
a) Both the nonprofit corporations providing clinical services, including abortions, to indigent women and the Commonwealth officials challenged an order requiring the Commonwealth to provide funding for abortions to all Medicaid-eligible women who desired to obtain an abortion and for whom a physician had determined that an abortion was a medically necessary service. The court found that the limitations imposed by 1978 Mass. Acts ch. 367, § 2 on abortion services violated the purposes of the Medicaid Act, 42 U.S.C.S. § 1396. However, the court further found that the Medicaid Act did not mandate that a state provide all medically necessary services as determined by a physician. Accordingly, the court enjoined implementation of 1978 Mass. Acts ch. 367, § 2 insofar as it prohibited state reimbursement for abortions that would qualify for federal reimbursement under the terms of the Hyde Amendment, Pub. L. No. 95-205, § 101, 91 Stat. 1460.

b) Question: whether Medicaid is required to cover abortions which are necessary to prevent the death of the mother and for those procedures necessary for the proper treatment of the victims of forced rape or incest
c) Holding: Restrictions based on a life or death distinction violate the purposes of Medicaid; crosses line “between permissible discrimination based on degree of need and entered into forbidden discrimination based on condition”
7. Curtis v. Taylor
a) Question: can FL limit the amount of physicians’ services available to a recipient, even though those limits may result in a denial of medically necessary treatment?
b) Holding: the limit does not violate any regulations.
c) Reasoning
(1) No particular medical condition is singled out for unique treatment or given care only in restricted situations
d) “HEW views a limitation on the ‘amount, scope, or duration’ of a required service as ‘reasonable’ if the coverage provided is adequate to serve the medical needs of most of the individuals eligible for Medicaid assistance.”
e) Π’s argument ( violates the amount, duration, and scope of service requirement

(1) Limiting it to three visits/month doesn’t achieve the purpose of the act

f) Second challenge on amount, duration, and scope

(1) It’s a neutral generic limitation like no coverage for experimental and hence it’s okay

g) Conflicts with the underlying purpose of the statute?
(1) The language of the statute says that the states are required to provide medically necessary procedures, which is more than what CA reg is providing

(2) The state is re-writing the concept of medically necessary

h) Court rejected that argument

i) Weaver  deals with experimental services

(1) AZT and transsexual surgery

(2) Using AZT for the treatment of AIDS was at this time experimental

(3) Medicaid statute excludes experimental treatment

(4) Should look at in terms of common practice, regardless of what the FDA label indicates

(5) Court rejected claim that they could exclude

j) Rush
(1) Transsexual surgery

8. EPSDT: differs from Medicaid in two ways

a) Covers a whole lot more services, for kids under 21, requires that Medicaid provide basic + dental, eye care and glasses

b) Requires the state to make services available rather than just pay for it

9. Health reform incrementalism: The State Children’s Health Insurance Program (SCHIP)
a) Entitles states (but not children) to federal funding for the purpose of furnishing health coverage to uninsured children
(1) Can either use to expand Medicaid or develop separate program
b) “Basic services”: inpatient and outpatient hospital care, physicians’ surgical and medical services, laboratory and x-ray services, and well-baby and well-child care including age-appropriate immunizations
c) Silent re: duration, scope, amount of covered services 
d) Attempting to give some fed. funds to states to catch children who fall between income levels

e) Unlike Medicaid, it doesn’t create any entitlement

f) State just gets a fixed pot of money

(1) Can use to expand Medicaid, OR

(2) Can administer separate program

g) Some states refuse money b/c they need to match it!  Some states just can’t afford it

10. How Medicaid program has done
a) Serves population w/ serious health problems

b) Has a significant impact on health care

c) Also important for providers, etc.

d) Varies enormously group to group

(1) Elderly consume most

(2) Disabled

(3) Parents and children are relatively cheap

e) Enormous responsibility on the state

(1) Sometimes largest state budget item

(2) Biggest source of fed funding for states, though

(3) On one hand, states hate it, on the other, the fed match is, for most states, irresistibly attractive

C. The Medical Entitlement Debate

1. Individual

2. Provider

3. State

a) Assume that if it provides a right, it can be enforced in fed court –that was not obvious when Medicaid was adopted in 1965

b) There hadn’t been any SC cases

c) Sharp dichotomy

4. Only with creation of the legal services program in the late 1960s that the concept began to be challenged

a) Defenders of gov’t discretion advanced a variety of arguments against entitlements/rights

b) Same arguments that we continue to argue about today

c) Fed admin remedy to cut off funds is the only remedy

d) Fed statutes are too vague to be enforced by a court – they’re just precatory/general standards; not sufficiently precise to have the characteristic of a legal right

e) Fed courts lack jurisdiction to hear these cases

5. Bet 1968-70, SC rejected all those arguments, so by 1970, the concept of entitlement was pretty well established at the SC level

6. Wilder v. Virginia Hospital Association
a) Question: “whether a health care provider may bring an action under § 1983 to challenge the method by which a State reimburses health care providers”; “whether the Boren Amendment, which requires reimbursement according to rates that a ‘State finds, and makes assurances satisfactory to the Secretary, are reasonable and adequate to meet the costs which must be incurred by efficiently and economically operated facilities’ is enforceable in an action pursuant to § 1983”
b) Holding: The Medicaid Act provides a substantive right to providers for reasonable and adequate rates; “the Boren Amendment imposes a binding obligation on States participating in the Medicaid program to adopt reasonable and adequate rates and that this obligation is enforceable under § 1983.”
(1) “That the Amendment gives the States substantial discretion in choosing among reasonable methods of calculating rates may affect the standard under which a court reviews whether the rates comply with the Amendment, but it does not render the Amendment unenforceable by a court”
c) They want more money!  Fed law says that they are only entitled to reasonable and adequate to meet costs…….

d) Rarely did states sue

e) Congress amended ( pretty amorphous terms

f) Intended to hold down hospital costs

g) The court doesn’t really get to the merits, rather the ∆s argue that the Amendment doesn’t create any fed right enforceable under § 1983

7. Suter v. Artist M. ( federal law does not place any “requirement for state receipt of federal funds other than the requirement that the State submit a plan to be approved by the Secretary”;  .'. only the Secretary may enforce (not private individuals)
8. Lower courts seek to reconcile Suter and Wilder
9. Congressional reaction
a) In 1994, Congress added a new section to the SSA
(1) “This section is not intended to limit or expand the grounds for determining the availability of private actions to enforce state plan requirements other than by overturning any such grounds applied in Suter, but not applied in prior SC decisions respecting such enforceability”
(a) Overrules the theory in Suter that the only private right of action is against the state for not having a plan
10. Blessing v. Freestone ( Title IV-D of the SSA, which established a federal child support enforcement program, does not create individually enforceable rights insofar as the law obligates states to make certain efforts on behalf of children and families to whom child support payments are owed.
a) “The enforcement scheme that Congress created in Title IV-D contains no private remedy – either judicial or administrative – through which aggrieved persons can seek redress.  The only way that Title IV-D assures that States live up to their child support plans is through the Secretary’s oversight.”
b) Court rejected the argument that § 1983 never allows beneficiaries of federal statutes to enforce federal rights in federal courts; on the other hand, the Court rejected the Π’s claim that a federal court could redress a massive, systematic statewide violation of a fed. statute
11. Westside Mothers v. Haveman 
a) Question: whether the Πs can bring a suit against Michigan for not providing services required by the Medicaid program
b) Holding: Πs do have a cause of action under § 1983 for alleged noncompliance with the screening and treatment provisions of the Medicaid Act
c) Reasoning:
(1) Laws passed pursuant to Congress’s spending power are supreme law of the land
(2) Suit not barred under principles of sovereign immunity
(a) “Πs only seek prospective injunctive relief from a federal court against state officials for those officials’ alleged violations of federal law”
(3) “A statute will be said to create an enforceable right if, after a particularized inquiry, the court concludes that (1) the statutory section was intended to benefit the putative Π, (2) it sets a binding obligation on a government unit, rather than merely expressing a congressional preference, and (3) the interests that Π asserts are not so vague and amorphous that their enforcement would strain judicial competence”
D. Hospital Reimbursement

1. The big picture – since 1965, in most years, hospital costs increased at rates double the rate of inflation

2. Paying hospitals
a) An overview of hospital reimbursement: from negotiation to reasonable cost
(1) Largest portion of health care spending; increases more rapidly than general rates of inflation
(2) If one portion of a hospital’s budget is constrained, hospitals have a strong financial incentive, and significant ability, to provide a different mix of services or to shift costs to the less constrained portions of their budget
b) Until 1990s with the rise of managed care, hospital received in two ways

(1) Service benefits

(a) Insurer contracts with the hospital and says we’ll pay you X for services that you provide to our subscribers (tradition Medicare Medicaid and Blues approach)

(2) Indemnity

(a) Patients negotiate with hospital or insurance plan

(b) Hospital just bills the patient – no relationship bet hospital and insurer

(c) Reimbursement policy .'. not that important in this model

(3) Until the 1930s, it was a negotiated cost
(4) 1930s-1960s, the Blues introduced reasonable costs 

(a) Almost anything was a reasonable cost at the time

(b) Depreciation even is part!

(c) Anything associated with providing care, med education, PR, lawyers bad debts, + something that they hadn’t thought of! (cost +)

(5) 1960s – Congress adopted a reasonable cost, per diem system
(a) Add up all costs, figure out in patients, divide, and charge per day

(b) What happens to the per diem if the hospital runs at 30% occupancy

(i) Just up the per diem to whatever the costs are

(c) What’s your incentive?

(i) As a hospital, you want to keep people there as long as possible

(6) Adopting Blue was the critical factor in adopting Medicare
(a) AMA and AHA threatened to boycott programs

(b) When they split, the AHA said that they would support on 2 conditions

(i) Promise to pay us under the blue reasonable cost reimb standard

(ii) Must allow blue to be responsible for day to day admin

(c) Allowing a private program to administer a public program

(i) At the time, blue cross was a wholly controlled subsidiary of the AHA – there was a conflict of interests going on here

(ii) Medicare ended up paying for the admin costs of computerizing, etc.  

(d) Other problems – even though Medicare is theoretically a fed program, in point of fact, there were enormous disparities from place to place around the country (also re: what’s medically necessary)

(7) Encouraged a more business-like approach to rate setting
(8) Until the 1980s, hospitals were paid retroactively, thus rewarding costs, not efficiency or quality
c) State efforts to regulate hospital reimbursement
(1) Insurance commissioners in the late 60s began to limit payment for particular items judged to be unnecessary or excessively costly
(a) Strengths?

(i) Allows cost cutting – the incentives are not indiscriminate – it gets at real problems

(ii) As a political matter, it’s hard to defend against that kind of cost cutting

(iii) Concreteness allowed broad understanding

(b) Weaknesses?

(i) If it’s not an obvious cost, hospital can still get extra money by claiming it elsewhere

(ii) Some courts said it was actually out of their (insurance commissioner) authority to approve those rates 

(iii) Most insurance commissioners lack the skills necessary – looking at particulars of every hospital. budget is tough

(c) Still an aspect in MD rate setting program

(2) Ratesetting allowed states achieve several goals at once: limits on price increases, control over costs associated with unnecessary capital expenditures, promotion of equity across payers in order to improve access for publicly insured patients whose insurers paid lower rates and were thus less desirable, and recognition of certain costs deemed to be in the public welfare 

(a) Formula approach to hospital rate setting – just set a per diem rate and don’t try to particularize and leave it to the hospital’s discretion

(b) What have they historically spent?  Prior rates adjusted for inflation factor

(c) Strengths?

(i) Gives hospital a lot of authority

(ii) Limits hospital budget but doesn’t tell hospital how to deal with those limitations

(iii) Respects the hospital discretion!

(d) Weaknesses

(i) Freezes historic patterns

(ii) If you have a hospital that’s very good at spending, they have a higher per diem

(iii) Rate setting do not alleviate that problem

(iv) Provides indiscriminate incentives

(v) Not primarily a matter of inefficiency – it’s allocation of resources and priorities

(vi) Hospital figured out that cost reductions  in year 2 would be reflected in year 3

(vii) Inspired keeping people in the hospital longer

(3) NY program more sophisticated program based on rate setting program

(a) Applied to all payers (blue cross, Medicaid, and through a federal waiver, Medicare)

(b) Administered through a pluralistic progress

(c) Legislature, broad segments of hospital community and public health community

(d) Really smart commissioner

(e) Use for lots of different purposes

(4) By the early 1980s, a dozen states had adopted hospital rate setting programs
(5) Rate setting was moderately effective in the 1980s, but it’s been abandoned every place except MD

(6) NYPHRM
(7) By the late 1990s, not only had no state adopted a hospital ratesetting program, but as in the case of NY, many other states had abandoned comprehensive programs
(a) Challenged as preempted by ERISA
(b) Political climate more hostile to regulatory approaches to social problems
(c) Many legal and political obstacles to comprehensive, all-payer ratesetting
(d) Employers have sought reduced rates for their employees through managed care
d) DRGs ( at discharge, the patient is assigned one of X number of DRGs, based on primary and secondary diagnosis, surgical procedures, age, gender, complications and discharge status.  The DRG payment is then adjusted to take into account a number of factors
(1) Encourages efficiency
(2) Fail to account for the complexities
(3) Started in NJ

(4) Pays hospital per case rather than per diem, so their payment is based on diagnoses rather than how long they stay

(a) Fixed amount per hospital. at the time the patient was discharged

(5) If they can treat for less than the DRG, they win, if they treat for more, they lose

(6) Hospital have a more powerful incentive to come in below the DRG payment and can influence doctors to be more selective in treatment

(7) A lot of criticism is how they figure out what an appropriate DRG is

(a) Should they be varied in relation to intensity, to age or gender, to poverty

(b) Higher DRG for rural v. urban

(c) Regional wages adjustment

(d) Tech objections

3. Federal attempts to regulate hospital reimbursement
a) The Nixon Administration’s economic stabilization program imposed a general wage and price freeze; underscored difference between health care and other goods and services; but did have some effect on moderating hospital costs
(1) Imposed fixed limits on wage and price increases

(2) Impact was negligible – what do we learn from that experience?

(a) Why was it so short term?  It looks really rigorous and tight AND unsuccessful!

(b) It targeted rates of increase rather than expenditures

(c) Hospital financing is sufficiently complex that they can figure out ways to gain in the system

(d) The regulators couldn’t keep up with the hospital’s ability to get around restraints

(3) National wage and price controls to combat inflation in time of peace

b) The HMO Act of 1973 required firms with more than 25 employees that offered health insurance to offer at least one qualifying HMO as an alternative to conventional insurance if such and HMO was located in the area
c) Federal sponsorship of all-payer rate setting demonstrations
d) The failed federal effort at all-payer hospital ratesetting
(1) Allows states to include Medicare and Medicaid in rate setting program

(2) NY was committed to the idea

(3) But then, as the NYPHRM began finding some success, the disparity between that and standard was too great

(4) Gave back federal waiver and went back to standard national basis for Medicare rates

e) Medicare payment limits ( began in 70s with reimbursement limits for routine per diem costs (“Section 223”)
(1) 1982: Prospective Payment System (PPS) 
f) DRG for Medicare

(1) Creates a publicly supported vehicle for enabling policy makers to think sensibly

(2) Hospital still have huge capacity to get around it by cost shifting

g) Nothing succeeds as planned: the shortcomings of Medicare hospital payment controls
4. Reimbursement and uncompensated care
a) Blue Cross and Medicare paid hospitals for “bad debts and charity care” simply by adding a fixed percentage of total costs to the per diem amount paid for insured patients
b) NJ program required all insured patients to pay an equivalent amount into a state fund, which then was distributed on the basis of the amount of charity care a hospital actually provides
c) Medicare provides support now through a “disproportionate share” adjustment to DRG rates for hospitals that “serve a significantly disproportionate number of patients who are low income or who are Medicare Part A beneficiaries
d) Managed care doesn’t usually take uncompensated care into account in negotiating hospital rates
5. Rates and rights: the role of the courts in regulating reimbursement
a) Creates an entitlement in hospitals to payment at certain levels for certain services
b) Enforcement under Medicaid
c) Hospital conditions of participation: mandatory assignment and prohibitions against balance billing- “a hospital may not charge a beneficiary for any service which payment is made by Medicare, even if the hospital’s cost of furnishing services to that beneficiary is greater than the amount paid under the PPS”
(1) May charge only for deductibles and coinsurance as well as non-covered items and services
d) Hospital reimbursement rights under Medicare
(1) Places tight limits on the extent to which hospitals may challenge the adequacy of the DRG payments they receive for providing services to people eligible for Medicare
(2) The original law required that states pay hospital reasonable cost reimbursement as defined for Blue, Medicare, Bourne amendment cut back to say that rates paid by state have to be sufficient to meet efficiently and economically  operated hospital
(3) Cut back again to rational process
e) Legal rights and Medicare reimbursement

(1) Can hospital bring suit to challenge the process and sometimes adequacy of DRGs for Medicaid

(2) Statute explicitly says that courts don’t have jurisdiction to hear DRG cases

6. Fed HMO Act of 1983…..

a) Mandatory assignment (p. 512) both Medicaid and Medicare require that participating hospital accept as payment in full

b) Cannot charge more than the program pays, even if it’s inadequate or the patient has money!

c) Accept assignment

d) Ban on balance billing

E. Physician Reimbursement 

1. Introduction: From autonomy to control: the changing patterns of physician reimbursement
a) In place of a system that reflects physician payment preferences and  immunizes them from the consequences of cost overruns, the nation’s public and private payers are seeking to constrain physician fees and to make physicians financially aware of the reality of budget limits
2. Medicare and private insurance
a) The tradition of charge-based reimbursement
(1) Historically a fee for service system, which meant physicians did not have to justify their charges
(2) Fee for service insurance typically pays physicians in one of three ways: actual charges, fee schedules, or charge-based reimbursement
(a) Reasonable costs, Per diem, ban on balance billing

(b) How does Blue Shield differ from this model?

(i) Is it a service benefit?  i.e. we’ll pay you whatever rate we set for the services you provide?

(a) Blue Cross contracts with hospitals ( you take care of our folks, and we’ll pay you set rates

(b) Blue Shield reimburses the PATIENT – no contractual relationship with the doctors – the patient sends the bill to Blue Shield and are then reimbursed

(c) Reasonable costs ( Doesn’t pay on the basis of costs, but rather on some form of charges
(d) Pier diem ( instead Blue Shield pays per procedure
(e) Balance billing ( okay under Blue Shield (it was reimbursement, so doctors could charge whatever)

(i) Why would these sister orgs have such different methods for paying hospitals on the one hand and doctors on the other?

(a) AMA didn’t want to give Congress power to regulate doctors that much – want to allow doctors to charge

(b) Why even prior to Medicare, did Blue Shield choose to pay doctors differently?  

(i) Blue Shield was run by the doctors

(ii) Blue Cross was run by the hospitals

(f) Charges

(i) Insurance co can promise the patient that they will pay whatever the doctor charges

(ii) Simplicity, but no incentive for cost cutting

(g) Fee schedules

(i) This is what we’ll pay

(ii) Does constrain costs

(iii) Tend to be on the low side and you have trouble attracting doctors

(iv) Insensitive to changes over time and the development of new procedures

(3) UCR payment system (usual, customary, and reasonable)
(a) CPR, UCR, customary, reasonable, prevailing, etc.

(b) More complicated than others but addresses the concerns of both alternatives

(c) Produced huge disparities amongst specialists

(d) Why?

(i) Explained a lot by whether there is insurance coverage

(ii) When you have a formula that takes account of charges, it’s easier

(iii) But when you’re serving an uninsured population, it’s harder to account for charges

b) The introduction of the resource based relative value scale (RBRVS)
(1) Aggregate insurance payments for physician services determined by two factors: the price of services and the quantity of services provided (those arising from population change and aging, those that result from changes in the practice of medicine, and volume increase adopted to increased income)
(2) Physician Payment Reform Act (1989) ( sought to make the system of physician payment more rational and equitable, control the costs of professional services provided under Medicare Part B, ensure access to physicians for Medicare beneficiaries, and protect and improve quality of care
(a) Utilizes RBRVS
(i) RVS (relative value scale) reflects: a physician work component that reflects the time and intensity of the physician’s effort in providing a service; a practice expense component that includes costs such as office rent, salaries, equipment, and supplies; and a separate malpractice component that reflects professional liability premium expenses
(ii) Also adjusted to reflect geographic differences
(3) Volume Performance Standard System – specifically provides that there shall be no administrative or judicial review of the rates set
(4) Medicare RVS system ( creates a value scale based on:

(a) Training

(b) Skill

(c) Malpractice

(d) Use a lot of informed participants to discuss the above and figure it  out

(e) Not to slash the high guys, but to hold them steady and rise the lower paid guys

(f) To adjust for malpractice differentials (geography and specialty)

(g) Professional assessment of actual data

(5) RVS attempts to compensate for differences in malpractice premiums

c) Changing physician reimbursement patterns following the introduction of RBRVS – costs did decline, but it is not clear to what this decline is attributable
d) Disparities in physician payments
(1) Disparity in incomes of primary care practitioners and other physicians and historically has provided young people financial incentives to enter specialties where their services may be the least needed
e) Assignment and balance billing rules governing physician services – amendments to Medicare enacted in 1989 employ a variety of mechanisms to encourage participation in order to assure physician acceptance of assignment and to curb balance billing
(1) The question of whether federal Medicare law should treat physicians as hospitals and require them to participate in the program is controversial
(2) The statute now prohibits physicians from charging low-income Medicare beneficiaries amounts in addition to program fees of from charging those who are not poor more than an additional 15% of Medicare’s allowed fee
(3) Until 1989, doctors were free to decide on a case by case basis under both Medicare and Blue Shield whether they would accept assignment

(4) It’s in the doctors interest to take assignment ( they have more control and can probably get more $

3. Medicaid reimbursement of physician services
a) The equal access requirement
(1) Fee schedule usually below Medicare or private = low physician participation
(2) Congress mandated that payments be enough so that services are available to Medicaid patients at least to the extent that they are available to the general population
(3) At least to the extent avail to general population in the same area

b) Clark v. Kizer
(1) Question: “Whether the state is violating the equal access provision when interpreting the language ‘available to  recipients at least to the extent that those services are available to the general population’” when reimbursing for dental care at very low rates
(2) Holding: “The mandate of the law is clear: the State must assure that ‘payments are sufficient to enlist enough providers so that care and services are available under the plan at least to the extent as to the general public.’  Regardless of the interplay of other factors, if the reimbursement levels are not enough to ensure equal access to dental care, then the State has failed in its statutory duty.”
(3) Reasoning
(a) 2/3 participation ratio (in this case, less than 40% of the dentists treat Denti-Cal recipients)
(b) Level of reimbursement (gap in the instant case too large)
(4) How to we measure if there are a sufficient number of dentists?

(5) Reimbursement was 40% of the average private reimbursement

(a) It doesn’t matter what we pay – they don’t want to take care of Medicaid kids for reasons that have nothing to do with reimbursement!

(b) It would just give them more money, but it won’t increase access, most dentists don’t want to take care of these people for other reasons

(6) There won’t be any impact on access

(a) That might be true!  but the court didn’t buy it

c) Patterns of Medicaid physician participation
(1) Physicians who treat Medicaid patients must enter into an agreement with state Medicaid agencies; prohibits physicians from charging beneficiaries any amount in excess of Medicaid payment for covered services, except for permissible copayments
d) Payment for dual eligibles: poor elderly and disabled persons and low income Medicare beneficiaries
F. Graduate Medical Education Financing: The Role of Provider Reimbursement
1. The aggregate supply of physicians: the training engine and physician supply excess- programs were instituted to increase the number of physicians; worked too well
2. The problem of physician maldistribution and the role of graduate medical education
a) Physicians are concentrated in affluent, non-minority markets and more sparsely located in rural and inner city poor communities
b) National Health Service Corps
3. The structure of medical schools and teaching programs - rely on affiliation agreements between med schools and teaching hospitals
4. Meeting the cost of medical education
a) Cost is enormous
b) Patient care revenues provide most of the resources to support grad med educ
c) Tuition paid only 20% by 1940, by 1970, it was 4.8%
d) Fed research contracts
e) Endowments and gifts falling
f) Enrollment caps
5. Patient care reimbursement in a teaching context
a) Medicare teaching reimbursement principles
(1) “Direct medical costs” (DME) which include the salaries and stipends that a hospital pays to supervising physicians as well as to residents (housestaff) (based on cost formulas)
(2) “Indirect medical education costs” (IME) which result from the dynamics of a teaching practice (based on an annual per resident cap)
b) Payments to physicians in a teaching context
(1) “Private patient” v. “house patient”
c) Medicare graduate medical education reimbursement in the courts
6. Training the *wrong* kind of doctors?

a) Problem of market forces

b) Medical education

(1) Often there is no collegial decision making at the dept level

(a) Not like a law school where the faculty makes decisions together

(2) There is no departmental accountability to the institution as a whole

(3) There is no institution-wide sharing of resources

(4) Not socially responsible – too many of the wrong kind of residents and the wrong kind of specialty

(5) Can’t be changed from within

c) If we believe that, how could the law and social policy come to their aid?

(1) Direct regulation

(2) Funding incentives?

(a) Reasonable to attempt to show that resources are spent in a socially responsible way

(b) Part A ( we pay for education to the teaching hospitals

(c) Blue Shield, Medicare, Part B ( pays on the basis of charges, payments made to the supervising physician (attending)

d) What impact does that reimbursement have on the way services are organized/provided in the teaching hospital
(1) Encouraged formation of group practices to ensure that every patient has a supervising physician who can claim the higher Part B charging range

(2) Organize services so that each patient actually DOES have a personal supervising physician

(3) Other institutions the fact that the Part B payment is only available for services that the attending actually provides has actually encouraged lying!

G. Introduction to Managed Care

1. Introduction
a) Boundaries which once separated provider and insurer are now blurred
b) 78% of privately insured Americans in 1995 were members of managed care orgs
c) Significant redistribution of power
d) Realignment of power, authority, and control, the end of physician autonomy, changes in longstanding rights and expectations
e) Large corporation which buys services and sells to sponsors for a fixed fee
f) Began as a collective response on the part of both public and private payers to mounting evidence of out of control health care costs which threatened the future of health insurance, as well as studies showing widespread evidence of highly expensive care of questionable quality
g) Formation and catch up
2. The rise of managed care
a) Early forms of managed care ( medical community traditionally opposed any direct connection to third party insurers
(1) Efforts against reached apex in 1940s ( AMA v. United States
(2) Plans emerged anyway; premium were higher than for other forms of insurance, but their coverage was more comprehensive and they had few exclusions, limits, or copayments
(a) Certainty of coverage
b) The HMO Act of 1973
(1) Congressional move to federalize HMOs, part of Nixon Admin, efforts at minimizing costs
(2) Defined qualification standards that HMOs had to meet in order to receive newly authorized federal grants and loans
(3) Required firms with more than 25 employees to offer an HMO option with a broad minimum service package (medical, hospital, family planning, outpatient mental health, etc)
(4) Prohibited HMOs from offering lower priced products for lower income workers and were required to community rate their premiums, precluding lower cost premiums
(5) Grew very slowly
c) The modern managed care era
(1) Large for profit health care systems held together through a series of contracts among independent entities which are offered by insurers and other companies and often publicly traded on the stock exchange
(2) Result of confluence of several factors
(a) Skyrocketing health care costs
(b) Purchasing power of employers
(c) Collective concern about quality
(d) Success of physicians and hospitals rejecting regulation
(i) Cost, access, quality
(e) “Demand” side ( ERISA allowed employers to self-finance, insurers had to follow suit
(f) “Supply” side ( antitrust laws, trends towards deregulation and corporatization
3. Managed care today
a) Defining managed care
(1) “Any health coverage arrangement in which, for a pre-set fee (i.e. the premium), a company sells a defined package of benefits to a purchaser, with services furnished to enrolled members through a network of participating providers who operate under written contractual or employment agreements, and whose selection and authority to furnish covered benefits is controlled by the managed care company”
(2) Can be an HMO, IPA, PPO, ISN, etc
(3) Certainty in health care costs and accountability
(4) “Closed panel” – coverage restricted to services furnished by participating providers unless care involved emergency or is otherwise authorized
(5) Loose structure – members may obtain services anywhere, but pay a higher fee at time of service for out of network providers
(a) POS HMOs, PPOs
(6) How is the definition different from Blue Cross?  The traditional service benefit plan?

(a) Tradition was that Blue cross allowed any hospital to join and they paid whatever the fees were- they didn’t challenge 

(b) More controlled group of providers – selection of physicians

(c) <ore comprehensive – covers services other than just hospital and medical care

(7) Overview of the programs

(a) At one extreme, you have Kaiser, a managed care HMO that owns all of its own hospitals

(i) Most of its doctors are employees

(ii) They are very organized

(iii) Quite comprehensive package of benefits

(iv) Sometimes contracts out for specialized care

(b) Virtual HMO

(i) Doesn’t own any hospital or salary any doctors – just an office building with computers!

(ii) Contracts with everyone who wants to join and sets up arrangements

(c) ALL known as managed care organizations

(i) Left the term health maintenance to managed care organizations

(d) How do managed care orgs deliver on their promise to provide good service and hold down costs?

(i) Liming pool of providers

(ii) Less physicians, more people, charge less

(iii) Or select doctors who profile doesn’t provide a ton of services

(iv) Generate queuing – people will wait for services or fix themselves and save a little money

(v) Market to healthy people

(vi) Form of payment generates incentives to work “efficiently”

(a) Also been the move w/r/t hospital reimbursement

(vii) By limiting providers, we can get doctors and hospital to provide the same quality service, but at a lower rate

(viii) Major pitch of managed care is “we organize a service that is higher quality and lower cost because we’re organized”

(ix) Insist on at will contracts

(e) Federal regulations have been limited to those orgs who seek certification

(f) HMO Act of 1973

(i) Federal act provided a series of carrots to encourage

(ii) Opens markets to qualified HMOs

(iii) Any employer with more than 25 employees has to offer the option if they are in the community

(iv) Huge financial subsidies to help with start up costs

(v) New HMO has a short shelf life

(vi) Also provided “sticks” – efforts to ensure that they achieved savings through efficiency

(vii) Mandatory benefit package

(viii) Had to allow open enrollment and community rating

(ix) Prohibited HMOs that only served Medicaid or Medicare

(x) On the theory that the shopping members would create incentives to keep the program good

(xi) Weak carrots and strong sticks meant that very few orgs sought federal qualification

(8) Medicaid/ Medicare managed care
(a) 1965, key provision of fed Medicaid act was freedom of choice

(b) Any provider who was willing to serve them

(c) Sought federal waivers to allow them to force poor people into managed care orgs

(d) In 1981 restrictions were relaxed, states increasingly mandated Medicaid enrollment

(e) Since 1997, the freedom of choice has been repealed, states can force recipients to managed care orgs

(9) Physician selection
(a) Why is this a better thing for Medicaid?

(b) Guaranteed to have a doctor

(c) Because it’s organized

(d) Enrollment is a good choice for Medicaid

b) Structural elements of managed care
(1) Selecting the network 
(a) Much dispute about what is a “quality” or “cost efficient” practice
(b) Possible discrimination against minorities
(c) Problems with defining quality
(i) Screening v. prune later
Physician profiling – looks at billing and claims records under fee for service insurance plans
Threat of network exclusion potentially powerful tool for ensuring compliance with coverage and utilization review standards and guidelines
Reduce costs by limiting number of providers in the plan’s network
Geographic/community choices can limit to healthier patients
Some maintain different networks for publicly v privately insured
(2) The contractual duty to furnish care
(a) Woolfolk v. Duncan
(b) Because managed care plans contract to furnish care rather than mere coverage, physicians who enter into participation agreements assume this duty
(i) Pivotal to the distinction between managed care and other forms of insurance
(3) The “contract at will” relationship between managed care organizations and health care providers
(a) Gives either party the right to terminate the agreement without cause after notice
(b) Ambrose v. Aetna Health Plan ( where disability is found, the burden is upon ∆ to show that the particular Π is unqualified to hold the particular position; the ∆ is not permitted to make generalizations about the limitations caused by the disability and institute an automatic termination based upon it
(c) Harper v. Healthsource of NH ( physicians have a right to judicial review of terminations allegedly made in bad faith or on grounds contrary to public policy
(4) Risk based financing and physician incentives
(a) Managed care orgs assume risk of cost overrun and  .'. are under extreme pressure to keep costs in line
(b) “Upside risk” – providers are paid an additional amount if they realize savings from practicing in an efficient fashion
(c) “Downside risk” – a portion of provider’s fee is withheld and is returned to the provider only is costs are kept below a stated target
(d) Perverse financial incentives
4. TennCare
a) State contracts directly with managed care organizations to provide to enrollees most of the care and services otherwise covered under Medicaid; long term care and mental health/addiction services remain under the state program
b) Enrolls categories of individuals not qualified for Medicaid
(1) Individuals denied private coverage for medical reason
(2) Uninsured children under age 18
(3) Previously insured workers who become uninsured because of a business closure
c) Successful due to process of contract negotiation in a buyer’s market, and cost savings generated through narrower coverage
d) Leaves out the chronically ill poor
e) Possibility of negotiating good rates

(1) Then we’re going to take that money and extend coverage

H. ERISA: Introduction and Preemption of State Law

1. Introduction: Background, Mandated Benefits, and Legislative history
a) Employee Retirement Income Security Act of 1974
b) Pension problems!  Lots of workers were paying money all their life and then there were no funds there 

c) States were not doing an adequate job: needed federal regulations

d) Employee benefits side

(1) Doesn’t require any offering of benefits, but if it does, then it’s governed by ERISA in relationship to its benefit plans

(2) Apart from public employees, small enterprises, churches

(3) Virtually all non public employers are governed by ERISA

e) 1974 – 1983 there were NO ERISA cases  in the US SC

f) 1983 with the Shaw case – first SC ERISA benefits case
g) Third period of ERISA – began with Travelers and then Kentucky
h) Primarily concerned with protecting employees’ pensions
(1) Persistent underfunding
(2) Regulatory and remedial provisions were inadequate
(a) Detailed standards on administration, reporting, and fiduciary duties
(b) Statute applies to any employee benefit plan maintained by “any employer engaged in commerce” and/or any union representing employees so engaged
(c) Contains one of the most sweeping provisions for preemption of state law ever enacted in a federal statute
(d) Remedies are more limited than remedies available under state law
2. Shaw v, Delta Air Lines, Inc.
a) The employers provided their employees with medical and disability benefits through plans subject to ERISA. They alleged that the New York Human Rights Law, N.Y. Exec. Law §§ 290-301 (1982), and the Disability Benefits Law, N.Y. Workers' Comp. Law §§ 200-242 (1965), were pre-empted by ERISA insofar as they required benefits to be provided to employees disabled by pregnancy. The court affirmed in part, holding that for purposes of preemption the state laws "related to" employee benefit plans under 514(a) of ERISA because they had a connection with or reference to such plans. The state laws were pre-empted to the extent that they prohibited practices that were lawful under federal law. 

b) Question: whether these NY laws are pre-empted by ERISA
c) Holding: these laws “relate to” employee benefit plans and are therefore within the purview of ERISA, thus preempted
d) Reasoning
(1) ERISA does not proscribe discrimination on the basis of pregnancy
(2) Look to Congress’s intent to determine what laws fall under ERISA’s preemption
(a) Connection with or reference to the employee benefit plan
(3) Must interpret broadly in order to give meaning to the remainder of § 514 
(4) Legislative history indicates that Congress did not intend the preemption to cover only those activities specifically regulated in ERISA, but wanted a broader preemption for policy reasons
(5) “Given the plain language of § 514, the structure of the Act, and its legislative history, we hold that the Human Rights Law and the Disability Benefits Law ‘relate to any employee benefit plan’ within the meaning of ERISA’s § 514(a)”
(6) In 1976, Title IV did not encompass discrimination against pregnant women

(7) This was discrimination in employee benefit laws

(8) “Relate to” § 514

(9) ERISA doesn’t say anything about discrimination on the basis of disability – there’s no conflict here!!!!!!

(10) The preemption under 514 is VERY broad and b/c relates to is a legal concept rather than something else we can just read it as a matter of common sense

(11) The purpose is to protect workers!

(a) Doesn’t replace with any substantive law

(b) There’s no end to what doesn’t relate to – everything relates to everything!

e) General principal of a presumption against preemption

(1) Basic concept of federalism

(2) Presumption against assuming that Congress intends to preempt

(3) Here, the presumption is for preemption

(4) Results in a regulatory vacuum!

(5) Who can regulate?  Nobody

(6) While this case was pending, Congress overruled Gilbert and held that discrimination against pregnant women is discrimination

3. Met Life v. MA
a) The State of Massachusetts brought an action against two employee benefits insurers to force compliance with Mass. Gen. Laws Ann. ch. 175, § 47B, which required health insurance policies and benefit plans to provide mental-health coverage. The trial court issued an injunction requiring the insurers to provide the mandated coverage, and the state supreme court affirmed, holding that the statute was not preempted by § 514(a) of ERISA, 29 U.S.C.S. 1144(a), or by the NLRA, 29 U.S.C.S. § 151 et seq. On further appeal, the Supreme Court affirmed, holding that the statute avoided preemption because it regulated insurance within the meaning of ERISA's savings clause, § 514(b)(2)(A), 29 U.S.C.S. § 1144(b)(2)(A), and because benefit plans were not deemed insurance companies under § 514(b)(2)(B) of ERISA, 29 U.S.C.S. § 1144(b)(2)(B). Further, the mandated benefit law was a state regulation of the insurance business protected by the McCarran-Ferguson Act, 15 U.S.C.S. § 1011 et seq. The court also found no preemption under the NLRA because state laws that imposed minimum requirements for contract terms did not limit protected rights of self-organization or collective bargaining.

b) Question: is the state statute pre-empted by ERISA?
c) Holding: Although the statute does fall within the scope of laws “relating to” employee benefits” and thus is within ERISA, it is saved from pre-emption by the insurance saving clause (§ 514(b)).
d) Reasoning
(1) MA chose to include mental health coverage as a mandated benefit in order to safeguard the public against the potentially high costs of such medical care, by spreading the risk and encouraging less expensive outpatient mental health care
(2) The pre-emption clause is substantially qualified by § 514(b), the insurance saving clause and the deemer clause
(3) “By exempting from the saving clause laws regulating insurance contracts that apply directly to benefit plans, the deemer clause makes explicit Congress’ intention to include laws that regulate insurance contracts within the scope of insurance laws preserved by the saving clause”
(4) Distinction between traditional laws and innovative laws is not persuasive, and both are subject to the exceptions
(5) This regulation “falls squarely within the saving clause” since it regulates insurance
(6) Mc-Carran-Ferguson Act criteria to determine if a regulation is in the business of insurance
(a) Effect of transferring or spreading the policyholders’ risk
(b) Integral part of the policy relationship between insurer and insured
(c) Limited to entities within the insurance industry
(d) This regulation satisfies all three
(7) “We therefore decline to impose any limitation on the saving clause beyond those Congress imposed in the clause itself and in the deemer clause which modifies it.  If a state law ‘regulates insurance,’ as mandated-benefit laws do, it is not pre-empted”
(8) Mandatory benefits – market v. social contract

(a) Unpopular categories of practitioners, infants

(b) Unpopular categories of services

(9) Objection?  It’s not up to the state to decide for people what kind of coverage they should get

(a) They shouldn’t have to pay for things that they don’t need

(b) MA is trying to shift costs and close down state hospital
(c) The support for these mandates always comes from the concerned providers

(10) Mental health benefits – the lines are more difficult to draw

(11) Basic claim is under 514 that it relates to ERISA plan and is therefore preempted

(a) No one contested that it was related to

(12) § 514 saves laws that regulate insurance

e) Self insured plans can’t be regulated

(1) Exponential growth in self insurance
4. Pilot Life Insurance v. Dedeaux
a) Respondent employee was injured at work and sought permanent disability benefits under a policy purchased from petitioner insurance company. After termination of his benefits, respondent sued petitioner on various state law counts related to insurer good faith. The circuit court of appeals reversed the district court's holding that respondent's common law claims were preempted by ERISA. The Court granted certiorari and reversed. It held that respondent's common law causes of action were preempted because they did not fall under the exemption for law that "regulates insurance" set forth in 29 U.S.C.S. § 1144(b)(2)(B). The court reasoned that the state law of good faith was not a law that "regulated insurance" for purposes of the exemption under its common sense meaning, and because it did not define the terms of the relationship between insurer and insured. The Court held further that the language, structure, and legislative history of ERISA required the conclusion that its civil enforcement provisions were meant to establish an exclusive remedy for violations related to employee benefit plans.

b) Question: whether ERISA pre-empts state common law tort and contract actions asserting improper processing of a claim for benefits under an insured employee benefit plan
c) Holding: ERISA’s civil enforcement scheme pre-empts state law; it does not fall within the saving clause
d) Reasoning
(1) “The detailed provisions of ERISA § 502(a) set forth a comprehensive civil enforcement scheme that represents a careful balancing of the need for prompt and fair claims settlement procedures against the public interest in encouraging the formation of employee benefit plans.  The choices reflected in the inclusion of certain remedies and the exclusion of others under the federal scheme would be completely undermined if ERISA-plan participants and beneficiaries were free to obtain remedies under state law that Congress rejected in ERISA.”
(2) Regulation fails the McCarran-Ferguson Act test, and therefore does not qualify under the saving clause as “regulating insurance”
(3) Congress specifically intended the civil enforcement scheme to be exclusive
(4) Tort cause of action for IIED in state law

(a) Insurance companies willfully denying

(b) Bad faith refusal to settle claims

(c) Reason that they first developed in the insurance context

(5) States created these torts

(a) To allow people to get more than K damages

(b) Π sues in tort and contracts
(6) Relates to?  Insurance regulation?  

(a) Court finds that it relates to under the broad definition

(7) Not a form of insurance regulation under McF

(a) Does the bad faith refusal have the effect of transferring or spreading risks?

(b) According O’Connor, it doesn’t, but she doesn’t say why

(c) Does affect relationship; not just within the industry

(8) This bad faith refusal does relate to an ERISA benefit plan, and it’s not saved buy 514(b) b/c it fails the McF test

(a) Civil enforcement scheme are exclusive

(b) No punitive damages

(9) Even if the court were to find that it’s saved by the insurance clause, it’s not clear if state’s can create remedies to supplement § 502 or if they are exclusive.  If they are exclusive, then it’s preempted as a conflict matter

(10) The line between self funded and insured plans is very important

What can we say about this general scope of interpretation of ERISA?
Relates to is very broad
Should be able to enjoy national uniformity and by limiting state law
Does a law relate to an ERISA plan under 514(a)?
From Shaw to Travelers the court read the term relate to very broadly, then adopted a 
more narrow reading (sometimes)
Even if it relates, it might be saved as a law that regulates insurance under 514(b)
Read narrowly, incorporating the three part test from MCF
If a state law provides a remedy to supplement the limited remedies from ERISA,  that law pre-empted.  Not because it relates to but because the remedies are exclusive
Even in situations where there are no means of redress

5. New York State Blues v. Travelers Insurance
a) The insurers sought relief from N. Y. Pub. Health Law § 2807-c, which required hospitals to collect surcharges from patients covered by a commercial insurer but not from patients insured by other plans. Section § 2807-c also subjected certain health maintenance organizations to surcharges that varied with the number of Medicaid recipients each enrolled. In granting the insurers' motion for summary judgment, the district court enjoined enforcement of those surcharges against any commercial insurers or HMOs in connection with their coverage of ERISA plans. On review, the court of appeals held that ERISA's pre-emption clause must be read broadly to reach any state law having a connection with, or reference to, covered employee benefit plans. On further review, the Court reversed and remanded because the provisions for surcharges did not relate to employee benefit plans within the meaning of the pre-emption provision of ERISA § 514(a), 29 U.S.C.S. § 1144(a), and accordingly suffered no pre-emption.

b) Question: whether ERISA preempts the “state provisions for surcharges on bills of patients whose commercial insurance coverage is purchased by employee health-care plans governed by ERISA, and for surcharges on HMOs insofar as their membership fees are paid by an ERISA plan”
c) Holding: “We hold that the provisions for surcharges do not ‘relate to’ employee benefit plans within the meaning of ERISA’s pre-emption provision, § 514(a), and accordingly suffer no pre-emption.”
d) Reasoning
(1) Congress’s intent was “to ensure that plans and plan sponsors would be subject to a uniform body of benefits law; the goal was to minimize the administrative and financial burden of complying with conflicting directives among States or between States and the Federal Government and to prevent the potential for conflict in substantive law…The basic thrust of the pre-emption clause, then, was to avoid a multiplicity of regulation in order to permit the nationally uniform administration of employee benefit plans”
(2) The NY surcharge provisions do not fall within these stated goals
(3) Simply a matter of cost variation, something that has classically been a state matter
(a) General health care regulation is not pre-empted
(b) They would only, at best, indirectly affect insurance policy prices, and therefore do not relate to benefit plans enough to qualify for ERISA pre-emption
(4) Distinguish Met Life?

(a) Doesn’t have the same substantive effect on insurers

(b) Distinguishable on the facts ( substantive coverage requirements

(c) But NYPHRM imposes pretty substantive coverage requirements

(i) MA legislature had not yet learned the lesson that you could not “refer” to ERISA in the plan

(d) Cases point in very different directions

(i) FN 4 ( lower courts did not consider the impact of surcharges imposed on self-insured plans

(ii) Met Life draws a big distinction between the two different types of insurance

(5) What’s the impact of Travelers on self-insured plans?

(a) Organizing a program and directly providing services to its members?

(b) Πs will argue that it takes money that would otherwise be available to plan members and that it directly relates
(6) SC held that those surcharges do not relate to employee benefit plans

(a) The Travelers decision does not turn on the meaning of the insurance savings clause; holds that surcharges don’t relate to an ERISA plan, and  .'. you don’t get to the question of whether they’re saved under 514(b)…you don’t have to address the distinction between insured plans and self-insured plans

(b) Effects are only indirect and no so acute as to be pre-empted

e) Inconsistency between Shaw, Met, and Pilot on the one hand and Travelers on the other

(1) In the first set, court emphasizes the need for national uniformity

(2) Second set, against presumption of preemption

(3) First set, words are clear

(4) Second set, perfectly unclear – look to practical matter

(5) First, relate to is very broad

(6) Travelers it must have some limit

(7) Extreme hostility to state regulation, even though that meant as a practical matter that there was a regulatory vacuum

(8) 1983-1995 – what was going on in relation to health care and politics more generally that would lead to this kind of restriction?

(a) Led to interpretations that were not compelled – why did the court make these anti-regulatory choices

(b) Hay day of the rise of managed care!

(i) Wanted the market competition theory to work

(ii) Grew from 5% to 78%

(iii) Hoping managed care would be the magic solution

f)  Third period of ERISA – began with Travelers and then Kentucky
(1) Why the change?

(2) Effects of the regulatory vacuum ( prices rose, lack of regulation, etc.

(3) By the late 90s, people were having second thoughts about whether managed care was indeed the magic solution that we thought it would be

(4) Court is just sick of ERISA cases – Scalia is hoping that here he articulates a clear standard that allows state regulation and won’t lead to as many cases

g) What’s the practical impact?

6. Kentucky Association of Health Care Plans v. Miller
a) The state statutes required a health insurer to acknowledge the services of any healthcare provider willing to abide by the insurer's plan, thus precluding the HMOs from limiting their provider networks as necessary to reduce patient costs. The HMOs contended that the statutes were preempted as laws which related to ERISA plans, but the commissioner asserted that the statutes were saved from preemption under 29 U.S.C.S. § 1144(b)(2)(A) since they were laws which regulated insurance. The U.S. Supreme Court unanimously held that the state statutes in fact regulated insurance and thus were not preempted by ERISA. The statutes were specifically directed toward entities engaged in insurance, regardless of the fact that the statutes also had the effect of prohibiting providers from entering into limited network contracts with the HMOs. Further, despite the statutory focus upon the relationship between the HMOs and third-party providers, the statutory prohibition substantially affected the type of risk pooling arrangements that the HMOs could offer and thus constituted regulation of the business of insurance.

b) Question: whether ERISA pre-empts the “Any Willing Provider” statutes
c) Holding: These statutes sufficiently regulate insurance and are thus exempted from pre-emption under the saving clause
d) Reasoning
(1) Must be “specifically directed toward” the insurance industry in order to fall under ERISA’s savings clause
(2) Effect on HMOs is but a consequence, not a direct effect
(3) Overrule the McCarran-Ferguson test
(a) Doesn’t regulate conduct, just laws
(b) “We make a clean break from the McCarran-Ferguson factors and hold that for a state law to be deemed a ‘law which regulates insurance’ under the savings clause it must satisfy two requirements.  First, a state law must be specifically directed toward entities engaged in insurance.  Second, the state must substantially affect the risk pooling arrangement between the insurer and the insured.  Kentucky’s law satisfies each of these requirements.”
I. ERISA: Reinsurance, the Insurance savings clause and the Deemer Clause
1. “Deemer clause” creates the huge distinction between ERISA plans that buy health insurance, which in turn is subject to state regulation, and those that “self-insure” or “self-fund” and are therefore insulated from all state regulation
2. “Stop-loss” insurance covers self-insured employers for the costs of claims above a certain dollar amount, either per individual or in the aggregate or both (“catastrophic”)
a) Can be used to skirt regulations
b) Reinsurance and stop-loss laws ( how insurance companies deal with risks that are very rare and very catastrophic

3. Administrative services only

a) Even if the employer has a wholly self-insured plan, they typically hire a health insurance plan to administer the program

b) They don’t have the knowledge necessary to administer such a program

c) Third party administrators don’t take any risk

4. American Medical Security, Inc. v. Bartlett
a) Question: “whether ERISA preempts a MD insurance regulation that fixes the minimum attachment point for stop-loss insurance policies to self-funded employee benefit plans covered by ERISA”
b) Holding: “Because the purpose and the effect of MD’s regulation is to force state-mandated health benefits on self-funded ERISA plans when they purchase certain types of stop-loss insurance, we hold that § 514(a) of ERISA preempts the regulation.”
c) Reasoning:
(1) Review of ERISA ( 
(a) “The “savings clause” explicitly saves from ERISA’s preemption those state laws that regulate insurance.  At the same time, the “deemer clause” provides that state insurance laws are not saved from the preemption if they deem ERISA plans to be insurers for the purposes of the state regulation of insurance.  But at bottom, state insurance regulation may not directly or indirectly regulate self-funded ERISA plans.  Accordingly, although plans that provide benefits in the form of insurance may be indirectly regulated through regulation of that insurance, plans that are self-funded or self-insured may not themselves be regulated as insurance companies even if the self-funded or self-insured plan purchases stop-loss insurance to cover losses or benefits payments beyond a specified level.”
(2) The regulation in question does relate to an ERISA plan
(3) Even though the regulation’s purpose is to protect MD residents from self-funded ERISA plans and insurers escaping state regulations mandatory benefits, the law is aimed at the plan-participant relationship and therefore violates the ERISA deemer clause.  
(4) “The state’s regulations fail to recognize that in a self-funded plan, with or without stop-loss insurance and regardless of the attachment point, the provision of benefits depends on the plan’s solvency, whereas the provision of benefits in an insured plan depends entirely on the insurer’s solvency…The combined effect of the preemption and deemer clauses is that ERISA plan solvency is the purview of federal law alone”
(5) How does MD seek to distinguish between plans that are truly self-insured and plans that are really just insurance plans

(a) To be self-insured, you must bear risks up to $10,000 or 150% of the predicted aggregate

(b) They try to draw a line between those that are really self-insured and those that are going into the market to buy insurance

(c) Exempt self-insured even if they buy stop-loss plans

(d) Everyone concedes that the regulations relate to an ERISA plan

(6) What’s the Πs argument that it’s not?

(a) Main argument is that this is just a mandatory benefit law

(7) MD commissioner’s answer?

(a) This is just regulation of insurance!

(b) Just an effort to escape insurance regulation in constructing this plan

(8) Stop-loss never transforms self-insurance into insurance

d) NAIC predicted that the 4th Cir’s decision was an anomaly 

(1) Worked with MD Comm to figure out how to pass these laws and to figure out the difference between self insured and insured

e) Do the post-Travelers ERISA cases support the view that Bartlett is an anomaly?  

(1) The general direction is towards allowing greater state regulation

(2) Travelers suggests that it might not relate to insurance plans

(3) Kentucky underscores that regulation of insurance is no longer under the McF factors

f) That prediction proved to be wrong

(1) Bill Gray v. Grooley ( no circuit has gone the other way – the effort to distinguish between the two has failed

(2) It’s easy to be self-insured with very little risk

J. ERISA: Fiduciary duties and Plan Amendments

1. Two visions of ERISA
a) Sees ERISA’s primary goal as improving the protection of employees’ interests over what had been available under state law, and reads the statute as authorizing the courts to incorporate and expand state doctrines regarding trusts and insurance contracts as part of the federal common law of ERISA.
b) Sees ERISA’s primary purpose as encouraging employers voluntarily to offer benefit plans by limiting employers’ costs and liability, and maximizing their discretion
2. Plan duties and individual rights
a) Notice and claims administration
(1) Requires that each participant be given a “summary plan description” written “in a manner calculated to be understood by the average plan participant” describing his or her rights and obligations under the plan, including procedures for claiming benefits and appealing denial of claims
(2) The plan must also “afford a reasonable opportunity for a full and fair review by the appropriate named fiduciary of the decision denying the claim.”
b) Fiduciary duties
(1) = “to the extent that (i) “he exercises any discretionary authority or discretionary control” in the management of the plan or “exercises any authority or control respecting management or disposition of [plan] assets;” or (ii) renders paid investment advice; or (iii) “has any discretionary authority in the administration” of the plan
(2) Loyalty and prudence
(3) What makes a person a fiduciary?

(a) They exercise discretion

(b) To not allow the plan to avoid their duties by just assigning particular people that role – anyone who makes discretionary decisions

(c) That’s the basic concept – designed to protect plan beneficiaries

(4) There’s a lot of difference between a traditional trust fiduciary and the obligations of those who administer an ERISA plan
(a) The traditional trust fiduciary has a single minded duty to the trust beneficiaries, whereas under the ERISA fid. – they have all kinds of complex and conflicting duties

c) Rights of action
(1) Creates federal causes of action and federal jurisdiction to hear them
(2) Does not require exhaustion of administrative or internal plan review as a prereq, the lower federal courts have imposed such a requirement
(3) Protected by an anti-retaliation provision
(4) §§ 502, 510 ( changes in benefits covered under the plan (McGann)

(5) Claim under § 502 to failure to disclose benefits or procedural rights (Eddy)

(6) Construction of financial incentives or utilization review practices inconsistent with fiduciary duties

(7) Inadequacies of the process

(8) Changes in benefits covered under the plan

3. Plan amendment and reduction of benefits
a) McGann v. H & H Music Co.
(1) Question: did the company discriminate against Π by reducing benefits available to the group plan beneficiaries for treatment of AIDS and related illnesses?
(2) Holding: Plans may always amend their covered benefits, as long as they apply to all beneficiaries equally.  This is an absolute right.
(a) Reasoning
(b) There was no intent to discriminate; just to cut potentially massive expenses
(c) ∆s never indicated that the cap was permanent
(d) “Under § 510, the asserted discrimination is illegal only if it is motivated by a desire to retaliate against an employee or to deprive an employee of an existing right to which he may become entitled.”
(3) You can’t discriminate against a plan beneficiary or retaliate against a beneficiary for filing a claim

(4) Employer says that McGann didn’t have a right or promised benefit and that they are legally allowed to change benefits – the employer is always free to modify the terms and conditions of the contract.  Furthermore, this employer put a provision in the contract codifying that right

(5) Does that make sense?

(a) In pension law, it vests under ERISA and cannot be changed

(b) Does it make sense in the world of health insurance?

(c) Justified on grounds that the employer must have flexibility!

(6) So the employer has the right to modify the contract, what about the antidiscrimination/anti-retaliation claim?

(a) Not just aimed at one particular beneficiary, this was aimed at anyone with HIV

(b) Must prove specific intent to retaliate – concedes that McGann’s condition was a motivating factor, but it would only be retaliation if they treated a similarly situated worker differently

b) Fiduciary duties allow for changing of the benefit package

(1) Contrast with Medicaid rule that disallows denying coverage based on any condition!

(2) Privately insured rights are so much weaker than publicly insured!

c) If there were state law claims, would they be preempted?

(1) If there’s a general statute, you have a better chance of showing that it doesn’t relate

(2) OR you could have a statute that regulates insurance

d) Reaction to McGann
(1) Huge wave of criticism 
(2) Solicitor General filed amicus in support of decision
e) Plan amendments and fiduciary duty: although employers are fiduciaries under ERISA when they administer a plan, they have no fiduciary duty to employees when they design a plan or change its terms, other than compliance with procedural requirements of ERISA and of the plan itself
f) Benefits termination and market forces
g) AIDS, health insurance, and “fair discrimination”: differential treatment of persons with PLWA is “fair discrimination”
h) Issue of “fiduciary duty” has arisen in four contexts
(1) To challenge changes in plan benefits
(2) Claiming that what insurers, HMOs, and other managed care entities do it do not disclose about insurance terms, utilization review policies, and physician financial incentives is misleading and/or deprives patients of important information that they need to respond in an informed way coverage changes and decisions or to their physicians’ recommendations
(3) To challenge the policies and incentives themselves
(4) To challenge decisions denying their individual claims for coverage under a plan, particularly the “process” aspects of the denial such as adequacy of notice of the grounds of denial and whether they have received a “full and fair review”
(5) Can individuals obtain relief?  What relief?  Attorneys’ fees?
i) Hardester
(1) In fed court for b/c of ERISA

(2) Same provision we tried for in Pilot Life
(3) Should we treat plan decisions A&C or de novo?

(a) LRMA, only reverse NLRB if A&C

(4) Those decisions rely very much on the core purpose of ERISA to encourage employers to offer insurance; don’t want to discourage 

(5) Firestone reversed!  The remedy under § 502 is just a regular contract – the standard is de novo unless the plan gives the fiduciary discretionary authority in which case it’s A&C

(a) Court left escape hatch to avoid de novo review

(b) Why didn’t the court consider her reasons for switching plans?

(c) Underscore the practical importance of these rules

j) Eddy v. Colonial Life
(1) Question: determining the scope of duty 
(2) How is his claim different from McGann?

(3) Duty to disclose material information is at the heart of the fiduciary duties

(4) Affirmative duty to convey the correct and complete information re: his circumstances

(5) Obligation to disclose rights under the plan is clear

(6) Plan beneficiaries and even employers often have difficulty obtaining the most basic information about the plan

(7) Even the majority assume that the role of attorney’s fees is different than that in civil rights – the interests protected by ERISA are monetary and civil rights are dignitary

K. Federal regulation of Health Insurance 
1. Intro
a) Four  major exceptions to Congress’s hands-off approach to employee health benefit plans
(1) 1986 required to offer continuing coverage
(2) 1990 ADA
(3) OBRA 1993 required benefits for 
(a) Children subject to “qualified medical child support orders”
(b) Medicaid beneficiaries who are simultaneously covered under ERISA plans
(c) Children placed with ERISA plan participants or beneficiaries for adoption
(d) Prohibited employee health plans from reducing their coverage of pediatric vaccines
(4) 1996 HIPAA

2. COBRA

a) Major effort to protect people who have had insurance from employment

b) If a person loses her job or leaves to do other work, she loses insurance, confronts PEC, forced into high cost market

(1) Amends ERISA, IRC, health services act, tries to touch everyone

c) Allows workers to continue to get the group coverage when work ends

d) Requires employers to continue to cover their ex-workers

e) Individuals get to pay at the group rate

f) Who qualifies for COBRA?

(1) How do you qualify for COBRA?

(2) Election period of 60 days

g) Elements
(1) Qualifying events
(a) Certain events which would, but for the continuation coverage provisions, result in the loss of coverage for the beneficiary
(i) Death of the employee
(ii) Termination (other than for reasons of gross misconduct) or reduction of hours of employment
(iii) Divorce or legal separation of the employee and the employee’s spouse
(iv) The covered employee’s qualification for Medicare (although this is complex)
(v) Loss of dependant status under the terms of the plan for a previously dependent child
(vi) A bankruptcy proceeding against the employer
(2) Type and duration of coverage
(a) “Coverage which as of the time the coverage is being provided is identical to the coverage provided under the plan to similarly situated beneficiaries under the plan
(b) Usually 18 months
(c) Terminates when beneficiary becomes covered under another group plan which does not contain any exclusion or limitation w/r/t any preexisting condition of such beneficiary
(3) Premiums: 102% of the premium for similarly situated beneficiaries
(4) Election and notice: Must elect to enroll no later than 60 days after the termination of coverage
3. The Health Insurance Portability and Accountability Act of 1996

a) Group reforms

(1) Reduce time period by credible coverage

(2) PEC must be present ( must broader definition!

(a) Doesn’t have to be diagnosed or treated

(b) Can just be lurking…

(3) Prohibition on excluding newborns, pregnant women, and genetics

b) Reforms for individual market

(1) Prohibits from denying coverage – guarantees individuals access to the individual market if they meet the 18 month requirement, but only applies to companies that offer individual insurance and persons who have been insured; provides no limits on premiums that are charged

c) Bottom line – HIPAA provides a real benefit, but it’s not necessarily portability
d) Seeks to reduce practices by insurers and health plans that seek to bar entry by “bad risks” and thereby reduce the problem of “moral hazard”
e) Structure and scope of the act
(1) Promotes entry into new groups by individuals with a PEC
(2) Reaches both private employer health plans, heath plans offered to state and local employees, and group and individual insurance products sold by state-regulated insurance
(3) The act “piggy-backs” on state insurance regulation schemes by establishing an enforcement process in the case of individual market reform provisions, that relies primarily on state enforcement schemes and that employs federal enforcement only in the case of default by the state
f) Group market reforms
(1) Limits the ability of employer plans and group insurers to deny coverage to individuals with PECs; portability
(a) Can only exclude a PEC if:
(i) Relates to a condition diagnosed or treated in the past six months
(ii) Such exclusion does not last longer than 12 months
(iii) Period of exclusion is reduced by the aggregate of the periods of credible coverage
(b) “Credible coverage” means coverage under another group health plan, any health insurance coverage, Medicare or Medicaid, etc.
(i) Thus, an individual with one year’s credible coverage could not as a general rule by subject to any PEC exclusion in the event that he or she were to change jobs and timely enroll in a new employer group plan
(c) “Special enrollment periods” 
(i) Individual must have turned down enrollment initially because he or she had other coverage at the time coverage was previously offered to the employee or dependent
(ii) Must state in writing at the time that enrollment was offered that his or her other coverage was the reason for declining new coverage
(iii) Other coverage must have been “under a COBRA continuation provision” and the COBRA coverage must either have been exhausted or else terminated as a result of the loss of eligibility for the coverage
(iv) Must request enrollment within 30 days after the date of exhaustion or termination
(v) Thus, the existence of a PEC is not dependent on the individual’s having received treatment for a condition
(d) Cannot use genetics, newborns, adopted children, or pregnancy
(e) Several important caveats
(i) Permits a group plan to elect what is termed an “alternative method” of calculating credible coverage
(ii) Credible coverage not counted if there was a 63 day period of non-coverage
(iii) Permits HMOs to impose an “affiliation period” of up to two months
(2) Law prohibits employer plans and group insurers from discriminating in coverage against individuals; antidiscrimination
(a) Cannot establish rules based on
(i) Health status
(ii) Medical condition
(iii) Claims experience
(iv) Receipt of health care
(v) Medical history
(vi) Genetic information
(vii) Evidence of insurability
(viii) Disability
(b) Also prohibits higher premiums for these groups
(3) Law regulates insurer practices in the area of small group coverage
(a) “Guaranteed issue” in the small group market
(b) Renewability
(i) Can only deny on the basis of
(a) Nonpayment of contributions
(b) Fraud
(c) Noncompliance with material plan provisions
(d) Ceasing to offer coverage in a geographic area
(e) No longer live, reside, or work in the covered area
g) The individual insurance market
(1) Guaranteed availability
(2) Limitations
(a) Does not have to offer in the individual market at all
(i) If it does, the insurer must offer entry to individuals who can satisfy five complex pre-conditions of eligibility which, taken together, exclude all persons other than individuals who, immediately prior to the purchase of individual coverage, were covered for at least 18 months by a health plan or a COBRA continuation plan
(b) Can issue separate policies with separate premiums for the guaranteed issue population
(3) Guaranteed renewal
h) Supplement article on criticisms of HIPAA
L. Federal Anti-discrimination Law and health insurance Coverage

1. ERISA does not protect ERISA health plans, including self-funded plans, from the reach of federal antidiscrimination
2. Insurance discrimination – threshold problem of proving that they are disabled

a) Asymptomatic HIV not a disability unless you can show that there is an interest in reproduction

b) Poor vision cases – corrective lenses

c) Only employees or applicants can sue even if it’s differential long term or retirement benefits

(1) If you’re no longer working, you’re not an employee and  .'. can’t sue!

3. Who is a qualified individual?
a) Gonzales v. Garner Food Services, Inc.
(1) Deceased former employee was discharged from his position with appellee employer after it learned he had AIDS to avoid paying future health insurance claims. Appellee changed the plan to cap AIDS-related treatment to $ 10,000 annually with $ 40,000 as a lifetime maximum limit. Appellant administrator of deceased former employee brought an action under the Americans with Disabilities Act of 1990 (ADA), 42 U.S.C.S. § 1201 et seq. The district court granted appellee's motion to dismiss. The court affirmed the dismissal finding that decedent was not a qualified individual with a disability under the ADA because he was not employed nor desired to be employed by appellee. The court found that the plain language of the ADA showed Congress intented to limit protection to only job applicants and current employees able to perform the essential functions of the job. The court found that § 504 of the Rehabilitation Act of 1973, 29 U.S.C.S. § 794 was consistent with congressional intent underlying Title I of the ADA. Thus, because deceased was not a job applicant or current employee he was not a qualified individual with a disability, and not entitled to relief

(2) Question: is the employer guilty of discrimination by imposing a cap on AIDS-related treatment?
(3) Holding:  Based on the language of the statute and Congressional intent, QIDs are restricted to those currently employed or seeking employment.
(4) Reasoning
(a) Title I of the ADA is not retroactive
(b) “Qualified individual with a disability” (QID) is defined as “an individual with a disability who, with or without reasonable accommodation, can perform the essential functions of the employment position that such individual holds or desires”
(c) B did not satisfy the QID requirement 
(5) Dissent: Anderson
(a) This action is exactly what Congress was addressing
(b) Could also have adverse affects on retirees
b) Most courts have followed this reasoning
c) Ford v. Schering-Plough Corp (3rd 1998)
(1) Plaintiff claimant sued defendants, employer and insurer, and claimed that the disparity between disability benefits for mental and physical disabilities violated the Americans with Disabilities Act (ADA), 42 U.S.C.S. § 12101 et seq. Pursuant to Fed. R. Civ. P. 12(b)(6), the district court granted the motion to dismiss filed defendants. Plaintiff appealed. On appeal, the court held that, under 42 U.S.C.S. § 12111(8) of the ADA, plaintiff, who was unable to work even with a reasonable accommodation, was a qualified individual with a disability and was eligible to sue. Plaintiff, however, failed to state a claim that survived the motion to dismiss. Regarding her claim under Title I of the ADA, the ADA did not require equal coverage for every type of disability. The term "subterfuge," as used in 42 U.S.C.S. § 12201(c) of the ADA, did not require the insurer to justify its policy coverage after plaintiff's mere prima facie allegation. Regarding plaintiff's claim under Title III of the ADA, employment terms and conditions were not covered in Title III of the ADA, and the challenged disability benefits did not qualify as a public accommodation for purposes of Title III of the ADA.

(2) Question: Does the 2 year cap on mental services violate the ADA?
(3) Holding: “We resolve an ambiguity by interpreting Title I of the ADA to allow disabled former employees to sue their former employers regarding their disability benefits so as to effectuate the full panoply of rights guaranteed by the ADA.”
(a) Disagree with Gonzales
d) Cleveland v. Policy Management Systems (1999)
(1) Plaintiff could bring a claim under the Americans with Disabilities Act of 1990 (ADA), 42 U.S.C.S. § 12101 et seq., despite having received Social Security Disability Insurance benefits (SSDI), where inconsistent statements were sufficiently explained. Plaintiff suffered a stroke and received SSDI benefits upon her sworn statement that she was unable to work. She also brought an ADA action alleging that defendant employer failed to make reasonable accommodations to allow her to continue working. Defendant moved for summary judgment based upon plaintiff's statement that she was unable to work. The district court granted summary judgment to defendant, and the appellate court affirmed. The Supreme Court vacated and remanded because receipt of SSDI benefits did not automatically bar a plaintiff from maintaining an ADA action. Improvement in a plaintiff's condition might allow her to return to work with reasonable accommodation. Where plaintiff offered sufficient explanation of the inconsistency in her statements, summary judgment for defendant was inappropriate.

(2) “There are too many situations in which an SSDI claim and an ADA claim can comfortably exist side by side”
(3) “We would not apply a special legal presumption permitting someone who has applied for, or received, SSDI benefits to bring an ADA suit only in “some limited and highly unusual set of circumstances”
(4) “An ADA Π cannot simply ignore the apparent contradiction that arises out of the earlier SSDI total disability claim.  Rather, she must proffer a sufficient explanation”
4. What kinds of entities can be sued under the ADA?
a) A defined entity – Congress wanted it to apply to everyone they could think of that might be able to cover benefits

b) Mason case

(1) Construction worker insured by a trust fund

(2) He sues the trust fund, the trustees, the citywide union council, the union

(3) Later the EEOC joins 

(4) Why would you sue so many defendants?

(a) They’re all going to claim that they can’t be sued in a different way

(b) Pass the buck

(c) Particularly characteristic of the construction industry 

(5) Court holds that the trust fund is a covered entity under the ADA b/c Title VII precedent

(a) Employer in the same manner as one would apply Title VII

(b) Same level of control as employer

(6) In all these case – they seek to win on summary judgment; if they don’t, they settle

c) Carparts Distribution Center, Inc. v. Automotive Wholesaler’s Ass’n of NE (1st cir, 1994)
(1) The court held that the district court erred in dismissing AIDS victim's claims pursuant to Fed. R. Civ. P. 12(b)(6) without giving him notice and a chance to respond. The court further held that the district court erred in holding that the Americans with Disabilities Act, 42 U.S.C.S. § 12101 et seq., did not apply to AIDS victim's health care plan because the plan was not an "employer" under the Act. The court held that AIDS victim should have been given the opportunity to plead and develop facts under which his employer's health care plan might have been deemed to be an employer. The court held that the district court erred in dismissing AIDS victim's public accommodation claim as well, because Congress did not intend for Title III of the Act to apply only to physical structures.

(2) Question: was the lifetime cap on AIDS-related treatment discrimination on the basis of a disability?
(3) Holding: “Because the district court dismissed Π’s complaint without providing notice of its intended dismissal and erred in interpreting the term “employer” under Title I of the ADA and in concluding that ∆s were not “public accommodations” under Title III, we hold that the district court erred in dismissing the Π’s complaint”
(4) Reasoning
(a) “If the ∆s could be considered “employers” for the purposes of Title I, then Πs should be given the opportunity to amend their complaint to allege the facts establishing the application of that theory present to the case”
(i) Exercised control over employment
(ii) If they “exist solely for the purpose of enabling entities such as Carparts to delegate their responsibility to provide health insurance for their employees, they are so intertwined with those entities that they must be deemed an ‘employer’ for purposes of Title I and the ADA”
(iii) Authority to determine level of benefits
(iv) Administrative responsibilities
(v) Only if litigation is allowed to proceed can Πs develop a record to answer these questions
(b) Title III provides that persons cannot be discriminated against in any public accommodation
(c) Public accommodations are not limited to physical spaces and  .'. the Π must be allowed to develop the record on this question as well
d) Courts are generally split on the second question
(1) Π was the sole SH, the pres, the CEO, and an employee of Car Parts (a small shop)
(2) So who does he sue????

(a) Insurance is obtained through an assoc. of small car parts dealers

(b) Provides health insurance to members and to their employees

(c) Submits claims 

(d) Cap AIDS benefits at 25,000 instead of the standard cap of 1 mil.

(e) ∆ refused to pay over the cap EVEN for non-AIDS related care

(3) First defense – we’re not an appropriate ∆ (not a covered entity)

(a) Court said that they were indeed a covered entity in light of control over plan and the extent to which they are administratively intertwined with Car Parts

(b) Union benefit plans and trade assoc. can be liable if they exercise actual control over the benefits or if they are agents of the employers

5. Statute
a) Not a model of clarity

b) Seems like its useful to be clear on what it actually says

c) Basically, it’s a green light for insurers – say that ADA isn’t applicable to you

d) Provides that these para. should not be used as a subterfuge to Title I or Title III

e) Carparts Distribution Center v. AWANE (D.N.H. 1997)
(1) Questions
(a) If the court determines that defendants are properly deemed to have acted as Senter's "employer" because they "exercised control over an important aspect of his employment," must defendants have employed the statutory minimum number of employees during the relevant period of time in order for the court to exercise jurisdiction over plaintiffs' Title I claims?  
(b) If the court determines that defendants are properly deemed to have acted as Senter's employer because they were "'agents' of a 'covered entity', who acted on behalf of the entity in the matter of providing and administering health benefits," must defendants have employed the statutory minimum number of employees during the relevant period of time in order for the court to exercise jurisdiction over plaintiffs' Title I claims?
(c) When determining the number of individuals employed by defendants, is it appropriate for the court to include in its count those individuals employed by Carparts as well as defendants, pursuant to the "single employer" or "joint employer" or "integrated enterprise" doctrine?
(d) When determining the number of individuals employed by defendants, is it appropriate for the court to include in its count those individuals employed by entities closely associated with AWANE and/or the Trust (but not named as defendants), pursuant to the "single employer" or "joint employer" or "integrated enterprise" doctrine?

(e) How many individuals did each of the entities referenced above actually employ during the time at issue in this case?
f) The Mason Tenders case: held that a joint labor management welfare benefit trust fun was a covered entity under the ADA
g) Also held that whether AIDS-related restrictions were acceptable had to be based on actuarial information
6. Does the ADA Title III reach the content of insurance policies, or only guarantee physical access to insurance offices?
a) Parker v. Met Life (6th cir 1997)
(1) Plaintiff employee claimed that the Americans with Disabilities Act (ADA), 42 U.S.C.S. §§ 12101-12213, prohibited defendant employer from providing plaintiff a long-term disability plan, with longer benefits for employees disabled due to a physical illness, than for plaintiff, who become disabled due to a mental illness. Defendants, employer and insurer, sought rehearing en banc when an appellate panel found that Title III of ADA covered insurance products because insurance products were goods or services provided by a person who owned a public accommodation. The court held that the disability plan was not prohibited because plaintiff did not seek the services of an insurance office, but accessed a benefit plan provided by defendant employer. The court affirmed because defendant's benefit plan was not a good offered by a place of public accommodation.

(2) Question: challenging lower benefits for mental as opposed to physical ailment in long term disability plan
(3) Holding: “A  benefit plan is not a good offered by a place of public accommodation”
(4) “We therefore disagree with…Carparts”
(5) “The provision of a long term disability plan by an employer and administered by an insurance company does not fall within the purview of Title III”
7. What is discrimination under the ADA in health insurance
a) ADA § 501(c) creates a safe harbor for insurance and other health plans to classify the risks that are based on or not inconsistent with State law, and for self-insured plans exempt from state law under ERISA to establish a bona fide benefit plan
b) EEOC Interim Guidance on Application of the ADA to Health Insurance
(1) Employer liable for third party discrimination resulting from contracts or agreements
(2) Disability-based distinctions are only valid if within 501(c)
(3) Decisions about the employment of an individual with a disability cannot be motivated by concerns about the impact of the individual’s disability on the employer’s health insurance plan
(4) Employees with disabilities must be accorded “equal access” to whatever health insurance the employer provides to employees without disabilities
(5) In view of the “association provision,” it would violate the ADA for an employer to make an employment decision about any person, whether or not that person has a disability, because of concerns about the impact on the health insurance plan of the disability of someone else with whom that person has a relationship
(6) Disability-based distinction
(a) In order to be protected, distinction must be based on bona fide actuarial evidence, not subterfuge
(b) If it is applied equally to all insured employees, it does not violate the ADA.  Distinctions that are based on disability may violate the ADA if it singles out a particular group of disabilities (e.g. cancers, kidney, etc.) or disability in general (i.e. non-coverage of all conditions…)
(i) PEC ok
(c) No safe harbor for plan decisions before 1990
(7) Respondent’s burden of proof
(a) Once the Commission has determined that a challenged health insurance term or provision constitutes a disability-based distinction, the respondent must prove that the health insurance plan is either a bona fide insured plan that is not inconsistent with state law or a bona fide self-insured plan
(i) Not being used as a subterfuge
(b) Employer bears the burden
(8) If the insurance plan is an insured plan, the respondent can satisfy by showing
(a) The health insurance plan is bone fide in that it exists and pays benefits, and its terms have been accurately communicated to eligible employees
(b) The healthy insurance plan’s terms are not inconsistent with applicable state law as interpreted by the appropriate state authorities
(c) Subterfuge on a case by case basis
(i) Treats all the same
(ii) Legitimate actuarial data
(iii) Necessary for fiscal soundness
(iv) Necessary to prevent the occurrence of an unacceptable change either in the coverage or the premiums
(v) No medical value
c) Notes
(1) “Bona fide” ( state law prohibiting discrimination on the basis of disability which might not have been deemed a “law regulating insurance” under ERISA, is made applicable to insured ERISA plans through the ADA
(a) State law often provides more effective remedies that federal law
(b) Self-funded ERISA plans are still exempt from compliance with state law and must only prove that it provides benefits to be bona fide
d) Insurance Safe Harbor Provision

(1) Plainly want to prohibit X but don’t want to prohibit Y (which could be a part of X) and there’s a whole bunch of questionable stuff in the middle

(2) Tell entities that if they stay within very narrow set parameters of actions, they will be “safe”

(3) Seeks to clarify

(a) Explicit discrimination prohibited

(b) Not only is explicit discrimination prohibited, but employers cannot enter into arrangements that discriminate

(4) Equal access to whatever health insurance the employer provides to employees without disability

(5) Distinction between disability-based distinctions and non-disability-based distinctions

(a) Can’t single out a particular disability or disease

(6) But you can regulate PEC conditions, durational caps, exclusion of services for mental health treatment, eye care, blood transfusions

(a) Must show that there are factually based justifications for charging more

(b) Must have data to show that it is based on costs, not discrimination

(c) Must also show that conditions with comparable costs are treated the same way

(7) Defenses

(a)  (c) can be read as saying that disability-based exclusions or caps are a last resort; you shouldn’t turn to that option unless you’ve exhausted other options

(b) If there is no non-disability based distinction that could cut costs, if it would make the insurance so expensive that you become uncompetitive in the market

(c) But if all the companies are prohibited in the same way, it doesn’t make much sense

e) Henderson v. Bodine Aluminum, Inc. (8th 1995)
(1) Plaintiff was diagnosed with an aggressive form of breast cancer, for which her physician's requested a regimen of high dose chemotherapy (HDCT). Although HDCT was a recognized treatment for other forms of cancer, defendants, plaintiff's health plan and insurance providers, refused to pay for the treatment, claiming it was an experimental treatment for breast cancer. Plaintiff sought a preliminary injunction seeking specific performance under her health insurance policy alleging discrimination in violation of the Americans With Disabilities Act of 1990, 42 U.S.C.S. § 12101 et seq. After the district court denied relief, plaintiff sought an expedited appeal. The court reversed, finding plaintiff had shown a likelihood of success on the merits and irreparable harm when considerable unrebutted evidence demonstrated HDCT was an accepted breast cancer treatment with significantly higher success rates than standard chemotherapy, and plaintiff faced missing perhaps her only opportunity for HDCT if injunctive relief were not granted.

(2) Question: is this an acceptable treatment for breast cancer and thus a discriminatory action by the employer through the insurance plan?
(3) Holding: “If the evidence shows that a given treatment is non-experimental – that is, if it is widespread, safe, and a significant improvement on traditional therapies – and the plan provides the treatment for other conditions directly comparable to the one at issue, the denial of that treatment arguably violates the ADA”
(a) In cases of rapid, life-threatening illnesses, patients seeking treatment are not required to exhaust contractual or administrative procedures before coming to federal court
(4) Π seeks assurance that the insurance will pay and challenges the exclusion of this treatment for breast cancer
(5) Lots of expert testimony (on paper) = discrimination on the basis of disability

(6) District court denies motion for preliminary injunction and accepts the ∆’s arguments

(a) Lots of cancers are excluded- hasn’t been shown yet that it’s effective for breast cancer

(7) Judge Arnold finds differently

(a) He thinks that there is enough evidence to show that the treatment isn’t experimental

(b) Debate about burden of proof

(c) DC found that she did, Arnold said that ∆s do (they have more knowledge)

(8) Irreparable injury?

(a) Arnold doesn’t buy that – this could be her only opportunity – this illness is grave and serious!

(9) This context she needs an injunction to give the money to people who provide the services

(a) § 502 of ERISA – covers injunctive relief

(10) Was this a wise decision?

(a) The plan was ordered to provide coverage

(b) Makes sense to rest the burden on the ∆s

(c) Powerfully sympathetic case

(d) Really turns on whether the treatment is effective for this condition

(e) If there’s no evidence, then maybe we shouldn’t have found this way

(f) Not the ideal process for getting at the question

f) Anderson v. Gus Mayer Boston Store (Tex, 1996)
(1) The heirs alleged that the employer violated the Americans With Disabilities Act (ADA) when it failed to provide the deceased employee with equal access to health insurance because he had AIDS and a record of cancer. The court found that the employer was a covered entity under the ADA and that the employer knowingly contracted with an insurer that never considered covering the deceased employee because he had AIDS and a record of cancer. The court held that the employer's actions violated the ADA and that if the employer was unable to defend its decisions by proving undue hardship, the heirs would prevail under the ADA. Additionally, the court found that § 501 of the ADA, codified at 42 U.S.C.S. § 12201(c), which allowed some disability-based distinctions within insurance policies, did not immunize the employer's actions because it only applied where some coverage was extended and here there was a total denial of coverage. Finally, the court concluded that two issues of fact remained: whether the employer proved undue hardship and what damages were sustained by the deceased employee due to the possible ADA violations by the employer.

(2) Question: “Does an employer acquit all its ADA duties when it selects a group insurer that has refusal standards which effectively deny an employee an equal opportunity to obtain coverage due to the employee’s disability status?
(3) Holding: “When a group insurer makes it a policy refusing to extend coverage to an employee with a disability because of that disability, an employer violates the ADA by selecting that group insurer unless he makes provisions for the excluded individual to receive comparable health insurance in some other way.  As with other provisions of the ADA, however, an employer may avail itself of the undue hardship defense upon appropriate proof”
(a) Cannot change to a plan that discriminates on the basis of disability by not providing the required equal access
(4) Reasoning
(a) Total denial of coverage does not violate; only relevant when coverage is extended
(b) Here, Anderson was denied ANY and ALL coverage
(c) They can exclude based on PEC or distinctions based on actuarial data
(5) FN indicates that they’re being shady

(6) Court finds that he was discriminated against on the basis of his HIV status

(a) There can be no actuarial justification b/c coverage can always be had at some price

(b) Price could be prohibitive

(7) What does the court want to do on remand?

(a) Looking to the guidance, we want to determine whether there are facts that justify the exclusion because of the dramatic impact of the coverage – will it make the employer go bankrupt?

g) Carparts
(1) AIDS-related cap was not based on any legitimate actuarial data
(2) But there is a legitimate question as to whether the cap was based on anticipated claims experience
(3) Genuine issue of fact which precludes the court from granting summary judgment
h) Krauel v. Iowa Methodist Med Center (8th cir 1996)
(1) Plaintiff employee participated in defendant employer's healthcare plan, a plan regulated by the Employee Retirement Income Security Act (ERISA). Plan Exclusion 31 excluded medical coverage for treatment of male or female infertility problems. The employee received coverage for her laparoscopy, pregnancy, and delivery expenses, but not for fertility treatments. The employee brought suit, alleging that the denial of coverage for her fertility treatments violated the Americans with Disabilities Act (ADA), the Pregnancy Discrimination Act (PDA), and Title VII. The district court granted summary judgment in favor of employer. On appeal, the court affirmed. Regarding the employee's ADA claim, the court held that employee could not recover because she was not a qualified individual with a disability, that the plan was not a disability-based distinction in violation of the ADA, and that the plan was not used as a subterfuge to evade the purposes of the ADA. The court held that infertility was outside of the PDA's protection because it was not pregnancy, childbirth, or a related medical condition. The court held that employee's allegations did not rise to the level of sex discrimination.

(2) Does not single out one group
(3) SC held that a benefit plan cannot be a subterfuge unless the employer intended by virtue of the plan to discriminate in a non-fringe-benefit-related aspect of the employment relation
(4) 8th cir. considers exclusion of treatment for infertility

(a) Originally held that it was not a disability, but a lifestyle choice

(b) But after Abbott held that reproduction IS a major life activity, the court held that it’s an acceptable exclusion because it applies equally to all participants in the plan

(5) Isn’t that discrimination on the basis of disability?

(a) Court argues that not everyone who is infertile is disabled?

(b) People who are old are infertile – that’s just natural

i) Doe v. Mutual of Omaha (7th 1999)
(1) Defendant insurer issued one health insurance policy with limits on lifetime benefits for AIDS or AIDS-related conditions to $ 25,000 and a second with limits of $ 100,000. The limits for other conditions in both policies were $ 1 million. Plaintiff insureds filed suit and the lower court held that the AIDS caps violated the public accommodations provision of the American with Disabilities Act (ADA), 42 U.S.C.S. § 12182(a). Judgment was entered for plaintiffs. On appeal, the court reviewed § 302(a) of the ADA and held that this section did not regulate the content of the products or services sold in places of public accommodation. The court found there was a difference between the refusal to sell a policy to a person with AIDS and offering insurance policies that contain caps. Section 302(a) did not require an insurer to alter his product to make it equally valuable to the disabled and to the nondisabled. It further determined that an interpretation that § 302(a) did regulate the content of insurance policies was barred by the McCarran-Ferguson Act, 15 U.S.C.S. § 1012(b). Thus, the court reversed the judgment, with directions that judgment be entered in favor of defendant.

8. ADA and fair insurance discrimination in terms of race

a) What are the obligations under the public accommodation laws?

b) Does the ADA assure access to what is offered or does it apply to shaping the offerings?

(1) Guarantees access to good services, facilities, etc.

c) Congress understood that there were circumstance where they could treat them differently

d) Π can try to develop a theory
(1) Substantively, they say that it’s not limited to physical access, but that there are big competing policy interests

9. Parker
a) Insurance co could be held liable as a public accommodation against mental health issues

b) Not clear that this is discrimination

c) Court assumes that there is a disability based discrimination

d) Is it prohibited?

(1) 6th cir held that it was and insurance industry came in blazing

e) All it does is guarantee access to get in the door

f) People can’t wander in off the street and buy the same policy – must be employed

g) Court has already held that people seeking post work benefits can’t sue

h) Title III doesn’t govern the content of insurance

(1) It would be like making a bookstore sell brail books

(2) Have to “let disabled persons in the door” but don’t have to supply brail books

(3) A policy with a $25,000 limit is a different product than a million dollar limit, just as a wheelchair is a different product than a regular chair

10. What’s a subterfuge?

a) Supported by an actuarial difference?

b) Whether it’s a cap or a rate deferential – functionally the same

11. Krauel
a) Relied on age discrimination case

b) Requires Π to show that ∆ intended to discriminate on the basis of disability

c) Guidance in FN 10 states that Congress knew about bets

(1) They did not want to incorporate that concept of intentional discrimination into the ADA

(2) Everyone has now gone along with this reading of subterfuge

d) Flatly refusing to deal with a person due to disability distinguished from discriminatory caps

e) Distinction between an HIV-related illness

(1) Opportunistic infection

(2) Then seems to take it back – even if you’re just talking about the flu, it’s different

(3) Cap is like a PEC exclusion

(4) Furthermore, it can amount to a cap of zero

(5) Πs concede that they can exclude PEC conditions
M. Introduction to Anti-Trust

1. The learned profession exemption
a) Professionals should not be subject to lay control, whether exercised through bureaucratic or market mechanisms
b) Competitive principles don’t apply to professional services

c) Goldheart case – all lawyers got together and said that lawyers can’t participate in a RE transaction unless all parties were represented by attys and that the atty charged a minimum fee → no ethical or quality control justification, just trying to get money out of RE transactions  → FN 17 says that some professions could be exempt, but none have been

2. The McCarran-Ferguson Act
a)  Until 1979 it was assumed this Act shielded the insurance industry insofar as insurance was regulated by state law
b) Act adopted b/c of the asymmetry of info. problem – asymmetry of bargaining power – insurance should be regulated – key concern of insurance regulation is insuring solvency and an appreciation might not be able to ensure solvency in a reliable way – also, an understanding of the value of sharing info. among insurers about risks and rates in a way that might otherwise run afoul of anti-trust laws
c) Insurance is to be regulated by state law, not by Congress under interstate commerce
d) Royal Drug sharply limited McF immunity: the act’s immunity is for the business of insurance, not the business of insurers
(1) Business arrangements are not subject solely to state regulation and  .'. subject to antitrust regulations
(2) Royal Drug:  Open to everyone – Blue Shield said that subscribers at the participating pharmacies would pay 100% and if they went to a non-participating provider, Blue Shield would only pay 70%, which is exactly the same scheme Blue Cross has w/ providers

(3) Exempt from antitrust law insofar as selling insurance to customers, but that the insurance co. don’t have a blanket exemption from antitrust – McCarren Ferguson gives an exemption for the business or insuring, but not to insurers generally – if unrelated to the business of insurance, then not exempt – here, the insured has no relationship w/ the relationship b/w insurance co and the pharmacy (but, that’s not true – you want this to occur so you get cheaper drugs)

(4) A decision that it is subject to antitrust scrutiny, doesn’t mean it violates antitrust law

e) Perino:  Insurance co. hired a medical association to determine whether care was medically necessary

(1) Agreed w/ doctor b/c doesn’t deal w/ spreading risk, (other factors)

3. Limitations on State Actions – if it is limited or mandated by the state, then antitrust doesn’t apply

a) FEDERALISM, state sovereignty – Sherman Antitrust Act says that antitrust is not the only way to do things, should let states have a part if that will work – also a question about whether competition and free markets are always the answer to social conditions (substantive about whether free markets are always the answer)

b) Parker Immunity:  Easy to satisfy – exempt from Sherman if states spoke clearly

c) Midcall:  If the challenged restraint is clearly articulated and the state ACTIVELY SUPERVISES THE PROGRAM (clear + actively supervise)

4. Kenneth Arrow

a) Perfect markets assume perfect symmetrical info

(1) But in medicine, we have imperfect info about incidence of disease, efficacy of treatment, costs of anything in particular (makes healthcare different)

(2) Also access to healthcare info is very asymmetrical – doctors know a lot more than do patients – can’t negotiate in a classic ec

b) Perfect models assume relationships b/w buyers and sellers (doctors and patients)

(1) But, in healthcare, agency relationships are pervasive – employers choose plans, physicians guide patient choice through referrals and diagnosis and care choice

(2) Might make it more difficult to apply classic economic anti-trust

c) For these reasons, gov. made it difficult to apply antitrust to healthcare

5. Horizontal arrangements
a) Collective medical school control through the AAMC (Am. Association of Medical Colleges)

b) Specialty Boards (Am. Board of whatever)

c) Doctor Control of 

(1) licensing

(2) Blue Shield

(3) Discipline

d) Hospital Control of Blue Cross

(1) Blue Cross divides up areas of the country, of the market

e) Application of antitrust to healthcare has been huge

(1) Since 1970s, 40% of all antitrust cases filed in the area of healthcare

(2) Why did the Sup. Ct. apply antitrust to healthcare in the 1970s?
(a) Another minor depression going on in the 70s, so it might be a rise in pro-competitive ideology

(b) Assumption was that there was a problem w/ the system – costs were skyrocketing and other things hadn’t worked, so let’s give competition a chance

f) Major laws summarized on pg. 650

g) Sherman Act
(1) § 1:  prohibit restraints of trade

(2) § 2:  constrain monopolies

(3) Recognizes that all contract restrain trade, but that it can’t be the case that the Sherman Act can’t be designed to prohibit all contracts, so courts have to decide what violates it

6. 3 Court Distinctions

a) Distinction b/w horizontal agreements (where competitors agree w/ one another) vs. vertical agreements (where an actor at one level of the production process agrees w/ an actor at another level of the production process) = horizontal agreements more suspects

b) Distinction b/w arrangements that are so likely to endanger competition that they are per se illegal vs. other arrangements that are less suspicious and therefore subject to the Rule of Reason (asks whether the pro-competition effects of the arrangement outweigh the ant-competition effects of the arrangement)

c) It is sometimes important to determine whether the ∆ exercises “market power” (refers to both geography and to product)

d) Arizona v. Maricopa County Medical Society (1982)
(1) Petitioner filed a complaint against respondent medical societies, alleging that respondents were engaged in illegal price-fixing conspiracies. At issue was whether § 1 of the Sherman Act, 15 U.S.C.S. § 1, was violated by agreements among competing member physicians to set maximum fees that they could claim in full payment for health services provided to policyholders. Section 1 prohibited every agreement in restraint of trade. Price fixing was deemed unlawful in and of itself. The rule of reason inquiry under § 1 ended once a price-fixing agreement was proven. The Court found that any combination that tampered with price structures was an unlawful activity. No inquiry into the economic justification particular to respondents' price-fixing agreements was permitted. Respondent medical societies were composed of individual practitioners who competed with one another for patients. As such, the agreements fit squarely into the horizontal price-fixing mold. Petitioner was entitled to partial summary judgment.

(2) Question: “whether Section 1 of the Sherman Act has been violated by agreements among competing physicians setting, by majority vote, the maximum fees that they may claim in full payment for health services provided to policyholders of specified insurance plans?”
(3) Holding:  The physician’s actions fit squarely within the per se rule against price fixing.
(4) Reasoning
(a) The doctors cannot escape the regulation if the activity is not premised on public service or ethical norms
(b) “Our adherence to the per se rule is grounded not only on economic prediction, judicial convenience, and business certainty, but also on a recognition of the respective roles of the Judiciary and the Congress in regulating the economy”

(c) Not analogous to partnerships or other non competitive relationships
(5) First case where the Sup. Ct. considered an antitrust healthcare case on the merits

(6) Reasons to support it are that it caps prices.  Fixes the information asymmetry on how much treatments should cost.  The Foundation maintains that it controls costs by setting maximum prices.  In terms of access, it is good b/c it is mandatory assignment.  Doctors are free to serve other patients, but patients who are members of the Foundation get access and it protects patients from out-of-pocket costs.  It is open enrollment, so it doesn’t discriminate against anyone.  You could also say that it offers an alternative to fee for service, which has problems, and also offers an alternative to HMOs that is controlled by physicians (a physician-controlled managed care), so it gives people choices.  Doctors also said it might promote competition.

(7) Drawbacks:  Creates pressure to join b/c they otherwise might be squeezed out of a patient market.  Also, it rewards all doctors equally for the same services and b/c of mandatory assignment, doctors who are particularly good cannot charge more for their services and that isn’t good.  Better doctors should be able to charge more.  Therefore, it might discourage entry into the Maribel County market – when doctors choosing to locate, they might not decide to come here.  Might discourage research to try to do better and learn new practices, etc.

(8) Per Se Rationale:  judicial economy argument – it would be difficult to go into a fact-specific analysis 

(a) But, what about this might make it so plainly wrong that it’s per se illegal:  HORIZONTAL AGREEMENT AMONGST COMPETITORS AND IT FIXES PRICES – just a rule of antitrust law that horizontal agreements are per se illegal b/c they are just so apt. to be anti-competitive and do damage to the market

(9) Rule of Reason Rationale:  should be different than other types of horizontal arrangements – first foray into healthcare law, rather than just taking this per se rule, let’s have a trial and show one side or the other and see whether it flunks rule of reason or whether we should have a per se rule in the healthcare context

(10) Why Per Se Rule Adopted:  Didn’t find on the merits that the policy drawbacks were true – said that the rule of reason consumes a lot of judicial resources and if you are able to identify a pattern of horizontal conspiracy to fix prices, then you should adopt the per se rule and save resources → the facts don’t matter once you have this pattern (don’t need to evaluate the facts)

(11) Doesn’t go into market power analysis as do later cases b/c market power doesn’t matter if the arrangement is per se illegal  (even if no market power, it would still be per se illegal)

(12) Does it matter that they set a maximum as opposed to a minimum price?

(a) No:  maximums tend to be minimums (no one is going to set their price below the maximum) 

(13) Does it matter that the price is below the market price

(a) No:  see footnote 25

(14) Does it matter if the arrangement has pro-competitive effects

(a) No, only comes into play if you find it’s not per se, but is subject to rule of reason

(15) Per Se rule of violation of antitrust laws

(a) Even if a fee schedule is desirable, it is not good to let the doctors set the fees

e) Horizontal arrangements and physician networks: the 1996 DOJ Guidelines
(1) A fully integrated organization cannot offend Section 1 of Sherman (cannot compete with oneself!)
(2) Statements of Antitrust Enforcement Policy in Health Care
(a) “A physician network joint venture is a physician-controlled venture in which the network’s physician participants collectively agree on prices or price-related terms and jointly market their services”
(b) Antitrust safety zones: not restricted in exclusive ventures
f) Vertical networks not constrained
(1) Kartell v. Blue Shield of MA (1985)
(a) Defendants were major health insurance providers in the state, and the major characteristic of their coverage was the payment of a fixed fee, determined by defendants, to the doctors and hospitals providing the services. Plaintiffs brought suit alleging that this practice violated the Sherman Act's, 15 U.S.C.S. §§ 1 and 2, prohibitions against restraint of trade and monopolization. The trial court agreed and defendants appealed. The court reversed on the grounds that antitrust law did not stop a buyer of services from determining the price or characteristics of the product to be sold, and under the facts here, defendants were merely buyers of medical services on behalf of its insureds. The court further held that defendants were not engaged in unlawful monopoly pricing because more than monopoly power was necessary to be shown to make the charging of a noncompetitive price unlawful.

(b) Question: was Blue Shield’s market power enough to override their ban on charging patients more than specified deductibles and co-insurance?
(c) Holding: Blue Shield is more like a buyer and thus has the legal power to make decisions about prices
(d) Discouraged entry into Mass’s market (like Πs in previous case).  Except, Mass has second highest doctor-patient ration.  Discouraged innovation, but difficulty coming up w/ evidence.

(e) Legal Claim:  This is an antitrust violation and Blue Shield exercises enormous MARKET POWER.  Articulating claim to say that they use that market power to set predatory prices (too low) and those prices undermine participation, etc.  But, it is less those consequential facts than it is market power + predatory prices.
(f) How does Blue Shield wield market power to impose predatory prices on doctors?

(i) Blue Shield is just a BUYER – if seller wants the buyer’s business, then bargain for a price (they are like a landlord who hires a painter for his tenant → Blue Shield is buying services from doctors for their insured)

(g) Outcomes:  Means that antitrust law doesn’t threaten these traditional systems.  Blue Shield can still negotiate on behalf of subscribers
7. Market power and attempts to monopolize
a) Ball Memorial Hospital v. Mutual Hospital. (7th 1986)
(1) Plaintiff hospitals sought to enjoin defendant insurance companies from implementing their proposed preferred provider organization (PPO), pursuant to §§ 1 and 2 of the Sherman Act, 15 U.S.C.S. §§ 1 and 2, and pursuant to the provisions of Indiana state law. After an extensive hearing, the lower court denied plaintiffs' request for a preliminary injunction and later entered a partial final judgment disposing of their state law claims Plaintiffs appealed. The court affirmed the lower court's judgment, holding that the lower court had not committed a legal error or made a clear error in its findings of fact. The evidence showed that defendants lacked market power and therefore were entitled to adopt a PPO plan without further scrutiny under the Sherman Act. The court noted that the lower court found that each of the factors suggesting that the market share did not imply that the market power was present in the market for medical insurance. The court further noted that new firms could enter easily and existing firms could expand their sales quickly.
(2) MARKET SHARE – Blue Cross is the biggest player in the Indiana market and as the biggest player, their actions are predatory b/c they are trying to preserve their position as the biggest player – and their prices are predatory
(3) Easterbrook:  Competition is a ruthless process – there is no barrier to entry, they just have money and everyone else has access to that too.

(a) Concedes that market share is important, but they don’t have market power b/c there are NO BARRIERS TO ENTRY
(4) Evaluation:  Is the analysis persuasive?

(a) Is it true that any co. can just come in to the market

(b) Nuts b/c it ignores the networks of relationships that Blue Cross has built up w/ employers and hospitals over the decades → if you wanted to compete, who would you get to talk to you – would be difficult to develop these relationships and to replicate Blue’s track record at a moment’s notice

b) Smoking Gun:  pg. 687 – Memo that they are on top but face a grave threat that needs counteraction

(1) No bearing b/c MOTIVE DOESN’T MATTER – antitrust law not concerned w/ the motive – concerned about actions, not motives

(2) Background:  Medical board of the hospital determined who gets staff privileges.  Common story is doctor is denied privileges or has them and gets them revoked.  Bring antitrust claim – terrible for doctors.

(3) Claim:  Horizontal claim b/c decision made by the medical board which is made up of doctors who are your competitors who got together and said you couldn’t work there any more

(4) Rule:  Per se or Rule of Reason 

(a) DENYING ACCESS TO ESSENTIAL FACILITIES – big no, no = per se violation

(5) Does it matter that this arrangement is thought necessary to ensure quality

(a) No:  all that matters under per se is that it is a violation, not whether good reasons for it

(6) Does it matter that board is operating in good faith as opposed to just wanting to get rid of you

(a) No:  motive doesn’t matter – per se

(b) Also, even under rule of reason, not concerned w/ motivation or quality, etc

(7) What is the relevance that these cases are MANDATED by state law and there is a review procedure for denial or staff privileges

(a) Midcall Test:  there is NO ACTIVE STATE SUPERVISION = doesn’t matter

(8) Outcome:  Many courts found that these arrangements were walking conspiracies

c) Patrick:  (pg. 710 – not assigned)

(1) Facts:  Medical board of the hospital determined who gets staff privileges.

(2) Holding: Even supervision process not enough to meet Midcall factors

V. Quality of Care
A. Introduction:  The Concept of Quality
1. New efforts to define and measure quality of care are taking place against a traditional triad of concepts
a) Inputs or structure (the resources and organizational arrangements in place to deliver care
b) Process (activities of physicians and other health professionals engaged in providing medical care)
c) Outcomes
2. Quality of care as a professional ideal
a) Medical errors fall into three categories
(1) “Technical errors” where skills fall short of what the task requires
(2) “Judgmental” when an incorrect strategy of treatment is chosen
(3) “Normative” when the physician has, in the eyes of other physicians, failed to discharge the obligations of his professional role conscientiously
b) In reviewing medical record of 100,000 discharged patients – looking for adverse events (something that caused injury)

(1) Something that caused the patient to stay for 1 extra day all the way to death

(2) 4,000 adverse events (4%) 

(a) ¼ of these were caused by medical malpractice

(b) 1% of all admissions

(3) The institute of medicine ( launched similar studies

(a) We DO have a problem – larger systematic problem – not individual physicians messing up

(b) Proposed concrete improvements/recommendations

(c) But they were not reassuring in terms of description of the problem being confronted

(d) Lots of people die as a result of errors that could be prevented

(e) More people than die in auto accidents or AIDS

c) How do you measure what constitutes quality?

(1) Does the health care provider have the inputs necessary to make it possible to provide quality care?  i.e. personnel, organizational structure, equipment, buildings.  

(a) Input measurements and reforms are the most common way of regulating quality – licensing and accreditation – easy to evaluate – do they or don’t they have the stuff they need?

(2) The process

(a) Activities of the doctors when they provide care (medical history, tests, treatments, etc.) 

(b) When do we use that?   In education – that’s the pervasive method of education – residencies!  Hands on review, chart review, discussion of problematic cases, etc.  

(3) Outcome research

(a) Weakness – many other factors come into play

(b) Become very popular in the last few decades

(c) Places with bad outcomes could be the only place that takes on the tough cases!

(d) Outcomes certainly useful essential information, but it’s also very difficult

d) Actions of individual doctors

(1) Errors

(a) Normative ( role deviation in the eyes of other physicians, lower level positions

(2) Part of evaluation should be patient’s values

(a) No room for the patient in his three categories

(b) In 1979, none of this included consulting with the patient

(c) If it means failure to perform in professional role, then failing to consult with patient where the professional standard is to consult, then there might be a problem.

e) Hilfiger case

(1) Could argue that he made all of the Bosch errors

(2) Should he have apologized?

(a) Risk of malpractice liability

(b) Evidence of fault, but also morally important

(c) Patients don’t like to sue doctors they like

(3) Why didn’t they sue?

(a) Relationship with doctor
(b) Friendly environment

(c) Maybe couldn’t get a lawyer – all emotional damages

3. Medical malpractice: not a useful tool
a) Not a lot of relationship between quality of care and malpractice

b) Still, historical way the law has tried to raise the bar for quality of care

c) Back to NY study – of the 1,000 for malpractice – only 125 filed claims, only 60 recovered any money, of half had actually been victims of malpractice!

d) Unreliability – there is really no connection!

e) Insurance is generally not experience rated

(1) Having six judgments against you might be a sign, a disproportionate number can be attributed to a  relatively small number of doctors

(2) You think they would pay higher premiums, but it’s not done that way

(3) The group is so small – we can’t do reliable experience rating

(4) Signals are so unreliable

(5) Rated by categories and geography, but not experience

f) Sends unreliable signals in terms of quality of care

(1) Standard of care is a professional one – did this doctor do something that no reasonable professional would have done?

(2) Ordinary average physician standard

(3) To prove that, you must introduce expert testimony

(4) Why would we require expert testimony as a matter of law?

(5) Sure, medicine is complex and difficult, but lots of things are – why else?

(a) Because the standard is one of professional practice – only another doctor can tell us what a reasonable doctor would have done

g) Used to be a local doctor

h) By the end of the 1950s, it was agreed that it was bad to give babies oxygen – not everybody knows everything

i) Doctor in Bedford sued – his defense was that he couldn’t be held to the same standard as the doctors in Boston

j) Core justification that we require expert testimony

(1) Professional legal standard can be justified in light of those types of errors

(a) It makes sense to say that you have to ask an expert!

(b) Even normative errors are better answered by other doctors

(2) The categories of cases in which the prof standard has been challenged and those challenges successful are unusual cases

(a) Acquisition of technology

(b) Adoption of routine screening tests

(3) Why okay to apply regular negligence standards?

(a) Less medical expertise in these areas; want a more universal standard

(b) We want to know the risks, costs, 

(c) Closer to a traditional Hand formula standard (risk, probability, costs)

(4) Helling (glaucoma test)

(a) Court doesn’t articulate a new standard; they don’t have that kind of epidemiological and cost knowledge to determine what’s reasonable

k) Class differences in medical malpractice

(1) Medicine does better than other sectors in living up to the ideal of treating all persons the same

(2) Not the same in education or health care or anything else!

4. Barriers to achieving quality of care
a) Socioeconomic class and lack of provider-patient communication
(1) Duff and Hollingshead study
(2) Four types of physician/patient relationships
(a) “Committed sponsorship”
(b) “Casual sponsorship”
(c) “Semicommittee sponsorship”
(d) “Committee sponsored”
(3) Depends upon the relationship between patient and PCP

(a) Personal relationship with physician who takes charge of the case and selects other members of the team

(b) In between groups

(c) No PCP – cared for by the house team

(4) How do people get into one of those categories or another?

(a) How does one get into the highest status?

(b) How do you get into the lowest category?

(c) It’s really about the kind of relationship you develop over time with your PCPs – the most important question for anyone to ask in selection is where they have admitting privileges, how often do they take care of patient in hospital; how is the hospital; want them to have good working relationships with hospital; network of specialty referrals?

(5) Communication problem – hospital structures?  Level of understanding of the patient as well info going from the top down (nurses don’t have the forum to speak)

b) Medicaid and Medicare are designed to bring the elderly and the poor into the mainstream – this study was done before the programs were adopte

(1) Got rid of the “wards” – all have semi-private services

(2) What was the impact on the hierarchy of the relationship?

(3) Medicaid coverage is sporadic – the impact on personal relationship  .'. limited

(4) Part B reimbursement will be paid to the PCP, it will also be avail to the specialists

(5) That money is only avail to doctors who actually care for the patient – then every patient will actually have doctors who care for them

c) Unitary standard – concept of negligence is the same for the rich and the poor

(1) The reality is certainly otherwise

B. Development of a national standard

1. Abandoning the locality rule
(1) Hall v. Hibrun
(2) Doctor did exploratory surgery and then went home w/o following up on patient or giving nursing staff instructions/home #.  Patient dies.  Π brings in a national expert that a core thing doctors all do/should do is to follow up on the patient after surgery

(3) ∆’s Response:  Π’s expert is from Memphis, not a local expert.  Doesn’t even need to explain the local standard; just has to say that she doesn’t have a local expert to say it was unreasonable.  Testimony of national expert is inadmissible

b) National Standard Elements: (pg. 847)

(1) Knowledge and Judgment

(2) Knowledge of Your Own Limitations & of Referral Sources

(3) Resources

2. Re-establishing the Locality Rule

a) The most effective thing the medical profession could do to knock down medical malpractice would be to re-establish the locality rule

b) D.C. Case

(1) Local community didn’t adopt the standard

(2) You just lagged behind, you need to catch up → defense no good

c) Maine:
(1) Have statutory medical protocols and if the doctor uses them, that can be a defense

3. Difference between skills and tools
4. Washington v. Washington Hospital Center (D.C. App. 1990)
a) A patient sustained brain damage during elective surgery from the allegedly improper administration of anesthesia. Plaintiff parent and plaintiff children filed a medical malpractice lawsuit and a jury returned a verdict against defendant hospital. Plaintiff argued on appeal that the law denying loss of consortium to parents and children was anachronistic, but the court held that it was bound by precedent in the matter. The court denied defendant's cross-appeal finding that the testimony of plaintiffs' expert, when combined with other evidence on standard of care, was sufficient to create an issue for the jury. The court found that the trial court did not abuse its discretion when it found that there were no impermissible communications between plaintiffs' expert and the jurors. Further, the court found that defendant's failure to assert a claim for contribution against another settling tortfeasor precluded application of a pro rata credit

b) Question: “Whether the evidence as a whole, and reasonable inferences therefrom, would allow a reasonable juror to find that a reasonably prudent tertiary care hospital, at the time of Ms. Thompson’s injury in Nov. 1987, and according to national standards, would have supplied a carbon dioxide monitor to a patient undergoing general anesthesia for elective surgery?”
c) ∆’s Argument:  The Π is not describing a national standard, they are just describing a good way of doing things.  Π’s own expert conceded that this was not the norm and that there was no professional standard, just that these were considered a good idea.  The hospital was moving w/ all deliberate speed to get the machines.

d) Holding:  A reasonable juror would think that a monitor was required.

e) Impact on Hospital Purchasing Decisions:  

(1) Would incentivize them buying a lot of new, expensive equipment.
(2) How would a hospital decide what they need? 
5. What is the argument against relying so heavily on paid experts?

a) They are relying on their client for their salary → will give the court whatever the Π wants to hear

b) They will give us junk science

c) If we didn’t allow the paid, hired gun expert, how would Πs prove this stuff?

(1) Government agency reports

(2) Peer reviewed scientific literature

(3) Written standards – especially government standards

d) What is the argument that Π should be able to rely on a wider variety of testimony than just experts

(1) As a practical matter, the formal promulgation of professional standards often lag behind the development of new professional standards in actual practice

(2) Government standards are even worse → out of date when they are published

(3) Dated or profit driven standards

e) New York Story:  (pg. 856)  Underscores the Problem w/ National Standards

(1) Pigs at the Plaza

(2) Doctors developed a new technique for laparoscopic surgery that sounded awesome, but no one knew how to do it
(3) In a very short time, this became the standard → and then, people began to die
(4) The Health Dept. of NY stepped in → said you couldn’t do the procedure unless you learned how to do it in a hospital on a patient, etc

6. The problem of competing standards: the respectable or reputable minority or two schools of thought rule
a) Jones v. Chidester (Pa 1992)
(1) Appellant patient and wife disputed an order of the superior court, which affirmed an order of a trial court denying their motion for a new trial in a medical malpractice case. On appeal, the court reviewed the progression of the "two schools of thought" doctrine through its several decisions. The court reviewed decisions of various other states. The doctrine provided a complete defense to medical malpractice. It was insufficient to show that there existed a "small minority" of physicians who agreed with a questioned practice. Therefore, the "reputable and respected by reasonable medical experts" test was improper. To create a "school of thought," there had to be a considerable number of physicians, recognized and respected in their field, who ascribed to a treatment. The court stated the correct law as: 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 his given area of expertise. There was no numerical certainty on what was a "considerable number." The court reversed and remanded for a new trial.

(2) Burden is on ∆; proved by expert testimony; then becomes a question for the jury
(3) Expert:  Must show a considerable number of recognized and respected professionals (both quantitative and qualitative – a number of people and quality people) do this. → that is enough to get to the jury

(4) Jury:  Jury decides as a triable issue of fact whether there are two schools of thought

b) Mammogram Case:
(1) Procedural:  Established that there were two schools of thought, but then sent it back to the jury again → curious b/c the two schools of thought were established

c) D.C. Obstetrics:  A locality doing a different thing cannot be considered a second school of thought

d) Why do we allow the 2nd school of thought rule

(1) Medicine is an art, not a science, don’t want the national standard to turn into cookbook medicine

C. Overriding the professional standard

1. The T.J. Hooper 
a) “Courts must in the end say what is required; there are precautions so imperative that even their universal disregard will not excuse their omission.  
b) When the cost of a precaution is greatly outweighed by the benefit gained by the precaution, a professional standard that neglects the precaution can be overridden by the general principle of reasonable care
c) Regular tort is different than medical malpractice

d) Prior to the Hooper case in 1932, customary community practice was the ceiling and the floor of negligent practice

(1) Community custom defined reasonable care

e) L. Hand:  Custom is a factor, but it is not solely determinative.  Rejects the notion that industry is entirely free through it’s custom to define what is reasonable

2. Combining professional standards and general reasonable care: the equally well informed expert and available and proven scientific safeguards
a) United Blood Services v. Quintana (Colo. 1992)
(1) The jury entered a verdict for the blood bank. The court of appeals held that the trial court erred in construing § 13-22-104 as imposing a professional standard of care on the blood bank in acquiring, preparing, and transferring human blood and that the trial court in its evidentiary rulings and jury instructions, also erred by applying the professional standard of care in a manner that rendered the blood bank's compliance with the professional standard the equivalent of conclusive proof of reasonable care. The court disagreed and held that the blood bank was a member of a national community and, as such, was subject to a national professional standard applicable to the blood banking community. However, the court held that the court of appeals did not err in ordering a new trial because the trial court erroneously applied that standard in a manner that effectively precluded the patient and her husband from establishing that the national blood banking community's standard of care was itself unreasonably deficient in not incorporating available safeguards designed to provide substantially more protection against the risk of infecting a transfusion recipient with AIDS.

(2) Question: which standard of care should govern: ordinary principles of reasonable care or a professional standard of care?
(3) Holding: “A blood bank is liable in negligence, therefore, when it fails to make use of, or makes unreasonable use of, available and proven scientific safeguards in the course of acquiring, preparing, or transferring human blood or its components for use in medical treatment”
(a) Statute clearly contemplates a professional standard
(4) Extraordinary Factors:

(5) Π got blood from a person who said she would have revealed that she was part of a high-risk group when she was giving blood (Π knew who donor of blood was – was able to trace it)

(6) In 1984, the custom of the community had changed, requiring screening of high-risk persons (would have been a diff. case in 1982) → moment in time important

b) Π’s Evidence of Negligence:  

(1) Didn’t follow National Hemophilia Association’s standards – recommended that you ask if the donor is in a high risk group.  (Collectors didn’t b/c they thought it was a privacy issue and didn’t want to discourage donation). 

(2) Expert:  Had extensive experience in the bloodbanking industry and would have talked about evidence available to medical community about risks of AIDS virus 

(a) Was a former CDC official and would have testified that it was known in Jan. 1983 that HIV was transmitted by blood (b/c hemophiliacs were a risk group) and they tried to get the info out and bloodbankers refused to comply

(3) Plasma bankers had started screening for high-risk persons

c) Type of Case:  Is it a medical malpractice case or a case about the reasonableness of the practices of the industry
(1) Should blood banking be consider medical service (professional standards) or is it an industry

d) This is not a question of professional negligence, it is ordinary negligence.  The Π can introduce experts who know the industry and the issue.

e) What about the evidence of source plasma collection?

(1) Trial ct. excluded this too

(2) Sup. Ct. allowed it

(3) Treats it like anti-trust → asks if they are in the same market

f) Ct. of Appeals:  While industry custom is some evidence, it is not conclusive; regular negligence should apply

g) Why is blood banking a professional medical service (pg. 872)?

h) Statute:
(1) There was a point in time that the pint of blood was a product and if you sold it w/ hepatitis in it, then you sold a defective product and you would be strictly liable

(a) Wanted to avoid strict liability and to get it as reasonable care

(b) In the course of saying no strict liability, only negligence, they said that blood banking is a medical practice

(c) Not clear what the relevance of that language is to this case

i) CO Sup. Ct.:  Looks at the lang. of the statute and says blood banking is a medical practice and so you must apply the standards of medical malpractice

(1) Standard:  don’t use the standard of medical malpractice → they say that the Π can win if the Π shows that there is a different and better school (source plasma practices)

j) *First case where court allows application of T.J. Hopper standard on “medical malpractice” cases
k) Is there any reason to think that the ∆ was negligent?

(1) At the time, it was very hard to reach the conclusion, but subsequently, the institute of medicine did a study (pg. 878) and found that there was a serious lack of public study and that there was a lot driven by industry and industry was resistant to change

l) By 1984, the standards had shifted and people could recover from bloodbanks if they didn’t screen

m) Two-phase inquiry for the jury
(1) Whether the dominant professional standard of care is unreasonably deficient, taking into account whether that standard is unreasonably lacking in readily available safeguards offering substantially more protection against the harm caused to the Π
(2) If the jury decides that the professional standard is deficient, then it must apply a revised, nondeficient standard of care based on all the evidence concerning the practices and procedures available to the ∆’s profession under the circumstances existing at the time of the events in question
3. Customary v. “accepted” practice
4. Blood transfusion and the standard of care
a) Osborn v. Irwin Mem. Blood Bank held that: “professional prudence is defined by actual or accepted practice within a profession, rather than theories about what should have been done.  It follows that Irwin cannot be found negligent for failing to perform tests that no other blood bank in the nation was using”
b) Advincula v. United Blood Services went with a due care standard
c) Quintana, Osborn, Advincula illustrate the three models of health law
(1) Osborn holds that compliance with professional standard is a complete defense ( professional autonomy and market competition
(2) Quintana and Advincula ( more socially protective 
D. Quality and Class

1. Principles of medical ethics have long held that once a doctor accepts a patient, the doctor owes that patient the same duty of care and fidelity regardless of the patient’s income or social status
2. But major problems face America’s poor: outright denial of treatment or inadequate treatment
3. Should doctors be allowed to determine an appropriate level of care for indigent patients?
a) Unitary standard – concept of negligence is the same for the rich and the poor

4. Cases on pg 880 – challenges to systemic failures in public hospitals

a) Common law professional standard of hospital care

b) DC Gen departs from that standard for hospital in that community

c) In Philly, relied on local ordinances that set out standards for all hospitals

(1) In Evelyn, Πs relied on Medicaid standards of participation describing characteristics of hospital qualify
(2) Inadequate nursing staff (esp .ER), inadequate access to X-rays, miserable record rooms, vector control (rats in the rooms and no method), lack of pharmacy needs

(a) These are the problems that the professionals are concerned with

(3) Boone lost

(a) Rejects claim saying that it is an administrative decision which takes into account medical info, but also costs

(b) Could Philly afford it?

(4) Federal claim

(a) Court found that Πs had not stated a justiciable claim
(b) They were asking the fed court to take over the running of the hospital and that was not judicially manageable

(c) No right about which they could complain

d) DC Gen the Πs won!
(1) What’s the difference?

(a) Holding it to a different standard – DC standard was different than Philly regulations or Medicaid qualifications

(b) Proving the custom of community was easier to win on

(c) They failed to do what their colleagues down the block did

(2) Did the other cases try to prove too much?

(a) DC case was limited to five discreet areas

(b) How do you go about proving the community standards and that the practice in the hospital in question is worse?

(c) Went to Ford and got a grant to study the hospitals

(d) Evidentiary basis for these conclusions

(3) The judge was a very smart judge


(a) Knew that it would be easily overturned

(b) Took the study and made it evidence through testimony

(4) Fed courts more willing to take on these claims

e) After Boone that determined it’s facts + costs

(1) Quality is a function of ability to pay

(a) Malpractice is different!

(b) Actual injury

(c) Different level of remedy and judicially manageable standard – concrete injury

(2) Is there a resource based defense?

(a) Access to medical records isn’t like a CAT scan!  

5. Commitment has always been that doctors have broad choice to choose patients, but once they’re a patient, they deserve the same level of care

a) Silicono and Warheim

(1) Argue that this is misguided

(2) We should abandon the pretence and recognize that it’s not followed

(3) We should have two standards – one for the rich and one for the poor

(4) Requiring the doctors who undertake to care for people all provide the same care discourages doctors from caring for poor people

(5) Free to deny but not free to provide a lower standard

(6) Malpractice should enforce some minimal limits but not the same across the board standard

b) To whom does this new standard apply?

(1) It’s already part of the law that we don’t hold the rural practitioner to the same standard as the urban guy

(2) The poor are a “separate nation”

c) Also not clear to what the lower standard would apply?

(1) Applies to 

(a) Diagnostic tests

(b) Not providing access to high tech stuff that’s exempt for malpractice in different areas

(2) The unitary standard serves a function to allow the doctors to fight for more!

6. Class and malpractice

a) Many studies of demographics of who is more likely to sue

(1) Wealthy have better access to resources

(2) Economic damages measured on basis of how much you earn – lawyers less likely to get $$

(3) Welfare – you have to sign a waiver to give back any awards

(4) Poor far less likely to sue for medical malpractice

(5) People on the coasts more likely to sue than the heartland

E. Informed consent: Professional or patient based standard?

1. Where assault or battery remains the legal theory applicable to situations where no patient consent at all has been given, most states now treat the issue of the adequacy of the consent – and of the disclosures preceding it – as an issue of negligence
2. Ordinary negligence standard

a) What about ordinary medical treatment?

(1) Traditionally seen as an aspect of battery

(2) Does battery provide an adequate standard for determining whether or not the doctor obtained consent?

(a) Battery is simpler – in the medical context, we want to know if they patient was informed – there’s more going on here

(3) In the 50s, took a negligence approach – what does that do?

(a) Did this doctor fail to provide the information that a reasonable doctor would have provided under like circumstances; requires expert testimony

(4) Today, that’s the standard in most jurisdictions
3. The Rise of patient-oriented standard of informed consent
a) Canterbury v. Spence (D.C. Cir 1972)
(1) The district court granted directed verdicts to the physicians on the grounds that the patient had failed to produce any medical evidence indicating negligence on the physicians' part in diagnosing the patient's malady or in performing the operation. The court found that the trial judge did not specifically address the alleged breach of duty by the physician to divulge the possible consequences of the operation. On appeal, the court held that the patient, in his testimony and that of his mother, made out a prima facie case that the physician violated his duty to disclose the risk of paralysis from the operation. The court held that there was testimony from which the jury could have found that the physician negligently performed the operation. The record also contained sufficient evidence to submit to the jury the issues of whether and to what extent any such negligence causally related to the patient's post operative condition. The court held that these considerations entitled the patient to a new trial. Accordingly, the court reversed the judgment of the district court.

(2) “We now find, as part of the physician’s obligation to the patient, a similar duty of reasonable disclosure of the choices with respect to proposed therapy and the dangers inherently and potentially involved”
(3) “Respect for the patient’s right of self-determination on particular therapy demands a standard set by law for physicians rather than one which physicians may or may not impose upon themselves”
(4) “In sum, the physician’s duty to disclose is governed by the same legal principles applicable to others in comparable situations, with modifications only to the extent that medical judgment enters the picture.  We hold that the standard measuring performance of that duty by physicians, as by others, is conduct which is reasonable under the circumstances”
(5) A risk is material if it is significant
(6) Exceptions: 
(a) Unconscious patient
(b) Risk-disclosure presents a serious threat of detriment
(7) Not good to tell about all the bad things that could happen

(8) How did Π win?
(a) Climate of the times – patient’s rights, scholarly work impact on the law

(b) Katz – wrote books describing the paternalism of doctors – med sociologist….in med literature then concrete findings

(c) The court relies very heavily on all that scholarship

(9) Why did court reject standard?

(a) Not a consent case but a duty to disclose – is the focus on the patient or the actions of doctors?

(b) Often there isn’t a professional standard re: the amount of info shared

(c) Self determination is not a matter of medical expertise, it’s a matter of human values!

(d) It’s not for the doctor to decide what’s best for the patient, but for an informed patient to decide what’s best for themselves

(10) Attach significance in deciding whether or not to undergo the procedure

(a) Defined exclusively in terms of the patient’s decision

(b) Would it make someone change their mind?

(c) Obvious need not be disclosed

(11) What if the patient is unconscious

(a) Does the doctor have reason to know that the patient wouldn’t consent

(b) Presumption of consent

(12) What if disclosure would make the patient worse off?

(a) Patient would have nervous collapse or would reject necessary treatment

(13) Therapeutic privilege
(a) Allowing as a broad privilege could mean that the exception would swallow the rule

(b) Court cabins the privilege – it’s never a therapeutic justification to say that it was to ensure that patient undergoes treatment

(c) Doctor has burden to prove that there were reasons

(d) Why is it objective rather than subjective?

(i) Don’t want to enable patients to rely on idiosyncratic preferences unless they’ve made it plain to the doctor
(14) Does Canterbury require that the doctor reveal personal characteristics that a reasonable person would want to know when working with this doctor?

(a) Specifically rejects the notion that duty only arises when you ask

(15) Do not require inexperience or a history of drug problems

(16) In some cases, there is a duty to disclose HIV status

(17) How does the doctor prove objectively that it was necessary?

(a) Would a reasonable patient have objected the treatment?

(b) Must show that no reasonable person would have undergone the treatment if they had known the risk

(18) Why would the court adopt a causation standard that guts the core of the duty requirement?

(a) The alternative (subjective standard) is unworkable

(b) Not all that persuasive – it could have been workable

(c) Are there other alternatives?

(i) Causation is established where the Π can prove loss of chance theory

(19) Does the duty to reveal extend beyond the treatment context?

(a) An unrevealed risk must materialize or there’s no cause of action

(b) But there can be an injury even if you fully recover

(c) Duty to disclose that the patient is dying?

(i) Yes – reasonable people would want to know that, BUT the case law shows that there is no duty to disclose this information

(d) Confined to treatment cases

(e) Exception Thurman ( the doctor should have done more to inform her of the consequences of failing to follow his recommendation 

4. Conflicts of interest and the physician’s fiduciary duty
a) Moore v. Regents of the Univ. of CA (Cal 1990)
(1) Review was sought of appellate court's decision, which found plaintiff stated cause of action for conversion when defendants used plaintiff's cells in medical research without permission. The court found plaintiff stated cause of action for breach of physician's disclosure obligations. Physicians seeking patient consent for medical procedures must disclose personal interests unrelated to the patient's health that may affect medical judgment. Defendant did not properly disclose personal interests in plaintiff's cells before he operated, thus plaintiff stated cause of action for breach of disclosure obligations. The court reversed and held use of plaintiff's cells without permission did not state conversion cause of action. Plaintiff did not retain ownership interest in cells after they left his body and thus could not assert conversion claim. Conversion should not lie because it would discourage medical research of cells and patients are adequately protected from abuse because of informed consent laws

(2) Our analysis begins with three well-established principles. First, a person of adult years and in sound mind has the right, in the exercise of control over his own body, to determine whether or not to submit to lawful medical treatment." Second, "the patient's consent to treatment, to be effective, must be an informed consent.”  Third, in soliciting the patient's consent, a physician has a fiduciary duty to disclose all information material to the patient's decision

(3) These principles lead to the following conclusions: (1) a physician must disclose personal interests unrelated to the patient's health, whether research or economic, that may affect the physician's professional judgment; and (2) a physician's 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.
(4) Holding: “We hold that a 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”
(5) What’s wrong with stealing fluids after the organ has already been taken out of the body

(6) Does the patient have an interest in them after it has been removed?

(a) Doctor has a fiduciary duty to disclose financial interest to patients

(b) In managed care, doctors have financial incentive to not send you!  They’re not required to tell you that info either

F. Malpractice crisis

1. The contested nature of periodic malpractice insurance crises
a) HEW Commission found in the 1970s that the real crisis was undercompensation for injured patients or effective penalties for the small number of liable doctors
b) Alarming rise in malpractice insurance premiums
2. Strategies and directions for medical malpractice reform
a) Separate the entire system of health care financing from private markets and injury compensation from fault-based tort law, and adopt a social insurance system of the sort that exists in Sweden
b) Move to a no-fault, workers compensation type model, that would sharply reduce damage awards in return for faster and more comprehensive coverage
c) Shift liability from individual physicians to the “enterprises” within which they frequently work, e.g. hospitals or HMOs
d) Change one or more elements of the fault-based system
(1) Procedural and cost barriers to recovery
(2) Less financial responsibility for providers and insurers
(3) Alternative dispute resolution
(4) Minimal reform of insurance markets
(5) Reduced standard of care
(6) Reform of professional discipline and peer review
3. Limits on damage: dollar or noneconomic amounts
4. Supp article
a) Multiple factors have contributed to the increases in medical malpractice premium rates
(1) Rising paid losses increase insurers’ expectations of required premiums
(2) Declining investment income has affected premiums
(3) Downward pressure on premium rates has decreased as profitability as declined
(a) Caused some insurers to leave the market, thus less competition
(4) Reinsurance premiums have increased
(5) The medical malpractice market moves through hard and soft insurance cycles
(a) Hard markets are generally characterized by rapidly rising premium rates, tightened underwriting standards, narrowed coverage, and often by the departure of some insurers from the market
(b) Soft markets are characterized by slowly rising premium rates, less stringent underwriting standards, expanded coverage, and strong competition among insurers
b) States with tort reforms that include certain noneconomic damage caps had lower recent growth in malpractice insurance premium rates
c) Comprehensive data on the composition and causes of increased losses lacking
(1) GAO ( very strong rep for independence – controlled by a Rep. Senate, House, and Exec.

(2) AMA analysis

(3) Jury awards are usually too high

(a) Even cases that settle, costs are high!

(b) Too much $ goes to liability, too few dollars go to people

(4) Risk to doctors
(a) Causes doctor to abstain from practicing good innovative medicine

(b) Causes students to practice in cheaper geographic or specialty areas

(5) Generally, the studies focus on certain individuals who have high liability

(a) OBGYNs

(b) Too easy to sue, imposes serious costs regardless of success

(c) Most common response to periodic crises is to tweak torts system to make it harder to sue

(d) Shorter statute of limitations?

(e) Restrictions on fees

(f) Reducing financial responsibility for malpractice verdicts

(g) ADR

(6) Most of the things that the AMA proposed to state legislators to limit have now been adopted

d) Two key factors: increase in paid and incurred losses ( why do we suppose this is happening despite the fact that states have adopted all these restrictions?  Answer is not clear – absence of good data on anything is pervasive

(1) Maybe related to the rise of managed care

(2) Given rise to increased patient anger

(3) Construction of ERISA makes it hard to sue managed care orgs – but you can always sue the doctor!

(4) GAO also notes geographic and specialty differences

(a) Nothing identifiably different in the laws of the differing states

(b) Combined with the lack of data – and we just don’t know

e) Second factor – cyclical crises ( even today, we don’t see the kind of screaming headlines that we saw a few years ago
(1) It’s a decline in investment income – the heart of the health research group analysis

(2) Has some relationship to the malpractice crisis

(3) What explains this cyclical nature?

(a) Financial problems in the insurance industry not necessarily related to malpractice

(b) Now, there is some relationship, but we don’t know how much

(c) Also more than one malpractice insurers and 60% of doctors today are owned by doctor-owned insurance companies

(d) In the 90s, insurance was fiercely competitive

f) Differences between hard cycle and soft cycle 

(1) It might contribute, but the real differences are changes in the stock market

(2) Want to limit liability instead of grappling with useful reform in the insurance industry

(3) How could the law address the cyclical aspect of the malpractice crisis?

(a) Many problems with state regulation – why don’t we turn to federal regulation?

(b) Tradition of state regulation – we then won’t turn to fed law

(c) The industry is opposed to fed regulation

g) Caps

(1) Caps on damages can be cast as cap on pain and suffering or defined more generally as a total cap on damages for compensatory or pain and suffering

(2) Are they effective in holding down malpractice premiums?

(a) Evidence that they have slowed the growth, but it still continues to grow

5. National insurance

6. Adopt no-fault

a) Most of the malpractice dollar goes to the lawyer, the fees, etc. and not the patient

b) Like no fault auto insurance

c) Everyone will pay into the system and then when people suffer injuries as a result of medical care, they’re entitled to take payment (more regulated amount)

d) The fault system sends ineffective signals to doctors – adverse judgment does not deter in that doctors don’t think it reflects their fault

e) But it’s different from autos!  Difference in economic values and measuring the damages – unless you’re going to have a system that covers all the failures of the system, it won’t work

f) Doctors and patients, unlike auto drivers, are not in a reciprocal risk generating relationship

g) In auto, you have an incentive to take care from self interest, but the doctor isn’t at risk

h) Some states (VA, FL) have adopted limited no fault for neo-natal injuries – special case for no fault liability

(1) Often very high cost injuries

(2) Relatively easy to define compensable events

(3) Can be a genetic or maternal problem

G. Hospitals as monitors of quality

1. The role of law in the age of expanding hospital authority
a) Hospitals used to be insulated  by the doctrines of charitable immunity,, the locality rule, the doctor as independent contractor, and the nurse as the doctor’s borrowed servant ( all have been eroded or entirely overruled
2. Hospital’s institutional structure and idealized self-image: the rival visions of private workshop and community responsibility
a) Standardization principles of the American College of Surgeons (1919) were adopted by many hospitals on a voluntary basis; lack of compliance
b) Hill-Burton Act (1946) relied heavily on standards and thus became part of a state regulatory scheme
(1) No staff
(2) No desire
c) 1951 Joint Commission on Accreditation of Healthcare Organizations (JCAHO) – private regulatory org
(1) Composed of reps from AHA and AMA
(2) Under the JCAH standards, permission to practice could be granted to virtually any doctor with a degree from an approved medical school
(3) The hospital then created various categories of staff privileges and control mechanisms to attempt to regulate the dangers of wide-open, unsupervised hospital practice
(4) Most doctors’ income is from private practice, except four hospital based physicians
(a) Radiologists
(b) Anesthesiologists
(c) Pathologists
(d) ER
3. The Collapse of charitable immunity and the rise of respondeat superior
a) Bing: employee relationship
b) Truhitte: both hospital and doctor are liable
(1) Captain of the ship doctrine
4. Non-employee physicians and the expanding concepts of agency and non-delegable duty
5. Enterprise liability

a) Liability of hospitals – quality of care point of view – hospital liability is more interesting than individual liability

b) Two ways in which any institution can be liable

(1) Subject to corporate liability b/c it didn’t do something that a reasonable institution in the same position would have done

(2) Vicarious liability ( indirectly liable for the negligence of employees

c) Weird quirk of 20th century American tort law – if someone is defined as an employee the employer can be liable whether or not the employer did anything wrong

6. Agency relationship
a) Jackson v. Power (Alaska 1987)
(1) The patient received an allegedly negligent diagnosis when he was treated by the physician in the emergency room of the hospital. The patient and his mother filed an action against the hospital under various theories of vicarious liability. The court denied the summary judgment motion of the patient and his mother, which sought a declaration, as a matter of law, that the hospital was liable for the actions of the physician as an independent contractor, and that genuine issues of material fact existed as to the issues of apparent authority and non-delegable duty. On appeal, the court held that the theory of enterprise liability had been not adopted by Alaska or its state courts. The court affirmed and held that the issue of the apparent authority of the physician was a question of fact for the jury. The legislative intent supported the determination that the hospital had a duty to provide safe emergency room services. The court held that the hospital had a non-delegable duty to provide non-negligent physician care in its emergency room and, therefore, was liable if the physician's actions were found to be negligent.
(2) Question: is the hospital liable for the ER doctor’s negligence under a theory of vicarious liability?
(3) Holding: The Court declined to adopt a theory of enterprise liability; there is no hospital liability for someone who is not an employee.  The doctor may have been acting as an agent of the hospital under apparent authority; this is a genuine issue of fact for the jury to decide.  The court did find that the hospital could be liable under a non-delegable duty theory.  
(a) “We, therefore, hold that a general acute care hospital’s duty to provide physicians for ER care is non-delegable.  Thus, a hospital such as FMH may not shield itself from liability by claiming that it is not responsible for the results of negligently performed health care when the law imposes a duty on the hospital to provide that health care.”
(4) ER care is subject to state regulation
(5) FMH voluntarily took on the JCAH standards
(6) FMH had its own bylaws
(a) ( all imposed a duty to provide adequate ER services
(7) Holding is limited to those situations “where a patient comes to the hospital, as an institution, seeking ER services and is treated by a physician provided by the hospital.  In such situations, the hospital shall be vicariously liable for damages proximately caused by a physician’s negligence or malpractice”
(8) Sues on enterprise liability, apparent authority, non delegable duty

(a) No claim that the hospital did anything wrong 
(b) Πs also concede that doctors were not employees of the hospital – they were employees of the ER

(9) They have a duty to supervise.
(10) Hospital has to be ultimately responsible?

(a) As a matter of public policy, someone has to be held financially responsible 

(b) Are there limits?

(i) Wouldn’t be used in a case where the patient had selected the doctor themselves – just where the doctor is staffing the hospital and the patient has no choice

(11) As a practical matter, does the hospital have any more control than the patient does?

7. The rise of hospital corporate liability
a) The scope of corporate liability and the structure of hospital governance
(1) Duty to screen incompetent physicians and other providers at the time of initial appointment
(2) Failing to respond to serious errors by physicians as they occur
(3) Failing to monitor the performance of particular physicians, and of failing to restrict or terminate doctors with a track record of significant mistakes
(4) Duty to provide adequate equipment, policies, training, and supervision to their employees
(5) Triad structure: governing body, administration or management, and self-governing medical staff
b) The hospital’s duty to monitor ongoing treatment provided by independent physicians with staff privileges
(1) Darling v. Charleston Community Mem Hospital (Ill 1965)
(a) Plaintiff broke his leg and was treated at defendant's emergency room. His leg was put in a cast, but the cast cut off his circulation and he lost part of his leg. Plaintiff sued defendant for negligent hospital treatment and was awarded damages. Standards for hospital accreditation and the state licensing regulations demonstrated that the medical profession regarded it as both desirable and feasible that a hospital assume certain responsibilities for the care of the patient, contrary to defendant's assertion. The court found a jury could reasonably find negligence because the nurses did not test for circulation in the leg as frequently as necessary, that skilled nurses would have promptly recognized those conditions, and would have known that the condition would become irreversible in hours and informed the attending physician or hospital authorities. There was no dispute that defendant failed to review the doctor's work or require a consultation and a jury could have reasonably found that a failure to do so was a negligent act. Furthermore, defendant was not unfairly surprised by plaintiff's amendments to the complaint because the same theory was asserted at pretrial.

(b) ∆ failed to have sufficient number of competent nurses and failed to require consultation with or examination by members of the hospital surgical staff
(c) Must go to jury to decide if these failures amount to negligence
(2) Landmark opinion for the doctrine of corporate liability for hospitals
(3) Rejection of the hospital’s argument that hospital duties should be defined solely by the local customary practices of similarly situated hospitals, and rather could be defined by state licensing regulations and national accreditation standards
(4) Advincula: not so much a national industry standard as a general reasonable care standard that juries cold apply to hospitals
(5) Thompson: needs to show some kind of systematic negligence
(6) Illustrates major alternative form of hospital liability

(a) Claim against hospital ( the nurses were negligent in not checking that his toes were okay – not enough nursing staff – not adequately trained 

(7) What did the hospital do wrong in relation to the doctor?  Failed to supervise – he was incompetent – should have known – no second opinion, etc.

(a) What are the hospital’s responses?

(i) Hospital can’t act as medicine – they can’t tell the doctor what to do – the nurses are under the control of the doctor
(ii) Hospital also complied with the customs of the community (back when this was still pertinent) 

(8) The court rejected all those arguments in a way that Darling has come to be seen as a landmark decision

(a) Held hospital to standards that it was supposed to be upholding

(b) Enforces licensing, JCAH, override community custom, etc.

(c) JCAH was against using their standards in this case – “we’re like the good housekeeping seal of approval” purely voluntary, state of the art best practices, etc.

(d) Willing to use professional standards as a standard of liability

(9) Assumption is that hospital have some power to control what happens – therefore they should be held liable if they fail to take reasonable measures to assure care and quality

(a) The power often rests not with the lay administrators, but rather with the medical board

c) A number of courts have refused to replace ostensibly agency with non-delegable duty, even with respect to ERs, and bar recovery by patients who cannot satisfy every element of the traditional agency doctrine with respect to the hospital ∆
H. Structuring the hospital quality assurance process

1. Overview
a) Quality assurance is both narrower and broader in scope than risk management
(1) Focuses on issues of patient care (not all safety management)
(2) Concerned with a wide range of quality-related activities (not just discrete incidents)
b) Credentials committee
c) Can exclude for categorical or group characteristics and individual performance
(1) Negative categories (i.e. ban on chiropractors)
(2) Functional categories (i.e. closing the medical staff)
d) Continuing peer review
e) Reappointment
f) Abram and Weiler ( hospital are in very good position to promote quality of care

(1) Putting it on hospital makes administrative sense – there’s more hands on relationship and more expertise

(2) Disadvantage – if the hospital insists on quality arrangements that increase costs, they may suffer losses

(3) Hospitals don’t practice medicine, doctors do.  Even more the case with managed care

g) Clinton health plan would have made doctors in hospitals immune re: malpractice

(1) Doctors were opposed – why?  Feared backlash?

(2) Too much hospital control – loss of autonomy

h) Review is usually extremely deferential – followed own rules and provided minimal due process, then they can grant privileges

2. Dismantling barriers of enforcement of anti trust

a) The doctor denied privileges had a very strong anti trust claim

b) Patrick – state law did not meet requirements for Parker immunity

3. Congress passed health care quality improvement act ( gives safe harbor to hospital – comply with certain rules and procedures and receive immunity

a) Creates national clearing house of disciplinary actions

4. Judicial review of hospital staff privilege decisions
a) Doctors aggrieved by peer review have two broad theories of legal relief
(1) Failed to follow applicable substantive or procedural standards as embodied in the hospital’s bylaws
(2) Particular bad motive prohibited by some other body of law (antitrust, civil rights, tort)
b) When deny privileges on individual grounds, usually a hearing and record
5. Structuring the hospital peer review process: state-law immunity, privilege, and regulation
a) Conditional privilege for peer review participants – can be defeated by a showing of bad faith
b) Sometimes absolute
c) Some states have passed legislation granting immunity from damages
d) Standards for procedural fairness vary
6. Structuring the hospital peer review process: federal immunity and regulation
a) Bryan v. James E. Holmes Regional Medical Center (11th cir 1994)
(1) Defendant hospital terminated the clinical staff privileges of plaintiff staff physician. Plaintiff sued defendant, alleging state and federal causes of action and seeking monetary damages. Defendant appealed the adverse decision and denial of defendant's post-trial motion for judgment as a matter of law, contending that defendant was immune from liability in money damages under the Health Care Quality Improvement Act of 1986 (HCQIA), 42 U.S.C.S. §§ 11101-11152. HCQIA provided that if a professional review met certain due process and fairness requirements, then those participating in such a review would not be liable under state or federal law for damages for the results. 42 U.S.C.S. § 11111(a)(1). The decision to terminate plaintiff's privileges was taken in the reasonable belief that the action was in furtherance of quality health care. Defendant's board of directors took action after a reasonable effort to obtain the facts of the matter. Plaintiff's privileges were revoked only after adequate notice and hearing procedures were afforded to plaintiff. No reasonable jury could conclude that defendant had not afforded plaintiff adequate protection. The judgment was reversed

(2) Question: is the hospital protected under HCQIA?
(3) Holding: The hospital was protected from monetary liability nder HCQIA
(4) “Congress enacted the Health Care Quality Improvement Act to encourage peer review activities, ‘to improve the quality of medical care by encouraging physicians to identify and discipline other physicians who are incompetent or who engage in unprofessional behavior”
(5) HCQIA grants limited immunity
(6) Requires substantive and procedural due process; reasonable belief and procedures
(a) Includes safe harbor provisions
(7) “A review of the record makes clear that the decision to terminate Bryan’s clinical privileges at Holmes was taken ‘in the reasonable belief that the action was in the furtherance of the quality of health care’”
(8) Board took action after a reasonable effort to obtain the facts
(9) Privileges were only revoked after notice and a fair hearing
(10)  .'. all the safe harbor provisions were met and the hospital is entitled to immunity from monetary damages
(11) Doctor has the burden of proof ( that it was unreasonable and not otherwise founded

(a) Rebuttable presumption that hospital procedures are within the act

(b) Furthermore, the act provides that failure to comply with some of the specific provisions does not affect the immunity (severability)

(12) Is that fair to doctors?  Rebuttable presumption + burden on doctor!

(a) Gives hospital a lot of protection

(b) There is an appeals process – the doctor does have some protection himself

(c) Court rejected bad faith – it’s an objective standard of reasonability

(d) More important to protect the process even if it was undertaken in bad faith

(e) Always difficult to prove motive, but does it make sense to exclude evidence of bad faith

(13) Doctor only has to pay fees if it’s a frivolous claim

7. Substantive grounds for adverse hospital action
a) Negative categorical exclusions: race and non-M.D, providers
(1) Racial exclusions violate Titles VI and VII of the 1964 Civil Rights Act
(2) Usually found illegal under state law
b) Functional categorical exclusions
(1) Hospital is “full” or trying to allow doctors to monopolize
(a) Hospital can defend by showing that the action is rationally related to legitimate institutional goals
c) Individual performance
(1) Medical incompetence
(2) Inability to work with others
d) Economic performance and staff privileges
(1) Hospitals’ duties and doctor’s economic costs: where public policy requires the hospital to take certain actions with economic consequences, which actions can only be performed by doctors who  themselves are not under a similar duty
(2) Hospitals’ institutional objectives and doctors’ patterns of practice: when a hospital seeks institutional objectives through means that deny staff privileges to competent physicians, or attempts to regulate where or through whom certain procedures are performed
(a) Courts have uniformly upheld
(3) When a hospital has adopted an institutional strategy to develop itself along certain lines, emphasizing certain kinds of practice
8. Looking at other possible mechanisms for promoting quality of care

a) Historically, hospital liability was highly limited

b) Comply with community custom – beginning with Darling in 1965, courts began holding hospitals corporately liable

(1) Opened a big door for liability

c) Cases like Jackson in 1997 that allowed hospital to be held vicariously liable even if the hospital has not done anything wrong

(1) Non-delegable duty

9. Note cases supp pg 53

a) Courts that have considered these questions have refused to follow Jackson
b) Denied liability

c) More important than doctrinal issues, there are relatively few cases against hospitals
I. Staff privilege system
1. Hospital get to determine who gets to practice in the hospital
2. Very few cases where hospital have been found to act unreasonably in granting staff privileges

a) The risk that they do face are risks that doctors who are disciplined will sue them

b) For the most part, they focus on issues of technical competence and personal competence

c) Courts in those cases are extremely deferential to the hospital judgment

d) Hospital are in a relatively better position to determine competency

3. Sometimes hospital seek to implement quality of care that goes beyond competency of doctors
a) Race was a standard basis for denying privileges until the 1960s

(1) By the 1980s, hospital are certain not state actors, and even though Titles Vi and VII prohibit private employers from discriminating on the basis of race, doctors often have difficulty bringing suit because they are independent contractors and not full time employees ( we’ve gone full circle

4. Traditional requirements that to have privileges you do a number of things

a) Committees

b) Help staff ERs

c) Enable hospital to meet community service obligations

5. Robinson v. Macgovern

a) Arose prior to health care quality improvement act

b) Brings antitrust claim; hospitals needs were then irrelevant

c) Court found for hospital – kind of a stretch re: availability of hospitals

d) The court was persuaded by the hospital quality of care concerns and the hospital institutional vision

e) Under quality of care, does the hospital have immunity?

(1) Protecting hospital from the risk of anti trust when they’re acting to assure that doctors with staff privileges are of high quality

J. Licensing agencies as monitors of quality of care

1. Protects the public through:
a) Excluding the unqualified
b) Monitoring the conduct of licensees
2. Most assume that adequate professional and industry standards exist and the task is to ensure compliance
3. Second theory takes nothing for granted and asks: do our standard practices and organizational patterns actually advance or undermine quality of care, as defined and measured carefully and comprehensively as we can?
4. Contemporary efforts at reform
a) State efforts to discipline substandard doctors
(1) Initial grant or denial
(2) Once granted, virtually no effort made to monitor
(3) A number of states are trying to address the problem
5. For most of the 20th century, what were the grounds for which physicians could be disciplined

a) Certainly things that point to lack of quality (addiction, insanity, false documentation, illegal abortions)

b) Missing is incompetence, inability, chronic failure to provide adequate care

c) More about keeping up quality of professional standards, not regulating quality of care

6. Now it is grounds in every state, but there are still some serious problems

a) Large numbers of doctors are chronically incompetent

b) High stress + availability of drugs ( addiction

c) Senility ( respected doctor who’s losing it

d) Sexual harassment

7. Lack of funding of state medical boards to deal with problems

a) Also need to encourage people to actually complain

b) Doesn’t happen all that often, very few viable alternatives

c) Goldberg extended – doctors have a right to due process before termination – doesn’t mean they can never be terminated – you can indeed terminate!  Just required to give a fair hearing

8. Many states have chose to refocus from problems of individual bad actors and to address problems in a more systemic way

9. Third systemic approach to improving care through licensing boards ( requirements of residency hours

K. Payers as monitors of quality

1. Medicare conditions of participation for hospitals
a) Has Congress unconstitutionally delegated regulation authority to JCAHO?
b) Increased HHS secretary power
(1) Not led to significant improvements
c) 198, HCFA published conditions of participation which included some standards
2. Peer review organizations: The payer’s doctor-agents as regulators of quality of care
a) PRO, established by federal statute in 1982, are nonprofit corporations staffed by physicians and nurses whose function is to review the medical necessity, quality and appropriate institutional level of care provided under the Medicare program
b) Entirely creatures of federal statutes, regulations, and guidelines, and of the detailed contracts between each PRO and HCFA
(1) Began as cost-efficiency concerned, moved into quality
c) Grew out of utilization review and PSROs
d) Determine whether services paid for by Medicare are reasonable and medically necessary; whether the quality of such services meets professionally recognized standards of care; and whether inpatient services could have been provided at a more economic level of care
e) Geographic areas are larger
f) Degree of physician sponsorship lower
g) Contracts contain highly specific and quantified objectives
h) Explicitly requires health care practitioners and institutions to provide care that meets standards of necessity, quality, and efficiency, and grants the PROs and the Sec of HHS important new powers to enforce
i) PRO sanction process
(1) § 1154 SSA ( whether the “quality of such services meets professionally recognized standards of care”
(2) § 1866 ( detect and punish what HHS manuals refer to as “circumvention of PPS and substandard quality of care”
(3) § 1156 ( limited authority to deny Medicare payment for substandard care, extensive authority to punish providers for delivering such care
j) Doyle v. Sec of HHS (1st cir 1988)
(1) On appeal from a decision rejecting appellee physician's constitutionally based legal attacks on Department of Health and Human Services (HHS) statute and procedures but holding that a Maine peer review organization had failed to follow an HHS regulation governing its choice of recommended sanction and issuing an injunction, the court affirmed in part and reversed in part. The court affirmed the decision upholding the constitutionality of appellant, Secretary of HHS, sanction decision. The court reversed the decision declaring appellee's sanction decision an invalid violation of agency regulations and enjoining further agency action. Appellant argued that the court could not legally issue an injunction because appellee came to court before exhausting his administrative remedies. The appellate court agreed. In the Medicare area, Congress elevated the ordinary administrative common law principle of exhaustion into a statutory requirement. The Medicare statute allowed judicial review only after a final decision by the Secretary. 42 U.S.C.S. § 405(g); 42 U.S.C.S. § 1320c-5(b)(4). Appellant had not exhausted HHS' administrative appeals; and, there was no final decision of appellee.

VI. The Intersection of Cost and Quality: Determinations of Coverage

A. Insurance Contracts and state law

1. What’s covered ( macro coverage (no coverage for eyeglasses, dental, particular providers, durational limits, etc.)

a) ( micro coverage limitation – a service that is within the macro limits is appropriate in particular circumstances

2. Ex post review (easiest cases to decide)

a) Already received care, now it’s whether the insurance carrier pays the bill

3. Non-ERISA coverage

a) State contract interpretation cases

b) Van Vector ( K at issue did not authorize any ex post facto review

c) Sarchett ( court held that the insurance co was in bad faith b/c they didn’t inform the insured that there was a process by which he could challenge the decision

4. Wohlers v. Bartgis (1999)
a) Appellant policy administrator obtained coverage for respondent insured's group from a new underwriter, appellant medical insurance company, which contained provisions for triggering new internal costs limitations, which were minimized and concealed. Appellant policy administrator had a direct pecuniary interest in minimizing claim costs. When respondent's hospitalization triggered the limitations provision, appellant medical insurance company denied her claim. Respondent sued appellants, alleging fraud, bad faith, and violations of Nevada Unfair Claims Practices Act, Nev. Rev. Stat. 686A.310. The trial court entered judgment on a jury verdict in favor of respondent for emotional distress and punitive damages. On appeal, the court affirmed in part and reversed in part. It held that the jury's finding of bad faith and fraud was supported by substantial evidence. However, the trial court erred in finding that appellant policy administrator was liable under the Unfair Claims Practices Act because it was not an insurer. Finally, the court reduced the punitive damage, as excessive as a matter of law.

b) “We conclude that Allianz’s failure to inform Bartgis of the significant reduction in coverage, its representation that coverage under the two policies was comparable, its absurd interpretation of the ancillary charges limitation provision, and its denial of Bartgis’s claim pursuant to that provision, were unreasonable.”
c) Extremely competent and responsible contract negotiator

(1) Everything is ancillary!!!! (operating room, stitches, etc. – all but room and board)

d) Sues arguing fraud and bad faith

e) Responsible – we covered everything that we contracted for

(1) No bad faith

(2) Was as good as other coverage

f) What’s our reaction to this case?

(1) It was only a seven month dispute about $8,000 – is this way out of line?

(2) The case could also be seen as especially egregious – the contract language was pretty ridiculous

(3) Certainly just paying hospital bill and attorney’s fees is not going to discourage the company from taking this action again

(4) If they’re only held liable for the bill, why shouldn’t they deny?

(5) Perverse incentives for lawyers?

B. Exclusion of Experimental and unnecessary Treatments: practice

1. How does the law and the insurance system deal with new procedures or technologies

a) Is it legal?

b) Is it reimbursable?

c) Law’s answer is fundamentally different if we’re talking about medical procedures or drugs

2. What does a doctor have to do before she can introduce a new procedure

a) Dr. Hedberg in Cartell v. MA Blue Shield – he invented the colonoscopy procedure

b) Laparoscopic pig surgery

c) They don’t need formal clinical trials

(1) DO need informed consent

d) If it’s in a hospital, you might need staff privileges and that may or may not require other things

3. What does a drug company need to do?

a) FDA approval process

b) Requires animal, human, randomized clinical trials

c) Must show that the drug is effective and safe

d) No consideration of cost

e) Even if it is equally effective as existing drugs

4. Big disparity!!

a) Is it justifiable?

b) Is there an argument for physician practice as differentiated from drug company practice?

c) Should the drug model be extended to physicians?

(1) Long, slow process which we may not want in treatments

(2) Hard to see how we would apply the FDA model across the board

(3) The drug model applies to introduction of new medical techniques when the doctor seeks fed research funds

(4) Then there are certain criteria which must be met (four step trial)

5. The real control, therefore, is reimbursement

a) HDC treatment

b) Intense debate about efficacy of this procedure for breast cancer (no debate about the fact that it is extremely devastating for the patient)

c) Firestone case

(1) De novo should apply unless the plan explicitly gives the administrator discretion

(2) Then the court should only second guess those decisions under arbitrary and capricious
6. Fuja v. Benefit Trust Life Ins. (7th cir 1994)
a) Plaintiff received injunctive and declaratory relief to prevent defendant from denying coverage for experimental treatment for her breast cancer. Defendant argued that the district court erred in ruling that it was liable for coverage of the treatment, because the treatment was provided in connection with medical research, which was not covered by plaintiff's policy and the treatment was not authorized for reimbursement by the Health Care Financing Administration. The district court held that the policy provision that excluded coverage "in connection with medical or other research" was ambiguous, and it construed the term in favor of plaintiff. The court disagreed, holding that the contract term was clear, definite and unambiguous and that the evidence was overwhelming and uncontradicted that plaintiff's experimental treatment was to be provided "in connection with medical or other research." The court determined it was unnecessary to decide the HFCA issue and reversed the judgment in favor of plaintiff.

b) Fuja must demonstrate that the treatment is “medically necessary” under all five criteria enumerated in the insurance
(1) “In connection with medical or other research” is not ambiguous
(2) The evidence shows that HDC/ABMT was provided in connection with research
c) Also sends a message to Congress to address these questions
d) Court reviews de novo

(1) ∆ says that the definition of medically necessary is clearly listed in the contract

e) Rely on experimental exclusion ( it was part of medical research and she signed an informed consent form!

f) Under de novo and basic principles of K interpretation, is the phrase “in connection with medical research” ambiguous?

(1) Lower court said it was

(2) This court said it wasn’t

g) Who has the burden of proof and why?
(1) Π ( the provision was in the benefits section of the K (if it were in the exclusion section, it would be on the ∆)

h) Why didn’t the court rely on the fact that it hadn’t been approved by HCFA?

(1) How often does the HCFA approve or disapprove treatments as being viable or not?

(2) Doesn’t make very many of these determinations

(3) Many of those approved have already become obsolete!

7. Adams v. Blue Cross/Blue Shield of MD (D.Md. 1991)
a) Plaintiffs, two women, were diagnosed as having advanced breast cancer. Plaintiffs were advised by their physicians that high dose chemotherapy with autologous bone marrow transplant (HDCT-ABMT) would be the best available care for them. Because the treatment was expensive, plaintiffs requested that defendant insurer confirm in advance that it would pay for the treatment. Defendant denied coverage for both plaintiffs, relying on a policy provision which excluded coverage for experimental treatments. While acknowledging that the policy covered the use of HDCT-ABMT for several other diseases, defendant took the position that treatment was experimental when used to treat breast cancer. The court found by a preponderance of the evidence that HDCT-ABMT was generally acknowledged as accepted medical practice by oncologists for the treatment of breast cancer. The court held that research need not prove a treatment completely curative in order for it to have merit as an accepted medical practice.

b) Standard of review as determined by Firestone: de novo – Blue Cross does not have the authority to define the terms in question
c) Plan term definitions
(1) Court rejects the Frye standard, which focuses on the evidentiary use of a putatively reliable technique
(2) “The objective scientific evaluation of a technique for purposes of determining the admissibility of expert testimony in a trial is far different from the practical evaluation of a medical treatment to decide whether it is accepted medical practice”
(3) “The Court adopts the standard legal definition for accepted medical practice used in evaluating the care rendered by a treating physician”
(4) Thus, the question is “whether, at relevant times, a consensus of MD oncologists considered HDCT-ABMT to be an appropriate treatment option offered by the ordinary prudent and reasonable medical oncologist exercising due care for his or her patient”
(5) Π has satisfied this burden
(6) Court goes on to say that even under the scientific standard put forth by ∆, HDCT/ABMT still satisfied the five criteria
d)  .'. their action was arbitrary and capricious
e) Basically the same facts as Fuja
f) Experimental definition?  Expert, local, tied to particular practice, as decided by us

(1) Court went with de novo ( thought that saying “as decided by us” is ambiguous

(2) Relied on Dr. Eddy ( there existed too many unanswered questions

g) Blue Cross relied on one report – no practitioner input

(1) Why should or shouldn’t we rely on Dr. Eddy?

(2) Supposed to be MD focused

(3) He might in general terms be in a better position, this contract limits it to local community

h) He didn’t know anything about that

i) Π showed that the local community all supported the treatment and the court relied on that to allow payment
(1) It might not be the most sensible standard, but it’s in the contract and it’s not the courts place to change that

j) Which case definition makes more sense?

(1) Using clinical trial standard will exclude a lot of stuff that we do want

(2) Adams ( local doctors ( too expansive.  In pre-managed care days, lots of what they did was ineffective, experimental, not subject to any CBA

8. The evolution of exclusionary terms in health insurance contracts
a) Difficult to draft a clause that simultaneously looks to generally accepted standards of medical practice and also delegates discretion to the insurer to decide what constitutes an experiment
b) The court then sees its task as deciding what the term experimental” means
9. Definitions of science and the control of expert testimony
a) Decisions about what kind of experts can testify are critical
10. Insurance coverage and access to health services
a) Despite what some commentators say (that patients can still receive treatment without coverage), coverage decisions do have an impact on actual standards and determine whether the patient will receive treatment or not
b) Lack of insurance effectively blocks access to care
11. Eddy and Hall article: eloquent, sustained, and fascinating effort by advocates of market competition to articulate what might be termed “market-based communitarianism” – society or a smaller group demands that individuals subordinate their personal interests to the needs of the group
12. But
a) Is it a voluntary choice?
b) Can the market bear this?
13. Maximizing patient utility or health plan profit?
14. Are randomized trials an unattainable standard?
15. Healthcare America Plans v. Bossemeyer (10th cir 1998)
a) Plaintiff health plan administrator filed a declaratory judgment action, seeking a declaration that the medical treatment undertaken by defendant was not covered by a group health care plan. Defendant brought an action under the Employee Retirement Income Security Act, 29 U.S.C.S. § 1132(a)(1)(B), to recover benefits under the health plan after plaintiff denied coverage for a certain procedure used to treat defendant's breast cancer. The two actions were consolidated, and after a two-day bench trial, the trial court entered a declaratory judgment in favor of plaintiff, finding that plaintiff's denial of coverage was not arbitrary and capricious. The court affirmed. Plaintiff had discretion under the plan to determine whether the procedure was experimental. Plaintiff's decision to exclude coverage for plaintiff's procedure, based on the finding that it was experimental, was reasonable, despite the presence of a limited conflict of interest. Although there was evidence to the contrary, plaintiff's decision was based on substantial evidence. There was no evidence that plaintiff's financial incentives influenced its decision-making.

b) Proper to review under an arbitrary and capricious standard
(1) Within plan authority to define the terms
c) Use a sliding scale approach for “when the presence of a conflict of interest triggers a less deferential review under the arbitrary and capricious standard”
(1) Health Care’s decision was not A&C
d) Provision like that in Adams
(1) Not generally accepted in the community as determined by the plan

(2) Two step process

(3) Tons of info that it’s no longer experimental

(4) Board decision makers – four dudes, two not doctors
e) Court denied claim – the plan had discretion and it was okay

f) They had a little conflict, but under A&C applied in a slightly less deferential way, the plan wasn’t actually motivated by financial incentives

g) Concurrence – almost impossible to prove financial motivations

16. Notes and questions
a) Many courts perceived the exclusionary terms “experimental” and “investigational” to be ambiguous “in the context of modern medicine”
b) Many courts disapproved of insurers’ efforts to delegate to themselves unilateral or plenary power to interpret “experimental,” and found such purported delegations either too ambiguous to be enforceable, or too dangerous as a matter of public policy
c) Where “experimental” was defined as “not generally accepted by the medical community” courts interpreted the medical community phrase as substantially limiting the insurer’s discretion, and in particular, as a basis for putting less weight on randomized clinical trials and more weight on the consensus of relevant medical practitioners”
(1) This is all turned upside down in Bossemeyer
d) Represents a real shift in the decisions – in the 1980s and 90s, many courts overturned denial of coverage for these types of treatments

(1) Efforts to retain sole discretion not okay

(2) Relied on generally accepted standards of medical community

(3) This is a real shift ( courts are getting more sympathetic to plan’s claim 

17. Exam of alternatives

a) Several states got involved

b) RI model (directly specifically at this treatment for breast cancer)

(1) We’ll cover for patients who are in randomized clinical trials, but not otherwise

(2) Blue cross endorses as well

(3) Doesn’t apply to ERISA plans

(4) But it creates incentives for research – that’s just one approach

c) MN demands that they pay for it no matter what

(1) Undermines incentives for research

(2) Exacerbates insurance incentives

d) Critique is that they will be driven by the politics of empathy for Π – does the legislative action seem wiser?

(1) Does it seem more connected to science?

(2) Arguably, maybe RI

(3) But it seems like the legis is mostly driven by politics

(4) Doesn’t seem some coolheaded evaluation

18. Anderson and Eddy

a) Anderson – neither courts or legis but by individuals choosing plans and companies making decisions

b) Eddy – resources are limited, makes ore sense to devote to things that produce higher benefits

(1) Requires a lot of clinically specific data

(2) Must be made by plan taking account of the interests of all of the patients

(3) Why should we spend scarce resources?

c) More collective approach?

(1) How do we know what the group wants?  Based on clinical information

d) Why else should we be skeptical of Eddy’s approach?

(1) Doesn’t take approach of individualized risk assessment?

(2) Threaten the doctor patient relationship?

19. New scientific and legislative developments regarding coverage exclusions on grounds of experimental care and medical necessity particularly with respect to breast cancer
a) Studies still fail to show much success
b) Some states have legislated to cover clinical trials
(1) Large gap – state legislation mandating coverage of some clinical trials can reach only health insurance policies sold in the state-under ERISA’s insurance savings clause – and cannot reach “self-insured” or “self-funded” plans
(a) Without the threat of coercive litigation, it is unlikely that state political leaders could “persuade” self-funded large and small employers and unions to join a “working group” process
c) Debates over definition of medical necessity are fierce
(1) Most common: “the standard for health care services as determined by physicians and health care providers in accordance with the prevailing practices and standards of the medical profession and community”
(2) Private sector effort: “a medical intervention recommended by the treating physician and determined by the health plan’s medical director or physician designee; must be cost-effective for this condition compared to alternative interventions, including no intervention”
C. Managed care and patients rights to challenge plan decisions outside the ERISA context

1. Wickline v. State of CA (Cal. App. 1986)
a) Appellant state was the third party payor liable for respondent patient's medical costs. When respondent had major surgery, her doctors obtained appellant's approval for a 10-day hospital stay. Respondent's recovery was slow and her doctors requested an 8-day extension from appellant. Appellant authorized only 4 more days, and her doctors complied, discharging her 18 days after surgery. Respondent suffered post-discharge complications resulting in an infection that required her leg to be amputated. Respondent claimed that appellant was legally responsible for her injuries, because its cost containment program affected the implementation of her doctor's medical judgment. A jury agreed with respondent, and the trial court entered judgment accordingly. Appellant sought review. The court reversed, finding that the decision to discharge respondent was the responsibility of respondent's own doctors; was based upon the prevailing standards of practice; and was justified by her condition at the time of her discharge. Because appellant was not a party to that medical decision, as a matter of law appellant could not be held liable if such decision were negligently made.

b) “A departure from the fundamental principle, that all persons are required to use ordinary care to prevents others from being injured as a result of their conduct, involves the balancing of a number of considerations. The major ones are the foreseeability of harm to the plaintiff, the degree of certainty that the plaintiff will suffer injury, the closeness of the connection between the defendant's conduct and the injury suffered, the moral blame attached to the defendant's conduct, the policy of preventing future harm, the extent of the burden to the defendant and consequences to the community of imposing a duty to exercise care with resulting liability for breach, and the availability, cost, and prevalence of insurance for the risk involved.”
(1) Appellant is absolved from liability
c) The decision to discharge is solely the physicians
d) “Third party payors of health care services can be held legally accountable when medically inappropriate decisions result from defects in the design or implementation of cost-containment mechanisms as, for example, when appeals made on a patient's behalf for medical or hospital care are arbitrarily ignored or unreasonably disregarded or overridden. However, the physician who complies without protest with the limitations imposed by a third party payor, when his medical judgment dictates otherwise, cannot avoid his ultimate responsibility for his patient's care. He cannot point to the health care payor as the liability scapegoat when the consequences of his own determinative medical decisions go sour”
e) Court notes that it is essential that cost containment plans not corrupt medical judgment, but in this case it did not
f) In Petrovich v. Share Health Plans, the IL SC held that an HMO could be held vicariously liable under the doctrine of “apparent authority” for the acts of its independent contractor physicians
g) Π must prove justifiable reliance on the HMO for providing services, as opposed to the physician
2. Jones v. Chicago HMO (Il, 2000)
a) Appellant brought a medical malpractice action against defendants, an HMO and a doctor. The trial court granted summary judgment on appellant's claims of institutional negligence, vicarious liability for the doctor's negligence, and breach of contract. The intermediate court affirmed as to the negligence and contract claims. On appeal, the court affirmed dismissal of the contract claim, because plaintiff was not a party to the contract that she sought to enforce; the contracting parties were defendant HMO and the state department of public aid. However, the court reversed on the negligence claim, holding that the doctrine of institutional negligence could be applied to HMOs. Hence, the law imposed a duty upon defendant to act as would a "reasonably careful" HMO under the circumstances. The court further held that genuine issues of material fact existed as to whether defendant negligently assigned more enrollees to defendant doctor than he was capable of serving.

b) Question: “whether an HMO may be held liable for institutional negligence”
c) Holding: yes.
d) “the law imposes a duty upon HMOs to conform to the legal standard of reasonable conduct in light of the apparent risk”
e) “To determine whether a duty exists in a certain instance, a court considers the following factors: (1) the reasonable foreseeability of injury, (2) the likelihood of injury, (3) the magnitude of the burden of guarding against the injury, and (4) the consequences of placing that burden upon the defendant. Lastly, the existence of a duty turns in large part on public policy considerations.”
3. Applied the standard first set out in Darling
4. McEvoy v. Group Health Cooperative of Eau Claire (Wis. 1997)
a) Pursuant to the contractual terms of the HMO's insurance policy with the subscribers, a mother and her daughter, the HMO was to pay for out-of-network care up to the policy limits. The HMO referred and approved the daughter for treatment for anorexia at an out-of-network inpatient clinic. Although four weeks of benefits remained under the subscribers' contract, the HMO discontinued coverage based on cost concerns. The subscribers' brought an action against the HMO for bad faith breach of their insurance policy. The trial court granted the HMO's motion for summary judgment and dismissed the complaint. The appellate court reversed. The court affirmed. The court held that HMOs that made out-of-network decisions were insures and that the appellate court properly extended the common law tort of bad faith to the HMO. However, the court cautioned that the tort of bad faith did not apply to classic malpractice cases. The court further held that Wis. Stat. § 655 (1991-1992) did not preclude a bad faith cause of action against the HMO as an insurer because the chapter only applied to negligent medical acts or decisions made in the course of rendering professional medical care.

b) “The common law tort of bad faith applies to all HMOs making out-of-network benefit decisions”
c) Rationale underlying a bad faith tort claim ( encourage fair treatment and penalize unfair and corrupt insurance practices
d) Nature and purpose of HMOs ( power imbalance
e) Legislative declarations ( HMOs are similar to traditional insurance companies
f) Public policy
g) Distinguish between decisions made by an HMO employee that create liability for medical malpractice and those that place liability on HMOs for bad faith tort
h) “To prevail on a bad faith tort claim asserted against an HMO, a plaintiff must plead facts sufficient to show, upon objective review, (1) the absence of a reasonable basis for the HMO to deny the plaintiff's claim for out-of-network coverage or care under his or her subscriber contract; and (2) that the HMO, in denying such a claim, either knew or recklessly failed to ascertain that the coverage or care should have been provided. A plaintiff must make this showing by evidence that is clear, satisfactory, and convincing”
D. ERISA preemption of state remedies for harms cause by private payors

1. Wilson v. Blue Cross of SoCal (1990) held that ordinary tort and contract principles apply to utilization review programs in the context of private health insurance
2. Since a great many Americans obtain health care benefits through their employment, efforts to apply state malpractice law to private utilization review programs (including HMOs) are met with the argument that state medical malpractice law has been preempted by ERISA with respect to employee benefit plans
3. Can medical and benefit determinations be distinguished?
a) Corcoran v. United HealthCare (5th cir 1992)
(1) Plaintiff injured person and her husband filed a malpractice action against defendant insurance company, and defendant cost-containment company, after she was denied pre-certification for an extended hospital stay requested by her obstetrician based on an employee benefit plan governed by ERISA. After the denial of certification, plaintiff returned home and the fetus she was carrying went into distress and died. Defendants moved for summary judgment, asserting that their relationship with plaintiffs was solely a result of an ERISA plan and the action was pre-empted by statute. The district court agreed and granted the motions, finding that ERISA pre-empted plaintiffs' state law cause of action against the cost containment company. Plaintiffs challenged the district court's decision as to the cost containment company only. The court noted that the company made a medical decision, but it was in the context of making a benefit determination under the plan. Further, ERISA's pre-emption section, § 514(a), explicitly exempted state laws that regulate insurance. As such, the wrongful death action resulting from the company's erroneous medical decision was pre-empted by ERISA.

(2) United makes medical decisions incident to benefit determinations, therefore pre-empted
(3) Court is mindful that there is no provision for malpractice remedies under ERISA, but that is for Congress to address
b) The shift from retrospective to prospective and concurrent “utilization review” significantly changes the impact of the enterprise
c) Is this really a benefit determination?
4. Why ERISA matters: the problem of damages
a) It is true that allowing state law actions against employment-based utilization review would probably create variations in applicable legal standards among states, and that these would impact on “national” health plans offered by employers who operate in more than one state.  If this is indeed an overriding Congressional concern, and if leaving this area of health care delivery without tort law is a problem, then the solution would be development of federal utilization review tort law under ERISA, with adequate damages.  
b) Corcoran
(1) “We find that the particular damages the Corcorans seek -- money for emotional injuries -- would not be an available form of damages under the trust and contract law principles which, the Corcorans urge, should guide our interpretation of ERISA's remedial scheme. Thus, we hold that even under the interpretation of § 502(a)(3) urged by the Corcorans, they may not recover.”
(2) Cannot recover for extracontractual damages unless “there is an express agreement to perform a particular service to achieve a specific cure”
(3) Court enumerates reasons why this is a bad result!
5. The logic of ERISA Preemption
a) Any state law claim of corporate liability on the part of HMOs or health plans – such as negligent selection or supervision of physicians – was held to relate to plan administration or at least required reference to the plan, and was therefore preempted
b) Many courts also held that vicarious liability claims were also preempted
6. Cracks in the ERISA Wall: Removal, preemption, and claims about the quality of benefits received
a) Dukes v. US Healthcare (3rd cir 1995)
(1) The district court removed the malpractice action of appellants, representatives of deceased patients, to federal court and dismissed it because it was preempted by § 514 of the Employee Retirement Income Security Act of 1974 (ERISA), 29 U.S.C.S. §§ 1001-1461, as found in 29 U.S.C.S. § 1144(a). Appellants' action against appellees, health care providers, was related to the deaths of two individuals. Their claims were combined. The court reversed the removal and the dismissal of the actions and ordered them to be sent back to the state court by the district court. The court found the preemption feature of § 514 of ERISA did not necessarily apply to appellants' claims. The malpractice actions were claims upon the quality of benefits received. The claims were not covered by the automatic preemption of § 502(a)(1)(B) of ERISA that in 29 U.S.C.S § 1132(a)(1)(B) covered claims to recover benefits. The court found that because the claims were not covered by § 502(a)(1)(B) of ERISA, the court could not determine whether they were precluded under § 514 of ERISA. The court ruled that the state court should have made that determination.

(2) “We hold that on the record before us, the plaintiffs' claims are not claims "to recover [plan] 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 terms of the plan" as those phrases are used in § 502(a)(1)(B) of ERISA, 29 U.S.C. § 1132(a)(1)(B). Accordingly, we hold that Metropolitan Life's "complete preemption" exception is inapplicable and that removal of these claims from state court was improper. We will reverse the judgments of the district courts and will remand each case to district court with instructions to remand the cases to the state courts from which they were removed.”
(3) Metropolitan Life found an exception to the well-pleaded complaint rule: “complete preemption doctrine permits removal of state law causes of action in a host of different ERISA-related circumstances”
(4) “That the Supreme Court has recognized a limited exception to the well-pleaded complaint rule for state law claims which fit within the scope of § 502 by no means implies that .all claims preempted by ERISA are subject to removal. Instead, as the U.S. Court of Appeals for the Sixth Circuit wrote recently, "removal and preemption are two distinct concepts."  Section 514 of ERISA defines the scope of ERISA preemption, providing that ERISA "supersedes any and all State laws insofar as they may now or hereafter relate to any employee benefit plan described in § 4(a) of ERISA] and not exempt under [§ 4(b) of ERISA]." (Emphasis added.) The Metropolitan Life complete-preemption exception, on the other hand, is concerned with a more limited set of state laws, those which fall within the scope of ERISA's civil enforcement provision, § 502. State law claims which fall outside of the scope of § 502, even if preempted by § 514(a), are still governed by the well-pleaded complaint rule and, therefore, are not removable under the complete-preemption principles established in Metropolitan Life…When the doctrine of complete preemption does not apply, but the plaintiff's state claim is arguably preempted under § 514(a), the district court, being without removal jurisdiction, cannot resolve the dispute regarding preemption. It lacks power to do anything other than remand to the state court where the preemption issue can be addressed and resolved.”
(5) “the plaintiffs' claims, even when construed as U.S. Healthcare suggests, merely attack the quality of the benefits they received: The plaintiffs here simply do not claim that the plans erroneously withheld benefits due. Nor do they ask the state courts to enforce their rights under the terms of their respective plans or to clarify their rights to future benefits. As a result, the plaintiffs' claims fall outside of the scope of § 502(a)(1)(B) and these cases must be remanded to the state courts from which they were removed”
(6) This is not a claim to recover benefits due and the statute does not say anything about the quality of care
(7) “Quality control of benefits, such as the health care benefits provided here, is a field traditionally occupied by state regulation and we interpret the silence of Congress as reflecting an intent that it remain such”
(8) Is this a claim for benefits?

(a) If it is, we can remove to fed court under ERISA

(9) Even if it stays in state court, § 514 still requires the state to determine if it “relates to”
(a) If it does, then we’re still in fed court ERISA land

(10) How did the Πs characterize the claim?
(a) Quality of care provided was not reasonable ( completely external to the benefits plan

(11) ∆ says that complaint about quality is indeed related to the benefits

(a) Court assumes that it is a medical plan benefit

(12) Attack on the quality of the benefits that they receive

(a) Distinction between coverage and quality

(13) Malpractice standard

(14) Could an ERISA plan specify a standard different from state malpractice?

(a) Court suggested that they could

(b) FN 5 – they could displace malpractice remedies, but here they didn’t

(c) For many reasons, it’s not that common to see plans try to draft a standard that displaces the common law standard b/c no one will sign the contract

b) Corcoran ( weren’t actually arranging for medical treatment

(1) The plan can willfully, negligently conduct its utilization review, etc still preempted

(2) But not against negligently inadequate care

7. Lancaster v. Kaiser (E.D. Va. 1997)

a) The child complained of nausea and severe daily headaches on the right side of her head. The doctors were employed by their medical corporation, which had a contract with the HMO to provide clinical services. The HMO had an incentive program that provided financial incentives for avoiding excessive treatments and tests. Despite continued complaints over almost five years, the doctors failed to consult a neurologist or order diagnostic tests. Three surgeries, radiation treatment, and other complications followed the belated discovery of a brain tumor. The court applied § 502(a)(1)(B), the civil enforcement provision of ERISA, to claims that the HMO improperly denied services through its incentive program, determined that the claims were totally preempted by ERISA, and dismissed them. Removal of the entire case was proper when any claim was totally preempted. However, the court exercised its discretion pursuant to 28 U.S.C.S. § 1441(c) and remanded the non-preempted claims to state court because it found that state law predominated in the remaining claims.

b) Question: “whether the complaint is, as ∆s see it, merely an ERISA claim for denial of benefits masquerading as a medical malpractice action, or, as Πs see it, simply a malpractice, negligence, and fraud action that ∆s cannot dress up as ERISA claims”
c) Holding: “We apply the common law doctrine of bad faith tort to those HMO contracts we can reach” (those that are not preempted by ERISA)

d) There is preemption when the complaint deals with quantity but not quality
e) Counts I and II, which allege a breach of the applicable standard of care, are not preempted as they deal with quality
f) Count III and IV, for direct negligence and fraud, are administrative decisions, not medical ones, and are therefore preempted

g) Courts have uniformly found that a challenge to a pre-certification decision is completely preempted under §502(a)(1)(b) or subject to a defense under §514(a)
h) Direct negligence and fraud claims “relate to” the administration and regulation of the benefit plan

i) Kaiser HMO -  they’re the good guys!  Not virtual – it’s real!

(1) Doesn’t matter that the doctor was financially motivated
(2) Whether the deviation results from financial incentives or sleeping or incompetent ( we don’t care!

(3) It’s purely a professional standard

j) Claims that the program reveals bad incentives are removable and preempted

(1) Federal court decided the “relate to” question by itself

k) Doctors can be held liable for med malpractice even when their decisions are influenced by financial concerns, but the managed care org cannot be held liable

8. Pegram v. Herdich (2000)
a) Respondent claimed that the decision to delay her medical treatment was driven by petitioner health maintenance organization's (HMO) physician owners' self-interest in increasing their incentive bonuses in violation of petitioner's fiduciary duty under the Employee Retirement Income Security Act of 1974 (ERISA), 29 U.S.C.S. § 1001 et seq. The question on appeal was whether treatment decisions made by petitioner, acting through its physicians, were fiduciary acts within the meaning of ERISA. In reversing the court of appeals, the court held that they were not. It was not for the court to draw a line between good and bad HMO's by making judgments about socially acceptable medical risk. Congress did not intend petitioner or any other HMO to be treated as a fiduciary to the extent that it made mixed eligibility decisions acting through its physicians. The federal judiciary would be acting contrary to the congressional policy of allowing HMO organizations if it were to entertain an ERISA fiduciary claim portending wholesale attacks on existing HMO's solely because of their structure, untethered to claims of concrete harm

b) Holding: Treatment decisions made by an HMO, acting through its physician employees, are not fiduciary acts within the meaning of ERISA.
c) “When employers contract with a health maintenance organization (HMO) to provide benefits to employees subject to ERISA, the provisions of documents that set up the HMO are not, as such, an ERISA plan, but the agreement between an HMO and an employer who pays the premiums may provide elements of a plan by setting out rules under which beneficiaries will be entitled to care.”
(1) Might still be a fiduciary if it administers the plan
(2) Common law charges fiduciaries with a duty of loyalty to guarantee beneficiaries’ interests but only to the extent that the act is done in the fiduciary’s capacity as it relates to the plan
(3) “Whether the person was acting as a fiduciary when taking the action subject to complaint”
d) “An employer’s decision about the content of the plan are not themselves fiduciary acts”
e) Eligibility decisions v treatment decisions
(1) In this case, these decisions were “inextricably mixed”
f) “We think Congress did not intend Carle or any other HMO to be treated as a fiduciary to the extent that it makes mixed eligibility decisions through its physicians”
(1) Would produce replication of state charges
g) “We hold that mixed eligibility decisions by HMO physicians are not fiduciary decisions under ERISA.
h) Context – by this point, 2 things have happened

(1) In the last half of the 90s, increases had slowed down for the first time since 1965

(a) There’s some sense that managed care is working

i) She could wait for the tests for the appendicitis

(1) Unnecessary suffering

j) She sues the doctor for malpractice in state court and she wins – that’s the easy claim

k) She didn’t stop there, she wants to get on the underlying pattern

l) Claim against managed care – incentive program violates 

(1) She wants to be in fed court: wants the ERISA claim

m) Is the clinic an ERISA fiduciary?

(1) SC discussion is pretty confusing

(2) Distinguish bet whether they are a fiduciary and whether they are making fiduciary decisions

(3) Very broad definition

n) The duty is undivided loyalty

(1) If the health plan is in general or particular, it’s hard to avoid the conclusion that they violated their duty

(2) End of managed care?

(a) In any HMO, MCO, there’s rationing, inducement to ration, etc. 
(b) That’s the whole point of managed care!

(3) On the one hand, broad statute, on the other hand, to hold them liable for departure is the end of the managed care

o) How does the court resolve the conflict?

(1) Mixed decisions can’t be fiduciary duty questions

(2) Depends on the specifics of the decision

(3) Difficulty is that Πs lawyer says that the challenge would be the same even if the Π had never gotten sick
9. Strategic claim

a) Did not address the questions that the state courts had been grappling with
(1) Removal of state law claims to federal court
(2) Damages for injury
(3) Payment for treatment
(4) Defending state regulations against ERISA preemption
b) DID address the very existence of year-end bonuses for physicians, regardless of their consequences for any particular patient, as a violation of ERISA’s fiduciary duty
(1) Mounting an attack on a particular compensation structure of managed care
10. “Fiduciary duties” must apply to acts as to which there may be a conflict between the interests of the beneficiary and the trustee/fiduciary’s own interests, because the whole point of a fiduciary duty is to deter a fiduciary from yielding to the temptation of self-interest, and encourage the fiduciary to put aside that temptation and act solely in the interest of the beneficiary
E. Third possibility – adopted by 7th cir app

1. Delay or withhold for the sole purpose of increasing their bonuses (against HMO)

a) That’s a breach of fiduciary duty

2. Travelers
a) No preemption w/out clear manifestation of congressional purpose

b) Challenging reasonableness

(1) Lower fed courts have disagreed

(2) On the one hand, the 5th has read the decision saying Corcoran is the law, on the other hand, the 7th and 3rd have read more broadly to allow negligence claims where people can’t raise the issues in the form of a § 502 or reimbursements

F. Independent external review of coverage-related treatment decisions by managed care organizations

1. Rush Prudential HMO v. Moran (2002)
a) The HMO denied coverage for an unconventional surgery for the beneficiary's shoulder pain as not medically necessary. While the ensuing lawsuit was pending, the beneficiary went ahead with surgery at her own expense. An independent medical review of her claim, as provided for in the Illinois statute, found that the procedure was medically necessary. The Court held that the Illinois statute was a law "directed toward" the insurance industry, and an insurance regulation under a commonsense view, thus it was not preempted by ERISA. The Court rejected the HMO's arguments holding that the state statute did not enlarge a claim beyond the benefits available in any action brought under 29 U.S.C.S. § 1132(a). The Court noted that the state statute bore a closer resemblance to second-opinion requirements than to arbitration schemes. The state law operated before the stage of judicial review and its effect was no greater than that of mandated-benefit regulation.

b) “In sum, § 4-10 imposes no new obligation or remedy like the causes of action considered in Russell, Pilot Life, and Ingersoll-Rand. Even in its formal guise, the state Act bears a closer resemblance to second-opinion requirements than to arbitration schemes. Deferential review in the HMO context is not a settled given; § 4-10 operates before the stage of judicial review; the independent reviewer's de novo examination of the benefit claim mirrors the general or default rule we have ourselves recognized; and its effect is no greater than that of mandated-benefit regulation.”
(1) “§ 4-10 prohibits designing an insurance contract so as to accord unfettered discretion to the insurer to interpret the contract's terms. As such, it does not implicate ERISA's enforcement scheme at all, and is no different from the types of substantive state regulation of insurance contracts we have in the past permitted to survive preemption, such as mandated-benefit statutes and statutes prohibiting the denial of claims solely on the ground of untimeliness.”
c) § 4-10 provides that “when a plan purchases medical services and insurance from an HMO, benefit denials are subject to apparently de novo review”
d) “Not only is there no ERISA provision directly providing a lenient standard for judicial review of benefit denials, but there is no requirement necessarily entailing such an effect even indirectly. When this Court dealt with the review standards on which the statute was silent, we held that a general or default rule of de novo review could be replaced by deferential review if the ERISA plan itself provided that the plan's benefit determinations were matters of high or unfettered discretion, see Firestone Tire. Nothing in ERISA, however, requires that these kinds of decisions be so "discretionary" in the first place; whether they are is simply a matter of plan design or the drafting of an HMO contract.”
e) “this effect of eliminating an insurer’s autonomy to guarantee terms congenial to its own interests in the stuff of garden variety insurance regulation through the imposition of standard policy terms”
f) Big long dissent
g) Ex post remedies avail . when benefits are denied and the patients suffer

(1) More interested in having remedies under the plan itself so you can get services needed

h) Internal review – state reasons for determination, 30 days

(1) Submit additional evidence

(2) Full and fair review of the initial decision within the plan

i) Considers IL version of law

(1) She went to state court, they went to fed court, back to state court

(2) She ended up paying out of pocket

(3) Could she just go on a § 502, get paid, and forget about the other stuff?

(4) Sure she can do a § 503 claim! She chose to continue to pursue her claim to have independent state review
(5) All the other doctors are saying that she doesn’t need it ( she won’t find someone to support her doctor
j) 7th cir. held not preempted by ERISA

(1) It “relates to” – beyond question that it bears on all insured benefits plan

(2) Is that right?  Is this a law about quality of care rather than coverage or are they really just enforcing state malpractice?

k) Independent reviews “relate to”, but saved as insurance regulations

l) Does it conflict with § 502?  Here the court divides.
(1) Thomas ( creates exclusive remedies and an alternative mechanism for seeking benefits

(2) Souter – does not give a new independent right – all it does it determine if medically necessary – doesn’t affect any thing else

(3) Thomas – you can disregard a second opinion.  Ind review mandatory?

m) It’s de novo rather than A&C, under Firestone ERISA plans are entitled to have decisions respected

2. What’s the practical impact on plan beneficiaries?

a) Assures timely independent review in those states

b) Does it guarantee for all plan members?

c) Doesn’t benefit anyone in a self insured plan

d) Only applies to people who are in plans that buy insurance

e) Smaller number of plans – very easy for a plan to define itself as self insured

f) For those who seek it, they usually win!

If the state law falls into “content” the law is saved, but if the law is found to be remedial or unduly burdensome, it is preempted
If the state law in question can be viewed as a “remedy to be provided at 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”
3. Aetna Health v. Davila (2004)
a) Respondents both suffered injuries allegedly arising from the HMOs' decisions not to provide coverage under ERISA-regulated benefit plans for certain treatment and services recommended by respondents' treating physicians. Respondents alleged that the HMOs failed to exercise ordinary care in the handling of coverage decisions, in violation of a duty imposed by the Texas Health Care Liability Act (THCLA), Tex. Civ. Prac. & Rem. Code Ann. §§ 88.001-88.003 (2004 Supp. Pamphlet). The United States Supreme Court determined that respondents' causes of action fell within the scope of, and were completely preempted by, ERISA § 502(a)(1)(B), 29 U.S.C.S. § 1132(a)(1)(B), and thus were removable to federal district court under 28 U.S.C.S. § 1441(a), because respondents sued only to rectify wrongful denials of benefits promised under the terms of ERISA-regulated employee benefit plans. The duties imposed by the THCLA in the context of respondents' cases did not arise independently of ERISA or the plan terms. Also, ERISA § 514(b)(2)(A), 29 U.S.C.S. § 1144(b)(2)(A), did not save the causes of action from preemption.

b) “Any state law cause of action that duplicates, supplements, or supplants the ERISA civil enforcement remedy conflicts with the clear congressional intent to make the ERISA remedy exclusive and is therefore preempted”
(1) “if an individual brings suit complaining of a denial of coverage for medical care, where the individual is entitled to such coverage only because of the terms of an ERISA-regulated employee benefit plan, and where no legal duty (state or federal) independent of ERISA or the plan terms is violated, then the suit falls "within the scope of" ERISA §502(a)(1)(B).”
c) Here, the claim is about denial of coverage and does not arise independently of the ERISA plan terms
d) A benefit determination is “part and parcel of the ordinary fiduciary responsibilities connected to the administration of a plan”
e) “When administering employee benefit plans, HMOs must make discretionary decisions regarding eligibility for plan benefits, and, in this regard, must be treated as plan fiduciaries”
f) Πs brought suit in state court arguing that the plan violated TX law requiring that they have a duty to exercise ordinary care

(1) Claim could fall under § 502 for the recovery of wrongfully denied benefits

g) Distinguishes Pegram – only to treating physicians

h) In every process case – what’s the procedure that is necessary?

(1) Is there any remedy at all?

(2) What kind of process is due?

(3) In general terms, we answer those questions in relation to:

(a) The contract/the plan

(b) State law (when not preempted)

(c) ERISA **

(d) Very important piece of the answer

(e) In general for Medicaid/care

(i) The constitution

(ii) Federal law governing those programs

(iii) The state plan for medical assistance

(iv) The contract between the beneficiary and the MCO

G. Medicaid, Medicare, and Claims review

1. Grijalva v. Shalala (Ariz. 1996)
a) This action involves the Medicare program and its coverage of medical care dispensed by Health Maintenance Organizations (HMOs). Recipients sought declaratory and injunctive relief against the Secretary for abdicating her responsibility to monitor HMOs and to ensure that HMOs provide Medicare covered benefits. Recipients asked that the Secretary be ordered to implement and enforce effective notice, hearing, and appeals procedures for HMO service denials. Both parties simultaneously moved for summary judgment. Defendant alleged that HMOs were privately owned entities and their actions could not have been imputed to the federal government. The court held that HMO denials of Medicare services were properly held state action. The court also found that the Medicare statute, 42 U.S.C.S. § 1395mm(c)(5)(A), the Secretary's regulations, and the Due Process Clause of the Constitution unequivocally provided that a Medicare beneficiary was entitled to notice and a hearing when an HMO denied services based on coverage determinations.

b) State action
c) Property interest greater than that in Mathews v. Eldridge
d) Mass Ear and Eye: Court held that medical necessity encompasses the kind of the care in those situations where payment had been denied.  Because it was the state, due process norms apply

e) Case B: The state contracts with a fee for service intermediary – the middle man then denies the payment

(1) Initially, it was held that no process necessary – not a state actor taking action

(2) Fox v. Bone ( CT intermediaries were routinely denying rehabilitation to nursing home patients even though covered under Medicaid

(a) Functional, the nursing home is applying the standards of the state, they are in every practical way functioning as a state agent and  .'. we should get due process!

f) How does the managed care org play into this?

(1) Again, dealing with long term care

(2) Πs alleged that the MCOs are terminating nursing home care without proper notice or opp for hearing
(3) Medicare program

(a) ∆ sec. HHS

(b) Πs allege that ∆ hasn’t done enough to make sure that process is provided

(c) ∆ we require process – but it requires a termination within 60 days.  Geared towards review of ex post facto denial of payment after care has already been received

g) What does the court hold?

(1) Is this state action?

(a) Yes!  The gov’t is paying.  There are regulations – administering gov’t standards

(2) MCOs are insurers as well as providers and  .'. for due process, we should treat them like an insurer

h) Having found that this is state action, move to question of whether the process is adequate

(1) Standard notice that you get from your insurance co.  they never tell you why, info re: process, etc.  

(2) Usually hearings have to be held before the termination re: welfare and poor people, etc.

(3) The facts are often in dispute

(4) But you don’t have to have a hearing until after the fact if you terminate SS benefits

i) Is this situation like Goldberg or is it like Mathews v. Eldridge?

(1) The court holds that it is Goldberg ( why?

(a) If coverage is denied, most people will not be able to pay out of pocket until the hearing is held

(b) They will then forego care and will suffer injuries that are more like the injuries in Goldberg (less like Mathews)

j) This decision had a national impact b/c it was the sec HHS who was the ∆

k) SC American Manufacturers v Sullivan ( those insurance co judgments even though they administer public money, not state action

(1) Remanded this case in light of Sullivan
l) What’s left of Grijalva?
(1) Negotiated a settlement of the case – basically gives Medicare recipients the benefits provided under the constitution, regulations issued the last day of the Clinton administration

(2) ONLY to medical managed care

(3) “grievance process” when a provider (rather than MCO etc.) denies care – gives Medicare beneficiaries the rights the SC denied them in Blum

(4) Notice, process during time, expedited basis, independent external review

(5) Place burden of proof on the health care plan or the provider to show that it’s not medically necessary

(6) It’s only Medicare and it’s only people enrolled in managed care

m) How does this compare to the remedies avail. under ERISA?

(1) Much better remedies than people with private insurance

(2) States contract with an MCO which sets up a structure of financial bonuses which motivate physicians to deny treatment

(3) That is not directly the position applying federal rules and standards

VII. Contemporary Controversies in Relation to Care at the Beginning and End of Life
A. Reproductive health

1. pre-natal care 
a) Barriers to access to prenatal care
(1) Lack of health insurance
(a) Pregnancy Discrimination Act of 1978
(2) Inadequate coverage and lack of access to care
(3) Ambivalence about pregnancy
(4) Lack of transportation
(5) Drug dependence
b) Social service or medical service?
c) Special funding programs for prenatal care
(1) The cost-benefits of prenatal care
(2) Medicaid expansions
(3) Federal maternal and child health block grants
(4) State programs
(5) Employer initiatives
d) Much better infant mortality rates - Why?  How have we done so well?

(1) Antibiotics

(2) Increased technology

(3) Increased ability to save low birth rate babies

(4) Accessibility of contraception and abortions

(a) Correlation between a woman’s ambivalence to pregnancy and the health of the baby

(b) Planned pregnancies are more likely to be healthy!  People who do not want to be pregnant are likely to have greater difficulty

e) The bad news is that the US is still behind all of Europe 

(1) Internationally, we’re pretty bad

(2) Between 2001-2, IMR went up

(3) Even worse, there are still enormous differences in IMR based on race

(4) This has not gotten better

(5) 2001, black babies are 2.5 times more likely

f) Apart from the human costs, also generates financial costs

(1) Average charge was $75,000 for a low birth weight premature baby

(2) Newborns average $1,300 is not born premature
(3) Half of the costs are paid for by Medicaid

g) How does prenatal care related to preventing low birth weight?

(1) Doctors can find problems

(2) Health education

(3) Find addictions

(a) Alcohol

(b) Cigarettes

(c) Illegal drugs (less significant problem)
2. Childbirth

a) The medicalization of childbirth
b) Partial demedicalization
c) Contemporary barriers to midwifery practices
(1) Licensing laws barriers
(2) Nurse midwives – RNs who have graduated from a recognized school of nurse-midwifery, and meet other qualifications for licensing, legally recognized
(3) Lay midwives do not qualify and are usually not legally recognized
(4) Three principle obstacles
(a) Restrictive licensing provisions
(b) Lack of reimbursement
(c) Inability to obtain hospital admitting privileges or physician back-up service
(5) Nurses’ authority is more limited, but licensing is very much like doctors
(a) Resisted the notion that nurses should be licensed and specialists

(b) Wanted nursing to be general as opposed to limited to one specific thing

(c) Then midwives don’t fit into the general nursing license practice

(d) More practically, under the general concept of nursing, nurses can’t deliver babies

(e) Anomalous situation in which taxi drivers can deliver babies, lay people can deliver babies, but nurses will lose their licenses as outside the scope of their practice

(f) Notions were antithetical to the practice of nurse midwifery

(6) Nevertheless, it has come back since the 1930s, they have created professional associations to certify midwives

(7) Nurses have responded and have certified some specialist nurses

(a) Anesthesiologists, midwives, etc.

d) What happened in the 70s in relationship to how we give birth?

(1) Increased interest in natural childbirth

(2) Increased feminist movement

(a) As part of that, there was an explosion of literature about childbirth

(b) Families are now allowed to participate in the birthing process

(c) The social forces behind that movement ( how did we see this dramatic change in the way babies are delivered?

(3) How did this translate into medicine?

(a) Particularly amenable to planning and shopping, etc.

(b) Coincided with growing competition in hospital medical care

(c) Hospital want to get insured patients to give birth there!  So they make it more marketable ( nice rooms, hot tubs, etc.

e) At the same, they’ve also become more medicalized

(1) More about culture than the law

f) Coercive treatment of pregnant women
(1) Cesarean sections
(a) Court orders over mother’s objections
(i) Child abuse?
(ii) Abortion?
(iii) The right to refuse medical treatment?
(b) Liberty of woman v. powerful interest of the state

(c) Doctors think she needs a C-section to save the baby

(d) Religious objections to the use of blood or b/c she has a different assessment of her ability to deliver

(i) Seek to declare the mother neglectful

(ii) Order is typically granted in hours

(e) Jefferson
(i) 100% chance that the baby will die, 50% chance that she will die

(ii) Where the judge doesn’t issue the order, it’s usually ok!  The doctor is being cautious, and conflates the problem

(iii) Right to privacy, free exercise of religion

(iv) Scalia view ( states should be allowed to decide these issues

(f) Alarming increase in C-section rates

(i) Current  - 27.6% are C-section

(2) Criminal prosecutions
(a) Cases have almost always been for drug use

(b) Johnson prosecuted in FL (before umbilical cord cut she delivered cocaine to her baby)

(c) CA statute allow for criminal prosecution for on custodial parents who fail to financially provide for students

(d) Courts for the most part have rejected on grounds of vagueness

(e) But the legislature could adopt a law which criminalizes drug use by pregnant women

(f) Or civil detention

(i) We’re dealing with illegal drugs – you simply can’t use them at all!  Self-determination arguments might not fly

(ii) Problem of deterring women to get prenatal care if she thinks she’ll end up in jail

(iii) A lot of criminal law is hard to defend as effective, but it doesn’t mean that states can’t adopt

(iv) Pregnancy is a protected category – would equal protection apply?

(a) Technical problem, SC held that discrimination against pregnant women is not gender based classification

(b) Reason congress had to adopt the PDA was to overrule in the context of title VII

(v) There’s also a powerful argument that pregnant women ARE different!  She’s endangering the fetus as well

(vi) General argument against the penalty that it will be administered in a discriminatory way

(a) Not just gender, but also race and class

(vii) Black women more likely to be prosecuted

(3) Coercive treatment of pregnant women – welfare, probation

(a) Woman convicted of shoplifting

(b) Judge has discretion to order her jailed for four years

(c) Judge decides to put her in jail for the duration of pregnancy

(d) Woman convicted of child abuse, judge gives probation on condition that she use more planning

(i) Such a paternalistic history

(ii) Does it really speak to the ethical concerns?

(iii) Culture has chosen not to do this to the extent that the law would allow them to

(e) Norplant people fought hard against required administration

3. Abortion 

a) Legal definition of the role of medicine in the control of human reproduction
(1) Physician role in the enactment of restrictive abortion laws
(a) Professional autonomy
(b) Control
(2) Physician role in the 20th century legalization of abortion
(a) During the colonial period, abortion was legal

(i) Recipes in cookbooks!

(ii) But it was uncommon, and methods were ineffective and danger

(iii) Demographics cut against the desire 

(iv) You want kids!

(b) Urbanization and industrialization

(i) Birth rates fell dramatically

(ii) On the one hand, you can figure out why people want fewer children, the harder question is how did they do it?

(iii) Only sensible explanation is abortion

(c) By the late 19th century, it was quite common

(i) Advertised on the NYTimes

(ii) More abortion doctors then than now

(iii) In response, states made abortion criminal

(a) Racism and sexism

(b) Doctors didn’t want to do it, but they didn’t want other people doing it either!

(c) Wanted to protect hegemony

(d) Need other reasons

(iv) Protecting the fetus!  Very little in the late 19th century debate suggesting that it was animated by a desire to protect the fetus or potential life; whole moral basis wasn’t part of the discussion!

(v) Indeed, the doctors tried to recruit the churches, Catholics would have  nothing to do with them

(a) Partially due to minority status, didn’t want to get involved

(vi) “Risk to life” justification under psychiatric reasons

(d) Increases in rate in 1930s as more and more people were poor

(e) Very large increases in the 1940s with Rosie the Riveter

(f) 1950s – return of domesticity and Rosie is sent home

(i) Hospital began cracking down on indications and began to question doctors who said it was necessary to save their life

(ii) Narrower psychiatric leeway

(iii) As hospital became more available, doctors saw more and more women coming in and suffering consequences of illegal abortion

(g) 1960s

(i) Initially, it was those doctors who led the movement

(ii) Sherry Finkbine

(a) Children’s talk show host

(b) She flew to Sweden, had an abortion, came back, and lobbied for changes in the law

(3) Late 60s, early 70s, key issue on the feminist agenda

(4) SC’s concept of the physician’s role in abortion decision-making
(a) Roe v. Wade (1973): central role of medical judgment
(b) Emphasizes the role of the doctor, not the right to choose

(i) The physician in consultation with his patient is entitled to decide that an abortion is appropriate

(ii) Very sympathetic to his doctor friends

(iii) He also had a women’s perspective from wife and daughters, but the doctor perspective resonated more

(c) 1973 was also the year in which they decided Frontero v. Richardson; first case to articulate a strong version of the notion that equal protection prohibits gender based classification

(i) Much easier for the court to rely on the rights of the doctor
(d) Triggered organization of anti choice movement

(i) Initially led by Catholics

(ii) Adopted by right wing of republican party; opposing the profound changes being generated by the movement of gender equality

(iii) Position of republican party

(e) The right is fundamental

(f) McRae: Congress prohibited the use of federal funds to finance abortions for women eligible for Medicaid, except when the physician certifies that an abortion is necessary because the “life of the mother would be endangered if the fetus were carried to term”
(g) Often too late
(h) Is it consequential that the Court articulates the constitutionally protected abortion decision as one to be made by the physician, in consultation with his patient, rather than as a woman’s right?
b) The constitutional status of laws restricting access to abortion
(1) Planned Parenthood v. Casey (1992)
(a) The court of appeals reversed in part, holding that only the husband notification provision, 18 Pa. Cons. Stat. § 3209, was unconstitutional. The Court granted certiorari. The Court applied the doctrine of stare decisis and reaffirmed the essential holdings in Roe v. Wade because that decision was still workable and its factual underpinnings had not changed. In a joint opinion, three Justices rejected Roe's trimester framework and adopted an undue burden test for determining whether State regulations had the purpose or effect of placing substantial obstacles in the path of a woman seeking an abortion before viability. The Court agreed that § 3209 imposed a substantial obstacle in a large fraction of cases and was invalid. The Court also affirmed the holding the court of appeals that 18 Pa. Cons. Stat. § 3202, the medical emergency provision, did not impose an undue burden on a woman's abortion right. A plurality of the Court determined that 18 Pa. Cons. Stat. § 3214(a)(12) was also invalid because it required a married woman to provide a reason for her failure to provide notice to her husband.

(b) Roe’s trimester framework:
(i) “It must be stated at the outset and with clarity that Roe's essential holding, the holding we reaffirm, has three parts. First is a  recognition of the right of the woman to choose to have an abortion before viability and to obtain it without undue interference from the State. Before viability, the State's interests are not strong enough to support a prohibition of abortion or the imposition of a substantial obstacle to the woman's effective right to elect the procedure. Second is a confirmation of the State's power to restrict abortions after fetal viability, if the law contains exceptions for pregnancies which endanger the woman's life or health. And third is the principle that the State has legitimate interests from the outset of the pregnancy in protecting the health of the woman and the life of the fetus that may become a child. These principles do not contradict one another; and we adhere to each.”
(c) “it is a constitutional liberty of the woman to have some freedom to terminate her pregnancy…The woman's liberty is not so unlimited, however, that from the outset the State cannot show its concern for the life of the unborn, and at a later point in fetal development the State's interest in life has sufficient force so that the right of the woman to terminate the pregnancy can be restricted.”
(d) States may enact protection legislation, as long as it is not an undue burden on the woman’s ability to exercise this right

(i) Undue burden = substantial obstacle
(e) Informed consent and 24 hour waiting period are acceptable; spousal notification is an undue burden
(f) Stevens dissent
(g) Rehnquist dissent
(h) Roe is on a collision course with itself – viability is getting earlier and earlier!

(i) Why viability?

(i) The viability line has an element of fairness….consented to state intervention on behalf of the developing child…is that persuasive?

(j) Undue burden standard – unconstitutional – purpose or effect of placing a substantial obstacle in the path of a woman seeking to abort a non viable fetus

(i) PA consent law ( particular burden is not necessarily a substantial obstacle
(ii) Also that this is a facial challenge, under Salerno, only find unconstitutional on its face if unconstitutional in relation to every woman it applies to!

(iii) Need to focus on the people who will be adversely affected by law

(iv) The legislature had tried multiple times and had gone through several revisions

(v) Can’t reconcile the cases – the dissent points out that this is incoherent

(vi) The only undue burden has been spousal notification

c) Patterns of delivery of reproductive health services in the US
(1) Organization and financing of contraceptive services
(a) Family planning: Medicaid, federal funds under Title X, but not for any program where abortion is a method of family planning, state and local grants
(b) We have the highest unwanted pregnancy rate

(c) Very poor sex education

(i) Abstinence only

(d) Lack of availability of contraceptives

(i) Why don’t we have IUDs in this country?

(ii) The first product caused a lot of medical problems and tainted the IUD market

(iii) The ones in the EU don’t suffer the same flaws

(iv) Pharma industry has made a judgment that they’re not going to market in this country

(e) Mainstream problem ( why are planned parenthood clinics separate from general medicine

(i) Number of doctors who have objections to contraception is miniscule

(ii) Often not covered by insurance, doctors don’t want to make it part of a routine annual exam

(f) More general pattern of specialization

(i) See it more vividly in hospital outpatient clinics (different clinic for every part of the body!)

(ii) Less integrated system of care

(iii) Carries over the private practice

(g) Disinterest in contraception

(i) Too simple, too low tech, too political, too difficult

(ii) Leave it to special clinics

(h) Rust v. Sullivan (1991)
(i) In two consolidation actions, petitioners, grantees under Title X of the Public Health Service Act, 42 U.S.C.S. §§ 300-300a-6, challenged the validity of the Department of Health and Human Services regulations which limited the ability of Title X fund recipients to engage in abortion-related activities, 42 C.F.R. §§ 59.8-59.10. The trial court granted summary judgment for respondent agency secretary, and the appellate court affirmed. The United States Supreme Court affirmed holding that the regulations were a permissible construction of the underlying legislation and did not violate either U.S. Const., amend. I or U.S. Const., amend. V. It said that the Constitution did not require the government to distort the scope of its program in order to provide information about abortion to indigent women where the statute does not encroach on a doctor's ability to provide or a woman's right to receive information concerning abortion-related services outside the Title X project.

(ii) George Bush, Sr. program

(a) Provides that young people seeking services – cannot notify parents

(b) Assures confidentiality

(iii) Reagan admin prohibited Title X doctors from making abortion referrals

(iv) It’s about free speech – center of the claim

(v) Require that Title X doctors who see pregnant women can be referred to all other prenatal care services except abortion

(a) Viewpoint based discrimination

(vi) Forcing the doctors to be the government’s mouthpiece

(vii) Prohibited private funded speech as well

(viii) Not authorized by the statute

(ix) The SC rejected all those arguments

(a) They’re not forcing clinics to provide abortions – all they’re objecting to are the speech restrictions, which are viewpoint based

(x) What about the doctor patient relationship that was so critical in Roe?

(a) SC says that you’re not interfering with that relationship

(xi) How do you reconcile with our discussion about the doctors general obligation to provide women informed referrals to services that they don’t provide?

(a) Acceptable exceptions

(xii) “not sufficiently all encompassing to justify an expectation of comprehensive medical advice”

(2) The organization and financing of abortion services
(a) Availability
(b) Violence
(i) Freedom of Access to Clinic Entrances Act
(c) Medical education
(i) Less than 20% of OBGyn residents had learned how to perform an early abortion

(ii) More than 90% of those residents had learned how to tie tubes

(iii) Not a part of standard medical curriculum

(d) Financing
(i) Excluded from Medicaid

(ii) Less often excluded from private insurance programs, but sometimes it is

(iii) Most women pay out of pocket

(e) Physician assistants and abortion
d) Stenberg v. Carhart (2000)
(1) Plaintiff physician filed suit challenging the constitutionality of Neb. Rev. Stat. § 28-328 (Supp. 1999), which criminalized performance of "partial birth abortions." The district court found the statute unconstitutional, and the court of appeals affirmed. The Supreme Court held that the statute was unconstitutional because it lacked any exception for the preservation of the health of the mother. Where substantial medical authority supported the proposition that banning a particular abortion procedure could endanger women's health, a prohibitory statute must include a health exception when the procedure is necessary, in appropriate medical judgment, for the preservation of the life or health of the mother. The statute was also unconstitutional because it imposed an undue burden on a woman's ability to choose a more common abortion procedure, thereby unduly burdening the right to choose abortion itself. The Court rejected a proffered narrowing interpretation of the statute because it conflicted with statutory language, and held that it was not required to certify the interpretation question to state court because the statute was not fairly susceptible to a narrowing construction.

(2) Anytime you don’t get the entire fetus out on the first try

(a) It’s drafted very carefully

(b) Not just DNX

(c) Of course the doctor wants to get it all out at once, but it’s very very common 

(3) The anti choice strategy is brilliant

(a) Focuses on the late term

(b) Invites graphic description – it’s disturbing!

(c) Most of the pro choice community thought that we should do nothing

(d) Others thought it important to fight for a life/health exception

(e) But it’s not just talking about this one late term particularly brutal procedure

(4) Nebraska law unconstitutional

(a) No health exception, undue burden

(b) Once you read the statute correctly and you look at the words, it prohibits any abortion – that’s a substantial obstacle!!!

(c) No doctor is going to perform an abortion with that kind of risk

(5) There’s no health exception

(6) Thomas protested b/c if the woman’s life is in danger she can abort by some other means
(a) But that might be more risky than the partial birth!

(7) O’Connor concurs to underscore that she would approve a statute that was limited to post viability and that had a health exception

(8) Kennedy dissents here (with majority in Casey)

(a) He says its not all DNEs, it’s just the one procedure

(b) That’s what the legislature intended and that’s what their lawyers are telling us they intended

(c) We should judge based on what their lawyers tell us it means

(d) Court shouldn’t be saying no

(9) Congress has now passed as a federal law, same flaws!

(a) Did a lot of fact finding

(b) Explaining why the facts found by district courts were wrong

(c) Limited to abortions that take place in interstate commerce

4. Sterilization
a) Voluntary
b) Eugenic
c) Coerced consent
d) Punitive
e) Sterilization of retarded persons
f) We’ve seen dramatic changes in these practices in this country

g) Used to be involuntary and imposed on mentally disabled and criminals

h) Why did we change from a place where mandatory sterilization was a common thing to a place where it’s not all that common

i) We’ve come to value people who are differently able

j) High percentage of people who use sterilization

(1) Is that a problem?

(2) Europeans find it appalling

(3) It’s irreversible

(4) There are so many highly effective reversible methods

(5) Is it a minority population?

k) Coerced sterilization led to adoption of rules

(1) No one under 18

(2) Before consent, they have to be given detailed information about the procedure, alternatives, and the difficulty in reversing

(3) 72 hour waiting period

(a) Is that justifiable?  Is it any different from the 24 hour waiting period for the abortion?

(4) Often time it happens during birth!

(a) Does that change the concept – then the waiting period seems more reasonable

(b) If she really wanted it, she could have made the decision earlier

(5) How is it different from abortion

(a) More pressing time limit on abortions

(b) Greater concern for coercion in sterilization

B. Care at the end of life

1. Common law rights to refuse treatment

a) Competent patients
(1) Lane v. Candura (Mass. 1978)
(a) The mother, an elderly widow, suffered from gangrene in her foot and leg but refused to consent to amputation, even though that decision would in all likelihood lead shortly to her death. While she vacillated in her decision about whether to undergo surgery, she also spoke of her unwillingness to spend the remainder of her life as an invalid in a nursing home and said she welcomed death. The court held that the mother had the right to refuse surgery because the evidence did not warrant a finding of incompetence. There was no indication in the testimony that the mother's decision was made without an appreciation of its consequences, and the evidence failed to overcome the presumption of competence. The mother's refusal to consent to life-saving surgery was medically irrational, as indicated in her physician's testimony, but that decision did not justify a finding of legal incompetence. The state's interest in preserving life did not outweigh a competent person's right to refuse life-prolonging treatment, so long as the refusal was an informed decision made by a person capable of appreciating the nature and consequences of her act.

(2) Competence can be defined in three ways
(a) Outcome: actual decisions by patients which do not reflect community values are used as evidence of incompetence
(b) Status: based solely on physical or mental status
(c) Function: focuses on actual understanding and processes in decision-making situations
(3) Hard questions are the human ones

(4) The legal questions ( are they competent?  Do they understand?

(a) In this case, the evidence was circular – no rational person would not want to the surgery

(b) It’s a psychotherapist saying this

(c) Per se incompetence

(d) When the only evidence is rejection of doctor advice, that’s not sufficient

b) Distinguished in the matter of northern
(1) That woman didn’t understand the outcome – she refused to acknowledge consequences

(2) Nothing here about the constitution, this is all common law

(3) This is the law in every jurisdiction

(4) Competent people can refuse medical treatment even if the likely consequence is when they are going to die
c) Incompetent patients: common law rights
d) In re Quinlan (NJ 1976)
(1) Appellant, father of an incompetent, initiated an action to be appointed guardian of person and property of his daughter who was in a coma, and respondent guardian at litem was appointed to protect the interests of the incompetent. Appellant expressed intentions to discontinue life support, if appointed. The trial court denied the request. On review, the court held that appellant's religious freedoms weighing against the state's interest in the preservation of life did not present a constitutional question. Appellant's daughter was not unconstitutionally subjected to cruel and unusual punishment because punishment was intended to cover criminal penalty. Appellant's daughter's right of privacy could be asserted on her behalf by her guardian under present circumstances. The court affirmed the refusal to authorize withdrawal of the respirator, but appointed a new guardian of the person of his daughter with power to make decisions with regard to the identity of her physicians. The court did not prohibit the physicians from concluding that life-support should be withdrawn, but took such decision out of the trial court's jurisdiction.

(2) Employed the test: if the incompetent person were “miraculously lucid for an interval (not altering the existing prognosis of the condition to which she would soon return) and perceptive of her irreversible condition” what would she decide?
(3) Not analogous to suicide
(4) Suggest an in house Ethics Committee
(5) Difference between brain dead and permanent vegetation state (PVS)

(6) What do we want to ask ourselves in making this decision?

(a) Subjective standard – what would she do in these circumstances?

(7) www.compassionatechoices.org

(8) Underscores that refusal to consent is protected by common law

(9) Came down to what she would have wanted

(a) The meaning depends on whether the patient is curable

e) Superintendent of Belchertown State School v. Saikewicz (Mass. 1977)
(1) Respondent, a 67 years old with an I.Q. of 10 and a mental age of approximately two years and eight months, was diagnosed with a fatal form of leukemia. If the disease was untreated respondent was expected to die without discomfort. If respondent was treated with chemotherapy, although his life would have been extended, there were serious side effects that respondent would be unable to comprehend, and the treatment would not cure his disease. After a hearing, the probate court ordered that no treatment be administered. The court concluded that the probate judge acted appropriately because the decision was (1) in accord with the testimony of the attending physicians of respondent, and (2) in accord with the generally accepted views of the medical profession. Respondent's right to privacy and self-determination, even though he was an incompetent person, was entitled to enforcement. The court found no state interest sufficient to counterbalance the decision to decline life-prolonging medical treatment under the circumstances.

(2) State’s interests: “(1) the preservation of life; (2) the protection of the interests of innocent third parties; (3) the prevention of suicide; and (4) maintaining the ethical integrity of the medical profession.”
(3) Must be reconciled with the individual’s liberty interest
(4) Posit that the Probate Court is the suitable body to make these decisions
(a) Reject the NJ approach re: committee
(5) “Finding no State interest sufficient to counterbalance a patient's decision to decline life-prolonging medical treatment in the circumstances of this case, we conclude that the patient's right to privacy and self-determination is entitled to enforcement. Because of this conclusion, and in view of the position of equality of an incompetent person in Joseph Saikewicz's position, we conclude that the probate judge acted appropriately in this case.”
(6) Mentally retarded man diagnosed with leukemia

(7) Decision purports to be relentless subjective

(8) Taking into account the present and future incompetency – can you do that?

(a) Not like a person who had a life and had conversations and has values and you can make a pretty good or bad guess were they able to speak

(9) This man has never been able to articulate these wishes

(10) Places a high priority on individuality 
(a) Standard is a very subjective one

(11) Who should implement the standard?

(a) The Jersey court cites a law review article that points out an ethics committee in the hospital could be a good way

(b) Is that who’s supposed to make the decision?

f) How do we reconcile these two?

(1) They pretty much never want to hear these cases

(2) Only if otherwise justiciable controversy

(3) Given the way the world is, we’re not willing to provide blanket immunity

(4) Puts the hospital based committee in a very tough position

(a) There hasn’t actually been much of that



(5) Who decides in MA?

(a) Probate judge

(b) NJ and MA take very different approaches

(c) MA wants you to petition judge, NJ doesn’t want these cases

(d) Virtually all states have developed a subjective standard that seeks to effectuate the wishes of the patient even if they’ve never been competent

g) Living wills and power of attorney
(1) One way is through living wills and powers of attorney

(a) In a living will, the person tries to specify what they would or would not want done to them

(b) Durable power of attorney avoids problems re: sufficient specificity

(i) NY law is unusual in this regard

(ii) Hardest state (with MO) in which to effectuate your desire not to maintain life support

(iii) Need clear and convincing

(a) Other states require only preponderance

(2) All states have adopted laws where incompetent people can invoke the right to refuse treatment ( subjective test to evaluate what the wishes of the patient would be

h) Quinlan court treated the issue before it as one of constitutional law, while the Saikewicz court treated the issue as one of common law and statutory guardianship
2. Constitutional rights to refuse treatment?

a) Cruzan
(1) Petitioners, parents suing on their behalf and on behalf of their daughter, requested a court order directing the withdrawal of their daughter's artificial feeding and hydration equipment after she was rendered vegetative in an auto accident. The appellate court denied their petition holding that petitioners lacked authority to effectuate the request because there was no clear and convincing evidence of the daughter's desire to have life-sustaining treatment withdrawn as required under the Missouri Living Will statute, Mo. Rev. Stat. § 459.010 et seq. (1986). The United States Supreme Court affirmed. It said that the Due Process Clause, U.S. Const. amend. XIV, did not require the state to repose judgment on matters concerning the right to refuse treatment with anyone but the patient herself. The Court held that a state could choose to defer only to the patient's wishes rather than confide the decision to close family members.

(2) Must be clear and convincing evidence
(3) Why does it become a constitutional claim?

(a) The state has expressed an interest in the preservation of life and insist on C & C evidence

(b) In Cruzan, it becomes a constitutional case b/c the parents, the guardian at litem appointed, the state court judge ( all agreed that if she could speak, she would want the feeding tube removed

(c) Missouri SC acted in light of state’s interest – despite all that, we don’t think the feeding tube should be withdrawn

(4) Brennan dissent

(a) Applies a constitutional framework for these cases

(b) More conventional way to look at intrusion on fundamental rights (pre-Casey)
(c) This is a question that affects A LOT of people!

(i) 70% of people who die in the hospital forego some sort of treatment

(d) Applying the analysis: what’s the individual interest at stake in this case?

(i) The same right protected by the common law right to refuse medical treatment (also protected by the constitutional prohibition on state interference on liberty)

(ii) Only through measures narrowly defined to serve compelling state interests

(5) Rehnquist disagrees with all of this

(a) Definition of individual interest: part of his more general approach to due process

(b) Liberty protects a whole bunch of stuff, but not fundamental

(c) If it’s just a liberty, then the state is entitled to interfere

(d) Here, he assumes that there is an interest, not fundamental, so the state may override as long as the action is not wholly irrational

(e) The state can demand C & C evidence and offers several reasons why

(i) The state’s interest in preserving life

(f) We often require C & C evidence when there are important rights at stake (terminating parental rights, mental commitment, BRD when we’re going to put someone in jail);  .'. it’s okay to require C & C when the interest in important

(6) Heart of dispute – Rehnquist sees this as a right to life; Brennan sees this as a right of choice

(7) O’Connor concurrence: Serious invasion of bodily integrity

(a) Artificial feeding burdens individual liberty – most people don’t in fact leave instructions

(b) Individual ability to exert control over the end of their life

(8) All the court technically says is that it’s okay to demand C & C, don’t say whether it’s okay to demand BRD
3. Terry Schiavo and the right to die cases

(1) Federal right to privacy is much more explicit than state

(2) Incompetent people have a constitutional right to end treatment

(3) Case went up and down the courts

(4) Jeb Bush persuades the legislature to appoint him as the guardian

(5) His order was challenged as a violation of separation of powers

(a) Appointing the governor was essentially performing a judicial task

(6) This year, the tube is finally removed

(7) Congress comes into the picture

(a) Passes Terri’s law
b) Federal law

(1) Is it constitutional or not?

(a) It only applies to one person

(b) Does that make it unconstitutional?  On the one hand, Congress can adopt private bills for changing immigration or tax status, etc.  it’s ok to do that.  Only constraint is that you can’t pass a bill of attainder (difference is that one imposes a penalty and one does not)

(c) Terri’s law is  .'. constitutional

(2) Authorizes federal court to ignore the fact finding of the state court

(a) It’s a de novo review

(b) Authorizes federal courts to review finding of state constitutional law

(3) Schindler’s arguments

(a) Denied 14th due process – substantive and procedural

(b) Court rejects all these arguments – there has been a lot of process here – it’s all about the failure of the process

(4) Implications of the whole incident?

(a) This bill overwhelmingly passed

(b) Supporters said we can expect to see more legislation stemming from this problem

(c) Control of the federal courts?

(i) As a practical matter, the fact that the judges did not take up the congressional indication, its hard to follow and hard to know what form it might be

(5) More likely implications at the state level

c) Controversial role of people with disabilities

(1) In context of treatment decisions made for infants

(2) Substantive rules

(a) Fairly straightforward in statement, if not always in application

(b) Parents have wide latitude

(c) Lots of discretion

(d) Infants with very serious disabilities

(3) 2 extraordinary articles

(a) Duff and Campbell ( pediatric intensive care nursery at Yale

(i) Describes their process – essentially rapid evaluation, broad consultation, and making a judgment about whether to treat aggressively or basically not treat

(ii) While they want to respect parents’ desires, it was better not to say this is all up to you

(iii) Esp. if the decision is going to come out “don’t treat”

(iv) We’re not sure what society thinks, we’re not even sure if it’s legal, but here we are

(b) Anorba from Britain

(i) Pioneering techniques for treating kids with spina bifida – kids who otherwise would have died

(ii) In a wheelchair, incontinent, but didn’t affect their mental state at all – he thinks he made a mistake

(iii) He can save their lives, but it’s not a life worth living

(iv) Concludes: is this right?  what do you as society think about this?

(4) Baby Doe case

(a) Unanimous agreement that the baby has Down’s Syndrome and an easily surgically corrective surgery – would you correct or not?

(b) Because the baby had Down’s

(c) Doctor recommended not to correct

(d) Parents said fine

(e) Someone took them to court

(f) The baby died

(g) That case, unlike the earlier articles, generated a firestorm

(h) Why?

(i) Dove and Campbell weren’t dealing with Down’s, much more serious cases

(ii) People with disabilities have more of a voice

(i) HHS § 504 of the rehabilitation act – federal remedy for withholding treatment on the basis of disability

(j) Huge impact b/c it provided for a federal remedy (the baby doe hotline)

(i) Every hospital had to put up a sign: if you think that a doctor or parent is withholding treatment on the basis that the baby is disabled, call that hotline

(ii) Courts held that HHS did not have the authority to pass those regulations

(k) Key provision is § b ( irreversible coma, virtually futile, inhumane, etc.

(i) You can allow withholding if it would not effective in ameliorating, prevention of death, or futile

4. The right to assistance in dying

a) Current battle moved beyond rejecting treatment to affirmative assistance in dying

b) Prohibitions against suicide are historic

c) Now, besides OR, it’s criminal to assist someone in suicide – either through regular homicide laws or through actual assisted suicide laws

d) Why has this issue emerged at this point in history?

(1) Increases in technology

(2) Attitude towards pain medication

(3) Distance from the Holocaust – dangers of hastening death forgotten

(4) Since Roe, both the pro-choice and the anti-choice movements gained power and momentum

(5) Hemlock society has been around for a long time claiming that the terminally ill had a right

(a) Out of that movement came a book called “Final Exit” that was published in 1990

(6) Kevorkian gave a public face to these issues

(7) HIV – entitled baby boomers wanted their choice!

(8) 1991 – Quill wrote a piece in the NE journal of med described patients who he had helped to quicken death

(a) He could give them the medicine but then not stay with them under ethics laws and that was horrible for him

(b) Then he was brought up on charges and exonerated since he didn’t really know if the patients would take the drugs or not

e) OR passed the first law

(1) Adopted in 1994, went into effect in 1997 after the SC Glucksburg decision

(2) Define the right in the same way ( legislation and Πs
(a) Terminally ill, mentally competent, adults

(b) Asking for the assistance – the doctor should be free to prescribe them medicines that they themselves can take

(c) Difference between assisted death and euthanasia

(d) Patient must make two requests, 48 hours apart, and that they be a resident of the state

(e) Protection against coercion and limits on the substantive reasons for seeking death

(f) Designed to assure that the choice is authentic

(g) Must be terminal and must be able to self administer

(3) Law does not require that the doctor certify that they are not depressed and that they are in chronic pain

(4) Should the law require that the patient is not doing this for monetary reasons?

(5) Requiring that the doctor can only do this if the patient’s whole family agrees?

(6) Requirement that defines groups of vulnerable people barred from using this law?

f) Washington v. Glucksberg (1997)
(1) Respondents brought a suit seeking a declaration that Washington state's ban on physician-assisted suicide, Wash. Rev. Code § 9A.36.060(1) (1994), was unconstitutional on its face. On review, the United States Supreme Court held that history, legal traditions, and practice support criminalizing assisted suicide. The Court held that the assisted-suicide ban was rationally related to a legitimate government interest because Washington sought to preserve human life and also uphold the integrity and ethics of the medical profession. Additionally, Washington's statute sought to protect vulnerable groups, such as the poor, elderly, and disabled from abuse, neglect, and mistakes. Finally, the Court held that Washington's ban on assisted-suicide effectively prevented a broader license to voluntary or involuntary euthanasia. Thus, the Court reversed judgment in favor of petitioners.

(2) Claims only made on behalf of competent adults

(3) 9th and 2nd cir ( the blanket ban on hastening death was unconstitutional as applied to competent terminally ill peeps

(4) 9th went with liberty

(5) 2nd went with equal protection

(6) A unanimous SC reverses – Rehnquist

(7) Always two questions ( what’s the asserted individual liberty?  What’s the state interest?

(8) Right to bodily autonomy – but what’s the shape of that right?  what’s the actual claim?

(a) The Πs claim is whether mentally competent terminally ill people have a constitutional conizable right to control the circumstances of his or her imminent death
(9) Rehnquist goes with right to commit suicide which itself includes a right to assistance ( nothing to do with mentally competent terminally ill, but a more general right to commit suicide

(10) Stevens characterizes is as a right to dignity in determining….avoiding indignity…..interest in deciding how rather than whether a critical threshold shall be crossed…choosing a final chapter that accords with her life story rather than one which demeans

(11) Souter ( beyond traditional liberty, to be free from arbitrary imposition or purposeless restraints

(a) Less on substance on individual claim but whether the state has any justification

(12) Rehnquist – as applied, Stevens – on its face

(a) Stevens says the Πs have died!  The doctors have never been prosecuted, so their claims might not be ripe

(13) Both Rehnquist and Stevens want to characterize this as a very broad challenge so that it can be rejected (Stevens caveat that it doesn’t foreclose an as applied suit)

(a) Tradition or simply a matter of common law

(b) But if in 1997 every state criminalized it, how can the court go against this?

(14) Interest doesn’t have the same force for a terminally ill patient  -whether to live or whether to die

(a) There’s a difference between a person who chooses to hasten the end of life and one who doesn’t

(b) All lives are protected by the law

(c) Undermine medical integrity

5. Pain

a) Many recent large prestigious studies document that severe treatable pain is systematically undertreated in the US.  Lots of people die in severe pain that could have been treated.  

b) Education.

c) Enforcement of rules by state medical boards. 

d) Availability of Pain-Relieving Drugs

e) Legal Remedies for Adequate Pain Care

6. Federalism

a) The Supreme Court invites the states to experiment.  But then Ashcroft questions whether the Oregon can experiment.

b) Controlled Substances Act

(1) Asserts federal regulation over certain categories of drugs.

(2) Category 1: drugs for which there are no medical uses (LSD, marijuana).

(3) Category 2: drugs for which there are medical uses, but also have addictive properties.

(4) You can’t prescribe a controlled substance without a federal license that you get from the DEA.

(5) Does Congress have the power to do this, to tell the states what to do?

(a) The Commerce Clause: does Congress have power under the Commerce Clause to adopt a rule telling states they can’t authorize doctors to assist hastening death.

(b) Congress is allowed to regulate the channels and instrumentalities of interstate commerce, and those things that have a substantial relationship to interstate commerce.

(6) So Congress could make a law regulating any drugs that have been sold in interstate commerce
