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Health Care Law: Outline
I. General Overview: Basic Structure and Central Themes

1. The Patient-Provider-Insurer Triangle
a. Patient:

i. As patient/surrogate: This can be ourselves (patient) or our dependents, parents, spouses, etc. (surrogates). The person that is ultimately responsible for seeking out and making decisions about care.

ii. As purchaser: Note that the patient may not actually be paying directly for healthcare. May come from insurance (provided by government, parents, employer, etc.) or direct from the provider.

b. Provider:

i. Individual-Medical: 

1. Hierarchy of single person providers of health care: doctor (e.g., general practitioner or specialist) nurse (physician assistant), EMT/paramedic, non-traditional/traditional healer (e.g., acupuncturist, priest), social worker, family member or friend (e.g., home health care), self-medication.

a. Note on Self-Medication: 

i. This is always your first line of defense in health care: self-diagnosis and self-treatment or –medication. For example, if you skin your knee you put on a band-aid. If you have a headache you take aspirin.

ii. Importantly: This is a huge part of health care that we don’t know how to value.

b. Note on Hierarchy, generally:

i. As you move down the list you see decreasing degrees of formal, Western medical training. There are also varying degrees of regulation.

ii. There are also qualitative differences among individuals within categories.

2. Consider: Who is your provider? 

a. Is she a young (don’t go to the hospital in July, when all the new interns and residents arrive) or is she old (Many docs don’t keep up with medical literature as they practice, so their knowledge and techniques may be out of date)?

b. Is she a specialist, and why did she choose that specialty (was it because of need or for other, e.g., financial or availability, considerations)? 
i. [See pg. 29, “Variations in Physician Practice”]

ii. See also “Variation in Practice” section below.

ii. Institutional Providers:

1. Hospital: 

a. Generally: large sector of health care (about 40% of health care dollars) and heavily (tax) subsidized.

b. Two Levels of Care: Inpatient (e.g., ER) and Outpatient (e.g., ambulatory care, clinics)

c. Two Kinds of Care: Emergency and Non-Emergency
d. Three Kinds of Hospitals: non-profit, government, for-profit.

i. Note that non-profit hospitals comprise roughly 2/3 of hospital beds AND

ii. Are generally divided into three sub-categories (academic hospitals, religious non-profit, and standard non-profit).

2. Specialty Hospitals
a. Generally: large trend in the last ten years where specialty groups spin off to start their own hospitals.

b. Possible Motivations: search for profit center, “cream-skimming” (take the best – least sick – patients away), or seeking to extract more money from the main hospital? 

c. Examples: dialysis centers, radiology centers, cardiology centers, etc.

3. Nursing Homes
a. Distinct from Hospitals:

i. Insurance Coverage: most hospital care is covered by insurance, whereas most nursing home care requires separate long-term care insurance for coverage.

ii. Profit: Two thirds of all hospitals are not-for-profit (note: same for hospices), whereas two thirds of nursing homes are for profit. 

b. Two Types of Nursing Homes:

i. Skilled Nursing Facilities (SNFs)

ii. Long-Term Care Facilities (LTCs)

1. Note: this is often what is traditionally thought of as a “nursing home.”

2. When the elderly get sick they frequently go from a hospital (acute care) to a SNF (for specialized, short-term treatment) and then to a LTC (or a “nursing home”).

4. Home Care / Assisted Living: Hire somebody to come into your home and provide care or assistance.
5. Hospice or Palliative Care: Non-therapeutic care. Only palliative care for patients with terminal conditions. 
6. Other Institutions:
a. Schools, jails, or mental health. Note that provision of care might be mandatory in confinement settings.
b. Independent standing Clinics (“Minute Clinic”): provide ambulatory care in between doctor and hospital. Often adjunct institutions in Wal-Mart, CVS, etc.
c. Experimental Clinical Trials: Conducted by academic institutions, drug companies, etc. Providing some medical benefit but not exactly clear what or how much.
iii. Other-Medical Providers:
1. Examples: Drug or Pharmaceutical companies, diagnostic labs, device manufacturers, etc.
2. Legal Implications: Additional regulation by FDA (note: FDA only regulates marketing; not drug development or price) of providers in this category.
3. Insurance Implications: Insurance often contains separate pharmaceutical drug coverage, although not always (e.g., Medicare Part D).
4. Labor vs. Capital Providers: Like any other production process you need capital (raw materials) and labor (workers). These providers supply a large portion of capital (along with traditional medical institutions), in part by employing individual providers (labor; doctors and nurses).
iv. Non-Medical Providers:
1. Examples:
a. Family, friend, self: This can go here or in the individual-medical provider category.
b. Public Sanitation: E.g., 80 years ago the engineer who installed a sewer system in a local town was doing more for your public health than your doctor.
c. Environmental Health Organizations: changes in Environmental Law and environmental quality have a huge impact on health.
d. Nutrition: important and underappreciated. Can be done at schools, home, work, through the government, etc. Can be thought of as improving internal environment. (See Lewontin).
e. Occupational Health: Safety of working environment as distinct from physical / external environment.
f. Education: A huge factor in explaining differences in health status between groups: education level.
i. Note on Correlation vs. Causation: Malani doesn’t know why education is correlated with better health. But even if it is purely a correlation effect, and not evidence of causation, this is still important.
2. Health as an End or Goal
a. Malani does not view health as an end in itself. There are other things, apart from health, that are worthy goals.
b. People repeatedly make tradeoffs between marginal increases in health and other goods (e.g., convenience, cost, quality of interaction, etc.). Sometimes health is a very important priority (e.g., when you’re feeling ill) but, often, it isn’t the top priority (e.g., choosing risky behavior – skiing, drug use, sex, etc.).
c. Query: What is an end in itself?
i. The economist (Malani) answers “utility,” which might roughly translate to happiness.
ii. (me) A more nuanced answer might include, for instance, principles of distributive justice.
d. Query: What is the end of the U.S. healthcare system?
i. Trick question. There is no single healthcare system in this country.
ii. Generally speaking, some groups / elements of the system view healthcare as an end in and of itself, while others don’t. 
1. Incentives play an important role.
2. E.g., the number of children born on Dec. 31st (for tax purposes) or the paucity of weekend births (because Doctors are at home).
e. Query: So should we invest more resources in things other than healthcare, a sector that is already, roughly, 16-20% of our economy? Should there be more rationing of healthcare dollars in light of other important goals?
i. See section on healthcare reform.
ii. See Norm Daniels reading. (my take on Daniels:) Argues for rationing or limit setting by making rationing decisions explicit and promoting openness and accountability. Is this compatible with a certain bounded rationality problem: people don’t act as if healthcare is an end in itself but when asked, especially in certain situations (e.g., bedside, when sick) they claim that it is the end, and that rationing is not appropriate?
c. Insurer-Payer

d. Outside of the Triangle:

i. Note that overlaid on the patient-provider-insurer triangle is another public policy structure. Individuals and organizations at this level are not directly providing care, but they are influencing the health care system are important to its understanding.
ii. Examples:
1. WHO: Worldwide healthcare policy setting.
2. NIH: may be involved in the development of technology or knowledge that other organizations commercialize and make available. Similarly with research university.
3. Advocacy Groups: lobbying legislatures (Federal and State) to reapportion healthcare spending. Influence media and public perceptions of healthcare.
e. The Role of the Government (in the patient-provider-insurer triangle):
i. As a patient: 
1. May act as a surrogate (purchasing healthcare if you are a government employee, e.g., in the Army, etc.). 
2. May also impact relationship between you and your surrogate (e.g., child or parent), you and your insurance provider, or you and your healthcare provider through various regulation, licensing, etc.
3. May restrict or regulate healthcare procedures / treatments (e.g., medical marijuana, abortion?, etc.) from existing, which limits self-medication options.
ii. As a provider: May be a direct provider (e.g., VA system, NIH research and development) but, more importantly, it regulates providers (e.g., doc licensing, Certificates of Need for hospitals, tax rules, FDA regulation of pharmaceuticals and medical devices, environmental and workplace regulations, etc.).
iii. As an insurer: Creates limitations on what insurance benefits can (or must) and cannot be provided. Note that this is also, in effect, a limitation on patients (availability of healthcare procedures).
iv. Result: The government impacts all three corners of the triangle, as well as the relationships along the legs of the triangle. And the government is also operating above the triangle, at the public policy layer as well.
v. Miscellaneous Notes: 
1. In Medicaid the government acts as the insurer and patient (in the sense that it buys / pays for the insurance) at the same time.
2. The government’s role could certainly be different. It could, in theory, actually replace certain nodes. E.g., insurance as in the Canadian system or insurance and providers as in the U.K.
2. Central Analytic Themes of the Course (General Discussion)
a. Incentives:
i. Principle Agent Problem, Generally:
1. There is a good reason why the provision of healthcare isn’t limited to self-medication (see above): Docs know more than I do about medical problems.
2. But whereas I will always act in my own best interest, bounded rationality problems aside, the doctor may not. Examples:
a. Physician-induced demand: may provide too much / unnecessary care if there is a financial incentive to do so (e.g., referral fee or payment per case).
b. Quality of care: may not provide the desired quality of care if there are competing financial incentives to do otherwise 
i. E.g., doctor is salaried or capitated and can’t make more money from providing additional care OR doctor is earning enough money and wants to go play golf.
ii. E.g., alternatively, a doctor may want to see a high volume of patients and fail to provide sufficient quality of care in an individual case.
iii. And there are plenty of other hypothetical incentive problems.
3. Query: The patient knows what he wants (high quality care, and the proper quantity of care) but almost certainly does not know exactly what this entails. So, how can we ensure that the Doc provides patients with the proper quality and quantity of care?
ii. Possible Solutions:
1. Patient gets a second opinion, especially from trusted advisor. Typically, ex ante review.
2. Tort law: patient submits to an outside reviewer (legal system) to determine whether proper quality and quantity was provided. Ex post review.
3. Self-education, e.g., on the internet (WebMD or PubMed). But there is a time cost to this (you might want to spend that time doing something else) and, in many cases, this requires specialized training (e.g., medical school).
4. Professional self-regulation: board certification, professional guidelines, etc. are designed to ensure that providers adhere to agreed upon standards of quality and quantity.
5. Reputational Signaling: where the Doctor went to medical school, awards, affiliations, etc. provide some hints of, at least, quality. Further reputational indicators, including word of mouth, might also work here.
6. Expert Ranking and Auditing: Experts (allegedly impartial) rank “best” providers.
iii. Cost of Possible Solutions: There are all kinds of ways (above) to attempt to address provider incentives. But the efficacy and cost of these solutions must be considered.
b. Insurance:
i. Query: More than what health insurers do, why do we even have insurance in the first place?
ii. Risk Aversion:
1. Medical care represents a (somewhat) unique opportunity for a single event or outcome to devastate your earnings, savings, and earning potential.
2. Buying insurance provides cost certainty, and minimizes the likelihood that a single event will be financially catastrophic. Note that the closer you live to the break-even point the more it makes sense to insure against smaller and smaller potential expenses.
iii. Problems with Insurance:
1. Hypo: I pay $1,000 per year and an insurer will cover all of my medical expenses. What problems result?
2. Moral Hazards:
a. With full coverage I have an incentive to engage in more risky behavior.
b. I also have an incentive to over-consume on health care. Even if a procedure isn’t cost-efficient, if I’m not paying for it and it confers some marginal benefit to me then I want it.
3. Adverse Selection:
a. Generally, when there is risk pooling (as in insurance) there will be an incentive for a competitor to offer a competing risk pool that attracts (or, perhaps, only admits) the better (less expensive, less risky) patients.
b. Result: sicker or riskier [or taller people, see Hypo notes pg. 13] people wind up having to pay more for insurance, because they are in a higher-risk insurance pool.
c. Query: Why are we concerned about adverse selection in the first place?
i. Elaboration: 
1. Is this only a problem if we believe that there should an equal right (at equal cost) to health care?
2. Do we feel that medical conditions are not deserved, so it is unfair to impose a higher insurance cost on people who simply have had “bad luck”?
ii. Selfish Answer:
1. If, in the future, I may fall into the high-risk category (e.g., develop HIV/AIDS or cancer) then it might make sense to care today about the insurance premiums for people in the high-risk pool.
2. Rationale: If the entire point of insurance is to manage risk (risk aversion), then it might make sense to care about future (speculative) health concerns, even if you are healthy today.
iii. Counter-argument:
1. To the extent that we believe people have (at least partial) control over their medical outcomes, and their degree of risk, we may want to allow some adverse selection.
2. Rationale: This can address moral hazard and free rider problems.
3. Counter: Of course, in some contexts, behavior may be largely irrelevant (e.g., genetically determined diseases. Although careful not to overly discount effect of environment and stochasticity. See Lewontin). 
d. Query: If adverse selection is a problem, how do we contain it?
i. Limit Ability of Private Insurers to Reject Coverage [Classic Method]
1. Problem 1: What about a private anti-HIV insurance policy (covers everything but HIV treatment)?
2. Solution 1: Adjust rules to require coverage for all (or pre-defined list) of medical conditions, in addition to requiring coverage for all applicants.
3. Problem 2: Experience-rated insurance premiums (raise premiums for policy-holders that require a high level of medical care, as in auto).
4. Solution 2: Adjust rules to allow only a single insurance premium which is independent of use.
5. Problem 3: How do you avoid adverse selection “opt-out” of insurance altogether?
a. Reconsider the band-aid problem (See notes. Short people average $0.50 in band-aid costs, tall people average $5.00).
b. If the premium for band-aid insurance is $5.50 (the average cost if everyone purchases), why won’t short-people just choose not to buy any insurance?
6. Solution 3: Mandate insurance coverage by law (e.g., Mass. Model).
ii. Long-term Contracts Method
1. Generally: Allow people to write long-term (e.g., lifetime) insurance contracts. The further out into the future health insurance contracts extend (as opposed to just a single year), the less information is available and the more risk-pooling is encouraged.
2. Rationale: This matches up with Rawls and the veil of ignorance. At an early enough stage nobody really knows (insurer or insured) what an (average) individual’s long-term health risk is.
3. Critique:
a. There are obvious exceptions, in the case of childhood or early-onset diseases, etc.
b. Even if you extend contracts to cover unborn dependents there are still genetic risk factors, family medical history to consider.
4. Critique: Opacity and Restriction of Information

a. (me) Is there something counterintuitive that aims to solve a problem by restricting and discouraging the distribution of information?
b. (Malani) If the point of insurance is, ultimately, to respond to risk aversion, then we might want to encourage pooling (by limiting information) to reduce the risk of being adversely selected against. Even if we could have perfect information we might not want it.
iii. Note: To really eliminate adverse selection the best method is to go with a single-payer system, which creates just one giant pool (as in the UK or Canada systems)
c. Externalities:
i. Generally: Something done by one actor that has an impact on other actors, causing them to care about the original actor’s behavior. Externalities can be both positive and negative.
ii. Examples: 
1. Infectious disease: positive externality: vaccine prevents others from getting the disease; negative externality: risky behavior might cause others to become infected. 
2. Pollution: positive externality: curbing pollution can have widespread effects for current and future generations; negative externality: failing to curb pollution can produce costs that aren’t paid for by the producer, or incorporated into the price of the good or service.
3. Insurance Pooling: positive externality: risk is reduced by pooling groups together; negative externality: risky behavior uses up the insurance pool funds and drives up subsequent premiums (moral hazard problem).
4. Altruism: positive externality: encourages us to help the sick and uninsured; negative externality: encourages free-riding which can raise costs for others, including altruists. Only those uninsured who cannot afford insurance are deserving of altruism.
iii. Uninsured: Provides a link between insurance pooling and altruism. 
1. Link: When the uninsured show up at the ER for treatment they take treatment funds away from the insured (negative externality of insurance pooling). But why do we pay for this emergency care in the first place? Altruism.
2. Counter-argument: If the uninsured receive insurance they might wind up in your insurance pool. At that point their risky behavior might not increase your tax burden (negative externality of altruism), but it might drive up your insurance premiums even more (negative externality of insurance pooling).
iv. Government Intervention:
1. Generally: Government may use regulation, taxation, and legislation to control risky behavior and curb negative externalities (or incentivize behaviors with positive externalities). Note that this is a very paternalistic approach to healthcare.
2. Examples: Alcohol or cigarette taxes (negative) or tax credits for hybrids (positive).
3. Counter: If they don’t impose the right regulations then they might inadvertently create inefficiencies or negative outcomes (See “Pay-for-performance” critique).
d. Cost Effectiveness:
i. Medical Productivity:
1. Query: If we are spending 16%-20% of our GDP on healthcare, are we getting sufficient return on our investment?
2. One answer: David Cutler, Harvard Economist. On average we are spending less than $100,000 per additional year of life expectancy. And $100K/yr is a good benchmark figure for life years.
a. Critique: That figure is only an average. It says nothing about specific treatments or therapies, which might be horribly inefficient.
b. Generally: this debate is becoming increasingly important as healthcare costs continue to rise as a percentage of our GDP.
ii. Competing Risks
1. Generally: Investing in technology to cure one medical problem may only uncover other or further medical problems.

2. Example: In the 1970s Medicare started covering End-Stage Renal Disease (ESRD). Since there has been a marked increase in the number of people diagnosed with ESRD.

a. Explanation: Increased diagnosis (due to avail. of coverage) might explain a small part but, generally, fewer people are dying from other diseases (e.g., heart disease) and reaching a stage of life where ESRD kicks in. Normally heart disease will kill you before kidney failure, but if we are preventing heart disease then ESRD is more of a problem.
b. Result: Consider what other health risks are present when calculating the expected benefit of any healthcare technology.
iii. Variation in Practice
1. Generally: Different providers do different things to address the exact same person with the exact same symptoms / ailment. (See “Two Schools” section)
2. Relevancy to cost: Is one approach better than its alternatives? If so, is variation in practice defensible, or should there be an acknowledged “best practice” (with appropriate exceptions)?
a. But be careful to keep in mind that what seems to be variation in practice might represent unobserved variations between individuals that warrant different practices.
3. Note variation in practice across income groups, racial groups, gender groups, etc. is a different problem.
iv. Medical vs. Behavioral Intervention
1. Generally: A medical situation may be addressed either through direct medical intervention or through indirect behavioral intervention, which works to change incentives.
2. Hypo: What is the best way to reduce uncontrolled HIV in Africa with $150 million?
3. Two possible solutions:
a. Buy anti-retroviral (ARV) therapies. This is the obvious answer: a direct treatment.
b. Buy treatments for heart disease (polypills). This is a non-obvious answer: by making a non-HIV life more attractive (by allowing people to survive heart disease and live longer) you produce incentives for people to engage in less risky behavior (e.g., unprotected sex or drug use leading to HIV/AIDS).
4. More Examples:
a. Education
b. Alcohol and Drug Therapy interventions
c. Legal regime changes (e.g., in India, passing a law banning marriage of women under eighteen might result in fewer high-risk (young) pregnancies.)
e. Distributional Issues:
i. Query: Who gets care and who doesn’t? How are scarce medical resources distributed?
ii. Issues:
1. Proper mechanism for distributing medical resources?
a. E.g., acute care (at time of need) or preventative care?
b. E.g., distribute cash directly? Vouchers? Insurance coverage?
2. Proper framework for making, publicizing, and defending rationing or limit setting decisions?
a. Should the majority vote? Should ethical experts and policy makers decide?
b. See Daniels on “accountability for reasonableness.”
iii. Distributive Justice: What to do about variations in care that are uncorrelated with medical conditions?
1. E.g., rich people get better care than poor; men get better care than women; certain racial groups get better care.

2. Query: Should there be a universal (or even just domestic) “right to healthcare”?

3. Note: Malani doesn’t focus on this, but these are important issues to consider.

f. Transaction Costs: (not heavily considered by Malani. (me) As an economist he has a tendency to idealize, and to ignore transaction and implementation costs.)
II Provider-Patient Relationships

3. Duty to Treat

a. Doctor

i. Hurley v. Edingfield (Ind. 1901) [pg. 104]
1. Facts: 

a. Dr. had been family physician. “Decedent became dangerously ill, and sent for appellee. The messenger informed appellee of decedent’s violent sickness, tendered him his fee for his services, and stated to him that no other physician was procurable in time, and that decedent relied on him for attention.”(104).

b. “Without any reason whatever, [Doctor] refused to render aid to [patient]…Death ensued, without decedent’s fault, and wholly from [Doctor’s] wrongful act.”(104).

2. Hold: No duty to treat, and no duty to accept the patient.

a. “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.”(104).

3. Analysis:

a. Licensing Statutes: Only determine, according to court, whether you are allowed to practice medicine. Act of licensing does not impose an obligation to treat.

b. Criticism of the Rule:

i. Discrimination against certain groups: groups of patients might not be treated, or might only be treated for a high price (e.g., malpractice attorneys). 

1. (Q: How would something like ADA / Rehab. Act apply if you chose not to treat someone with, for instance, HIV/AIDS?)

ii. Reliance: patients rely on competent medical care from a professional, especially in case of emergency. If there is no other doctor available, the cost of refusal to treat can be very high.

iii. Public Profession: Certain professions (e.g., doctor, fireman, police officer) are qualitatively different and should confer certain ethical requirements, including the duty to treat.

1. Counter: Having an obligation to take all comers (e.g., in medicine or in law) may affect decision-making about what profession to pursue (or where in the profession to practice) in a way that might be, ultimately, harmful to the people we are trying to help.

2. Hypo: Should lawyers have an obligation to represent any client willing to pay? Would that discourage people from becoming lawyers? 

b. Hospital (pre EMTALA)

i. Wilmington General v. Manlove (Del. 1961) [pg. 104]
1. Facts: 

a. Infant treated by two doctors. Infant is still sick (after antibiotics) so mother takes him to the hospital. ER nurse rejects the child for several reasons:

i. Worried about possible conflicts with the medication that the Doctor has prescribed.

ii. Nurse makes an (unsuccessful) attempt to contact Doc., then sends mother home and tells her to come back.

b. Mother goes home, makes an appt. with Doc for later in the evening, but the child dies in the afternoon.

2. Issue: Does ER have a duty to provide care to the infant?

3. History:

a. Lower Court: duty to treat. Hospital receives public funds (grants, tax deductions), so it is quasi-public and must provide care.

b. Appellate Level (Sup.Ct. of Del.): Reversed. 

4. Hold: Detrimental Reliance Theory of Duty to Care

5. Analysis:
a. Rejection of Lower Court Reasoning:

i. Public funds not conditioned by the state in engaging in certain kinds of behavior.

ii. If the hospital is to be a public hospital it must be able to turn away some patients, and make enough of a profit to stay in business (and serve the community).

iii. But the hospital does not have full freedom to turn patients away…

b. Detrimental Reliance Theory:

i. In the “case of an unmistakable emergency,” where the patient has “relied” on the “well-established custom of the hospital to render aid in such a case…” then the hospital cannot refuse to treat.
ii. Elements:

1. Detrimental Reliance
2. “Unmistakable emergency”
c. Other potential theories
i. Note: not used by the court in this case

ii. Common Carrier / Innkeeper: 

1. Generally: certain institutions that have a monopoly over a service are obliged to serve all paying customers that present, or provide a good reason for rejection.

2. Problems with Hospitals: The rejection of treatment problems frequently occur with ​non-paying patients. And establishing a monopoly will be different when there are other healthcare providers.

iii. State Statutes:

1. Some state statutes imposed a duty to treat or give care

2. But Congress found them ineffective, so it passed EMTALA.

c. Hospital (post EMTALA)

i. EMTALA Triggering Requirements
1. Hospitals are subject to EMTALA if…
a. …you accept Medicare funds
b. AND you operate an Emergency Room
2. Patients trigger EMTALA duty to treat if…
a. They exhibit an “emergency medical condition”…
b. OR they are in “active labor”
3. Note: What counts as an “emergency room” has been broadly defined. 
a. The patient does not need to “present” in the actual ER. 
b. The ambulance (if hired by the hospital) is OK, elsewhere in the hospital is OK (e.g., birth with complications), etc. Although there are some limits. [notes pg 17]
ii. EMTALA Compliance Requirements

1. Step One: Conduct Screening

a. If screening shows an emergency medical condition or active labor (see above) then there is an obligation to either stabilize or treat the patient.
b. If not, then EMTALA is not triggered
2. Step Two: Stabilize or Treat the Patient
a. Stabilization: required prior to transfer or discharge.
i. Exceptions to stabilization: You can also transfer a non-stable patient if…
ii. (1) the patient consents OR (2) the doctor certifies, based on a risk analysis, that transfer is a medically reasonable course of action (which is what the doctor tried in Burditt, but the court rejected the validity of the transfer order).
b. Treatment: if you are planning to treat (i.e., admit) the patient, then there is no stabilization requirement.

i. MedMal vs. EMTALA: stabilization requirement is unnecessary in this case because, on admission, a treatment relationship has been established and ordinary MedMal liability then applies, not EMTALA.
ii. Rationale: Congress didn’t want to federalize Medical Malpractice, which is why EMTALA liability ceases at the point of admission.
iii. EMTALA Penalties:
1. Generally:
a. Hospitals and responsible physicians are subject to civil money penalties.
b. Also, a private right of action for the patient against the hospital (but not the doctor).
2. Note Damages Rarely Awarded: EMTALA rarely leads to damages or penalties. Fines tend to be relatively small, Medicare licenses are rarely revoked, and enforcement overall is generally quite weak.
3. Note: Doctor vs. Hospital Liability:
a. Query: Why does EMTALA provide a right of action only against hospitals?
b. Rationale: If Doctors were liable they might not practice in the ER, which would undermine its social utility.
c. Result: Hospitals contract with doctors to provide care for everyone walking into the ER that needs it. 
i. EMTALA hospital liability forces hospitals to contract with doctors to provide care.
ii. Rationale: There are several doctors working in the ER, but only one hospital. It is easier for the law to hold the hospital liable for failures to treat (query: How to decide which Doctor is liable for the non-treatment?) and then let hospitals reapportion liability among doctors through contract.
iv. Burditt v. HHS (5th Circuit 1991) [pg. 118]
1. Facts: Patient shows up with untreated hypertension and a host of other problems. Doctor doesn’t want to treat (worried about MedMal) and orders patient transferred to another hospital three hours away.

2. Held: Patient was in active labor (EMTALA triggering condition) and doctor did not stabilize (EMTALA requirement) the patient before transfer, therefore a violation of EMTALA.

d. Constitutional Right to Treatment (or, Constitutional Duty to Treat)?

i. Rule: There is no Constitutional Right to Healthcare
ii. Wideman v. Shallowford Community (11th Cir. 1987) [pg. 108]
1. Facts: 

a. Patient goes into labor prematurely and doctor instructs her to come to Piedmont Hospital, where is located.

b. Patient calls EMS, they refuse to take her to Piedmont, because that hospital won’t guarantee payment. Take her to Shallowford hospital, and by the time the woman is finally transferred to Piedmont her baby is born prematurely and dies.

2. Issue: Did the patient have a right to emergency medical care under the Due Process clause?

3. Hold: No Constitutional (Due Process) right to healthcare.

4. Analysis: “Negative Liberties” vs. “Positive Liberties”
a. The Constitution protects “negative liberties,” (e.g., free from unreasonable search and seizure) but does not provide “positive liberties” or affirmative rights (e.g., healthcare).
b. Exceptions: Custodial Relationships: If the government places you in a situation where they exercise “coercion, dominion, or restraint” (e.g., prison, mental hospital, etc.) then there is a Constitutional obligation to provide healthcare.

5. Right to Choice (Alternative Interpretation of Wideman):

a. Argument: The patient isn’t asking for a right to healthcare; she is simply asking for the right to choose where she is taken once in the ambulance.

b. Response: Patient chose to enter the ambulance voluntarily, so this is a different situation from prison or mental institution (“coercion, dominion, or restraint”).

c. Counter [Reliance]: 

i. The right to choose argument might be buttressed with a reliance argument (show reliance on a custom that ambulances take patients to the hospital of their choice).

ii. Critique: But this relies predominantly on state law, not Constitutional law.

6. Result: there is no Constitutional right to healthcare. Although, of course, Congress or any state could always affirmatively provide this right (e.g., EMTALA is a limited right to healthcare).

4. Relationship

a. Wrongful Rejection

i. Civil Rights Cases: these are easy cases. It is legally prohibited to discriminate against certain protected classes, and the legal issues here are fairly straightforward.
ii. Disability discrimination under § 504 of the Rehabilitation Act (and the ADA)
1. Query: When is it wrongful not to provide care to patients that have (legally defined) handicaps?
2. Statutory Provision, § 504: “no otherwise qualified handicapped individual in the United States, as defined in section 706(7) of this title, shall solely by reason of his handicap, be excluded from the participation in, be denied the benefits of, or be subjected to discrimination under any program or activity receiving federal financial assistance” 

3. Elements of § 504:

a. Otherwise Qualified
i. United States v. University Hospital (2nd Cir. 1984) [pg. 129]
1. Facts:
a. Baby is born with three serious ailments (spina bifida, microcephaly, and hydrocephalus) and, while there is a corrective surgical strategy that might be pursued, the doctors are worried that the surgery will not be effective or productive given the combination of birth defects.
b. Parents agree (consent) with doctors that surgery will be futile, but in this case an unrelated person asks to be appointed guardian ad litem for the child.
2. History: 
a. Trial Court denies relief. Parents are acting in the best interest of the child.
b. Federal government then intercedes and presents discrimination theory: if the hospital would have pursued surgery in the absence of microcephaly, but didn’t do so in this case where the infant had microcephaly, then the hospital is discriminating against people with microcephaly.
3. Hold. Affirmed. The parents’ decision is upheld, and the hospital is not violation of the Rehabilitation Act (no discrimination).
4. Rationale:
a. The baby is not otherwise qualified for the corrective surgery, so there is no discrimination in violation of § 504.
i. Generally, medical treatment is not easily subject to the “otherwise qualified” restriction because you will never be “otherwise qualified” for treatment. 
ii. Treatment will only be appropriate when you have the ailment. To say that somebody without the ailment is “otherwise qualified” is incoherent.
b. Baseline Argument (Government) 
i. Although the government suggested that to perform surgery in the baseline case (two disabilities) but not in this case (two disabilities plus microcephaly), this argument misses the mark.
ii. Critique: The disabilities are additive, and there might be a bona fide (non-discriminatory) reason to treat in the baseline case but not in the presence of a third condition. The purpose of the Rehab. Act was not to second-guess medical judgments. 
5. Dissent (Winters)
a. Just because it is difficult to distinguish between reasonable medical judgment and discrimination in some cases does not mean that it is always difficult, or that the Rehab. Act should be categorically inapplicable to medical treatment decisions.
b. Critique: The types of discrimination addressed in Title VII (Civil Rights Act) are orthogonal (less related) to medical treatment decisions. Medical treatment decisions and disabilities are fundamentally interrelated.
6. Consent:
a. Query: Parents gave consent to hospital to forego surgery. Why doesn’t this end the dispute?
b. Possible Reasons:
i. Parents might not have the child’s best interests at heart.
ii. OR hospital might have misled the parents.
iii. OR (Winters, dissent) Rehab. Act liability cannot be waived by consent. Even if the parents were not careless and were not misled, if the hospital would have sued to force the parents to engage in corrective surgery in the absence of microcephaly, then consent is irrelevant and the Rehab. Act applies.
ii. Glanz v. Vernick (D. Mass. 1991) [pg. 135]
1. Facts:
a. HIV positive patient presents with pain in his ear. Doctor refuses to operate because he is concerned about the risk of infection (to the patient) during the operation.
b. Patient goes to another doctor who operates, not knowing that the patient is HIV positive.
c. Patient, now cured, sues the first doctor (Vernick) under the Rehab. Act for refusing to operate.
2. Issue: Can a doctor deny treatment to a handicapped person based on risks to the handicapped person?
3. Hold. Yes. Court will “properly balance[] deference to sound medical opinions with the need to detect discriminatory motives.” (137).
4. Analysis:
a. Efficacy Issue: If the treatment is not as effective for the handicapped person that can be a sufficient reason to deny. Patient is not “otherwise qualified.”
b. But Reasonable Accommodations:
i. In this case the Doctor (defendant) did not receive summary judgment, despite the general rule that handicaps can be considered in medical treatment.
ii. Why? “The defendants have not produced any evidence that reasonable accommodations could not have been made” (137, emphasis added). Patient had HIV but not AIDS, so was not yet immuno-compromised.
c. Risk to Doctor?
i. From handicap (e.g., HIV), as distinct from risk to patient. Can this be considered?
ii. Yes, and treatment can be denied only if reasonable accommodations could not be made.
d. Risk to Patient from Doctor
i. Query: Can a doctor’s handicap be considered by a patient refusing to receive treatment? E.g., does a Doctor have to reveal that he has HIV before performing invasive surgery?
ii. Held: Yes. See pg. 227, the doctor must disclose disability and the patient may use that as a reason to opt out, even if reasonable accommodations can (and would) be made.
iii. Summary of “Otherwise Qualified” Themes:
1. Doctor vs. Patient Asymmetry:
a. Doctor cannot use the fact of a patient’s disability (e.g., HIV) as a reason not to provide treatment, provided that reasonable accommodations could be made.
b. But a patient can use the fact that the doctor has a disability as a reason to refuse treatment, even if reasonable accommodations are offered.
2. Rationale for Asymmetry
a. Asymmetric Need:
i. Doctor does not need the patient to carry on day to life; whereas the patient does need the doctor to maintain or regain health.
ii. Result: Doctors have other options (some patients might not care, other practice areas might not be risky, or, even, other professions are available) whereas patients, if Doctors can refuse treatment, may be left without options. (see also “Freedom” argument below)
b. Asymmetric Risk:
i. Patients can only take one control measure to limit risk (i.e., pick a healthy, qualified healthcare provider).
ii. Doctors, on the other hand, can take a number of control measures to limit risk (extra medical precautions).
c. Analysis of Asymmetry:
i. (Malani): Not entirely obvious that this asymmetry makes sense. Should there be asymmetry at all? And, if so, do we have the right balance?
ii. Q: How does this square with the fact that there is no patient right to be treated (except in limited situations)? Presumably, doctors are still free to deny care if they would have done so even in the absence of the disability. Thus, the goal is really not to ensure care but to prevent discrimination.
d. Freedom (me)
i. Patient autonomy demands that patients are free to choose among providers.
ii. Doctors, on the other hand, have held themselves out to the public to accept patients (by virtue of providing a public good, licensing, ethical obligations, etc.) and, as a result, don’t get the same degree of freedom.
iii. Note that this is similar to the duty to treat, innkeeper / common carrier common law argument
iv. Q: This presents the same problem: this argument seems to suggest that there should be a duty to treat? Perhaps, like with common carriers, it is merely suggesting that there should be a presumption in favor of a duty to treat, but that the duty can be avoided if there is a good (e.g., non-discriminatory) reason for doing so?
b. Handicapped
i. Bragdon v. Abbott (U.S. 1998) [pg. 134, note case]
1. Facts: Woman with HIV invoked the ADA to challenge dentist’s refusal to fill her cavity unless he performed the procedure in a hospital (at cost to patient).
2. Issue: Does HIV constitute a disability under the ADA / Rehab. Act?
3. Held: Yes. HIV is a disability because there is an “impairment of a major life activity.”
4. Analysis:
a. The court reasoned that the impairment of a major life activity was Bragdon’s inability to reproduce as the result of her HIV status.
i. Note that there might have been many major life activities that HIV impaired, but this is the one that Bragdon herself alleged.
b. Mitigation? While the court noted preventative measures available to substantially reduce the risk of transmitting HIV to a child, it concluded that the 8% risk was substantial enough to qualify as an impairment under the ADA.
i. Q: What about Bragdon’s ability to use alternative reproduction technologies (e.g., PGD and IVF plus, say, surrogacy) to reproduce? 
ii. What if the risk that the child has HIV is 0% but Bragdon can’t undergo a “natural pregnancy”; does that count?
c. Critique: The impairment of Bragdon’s ability to have children is not fully persuasive as a disability to the extent that it can be corrected (as described above). Compare this to the Court’s subsequent holding in Sutton below, regarding pilots and corrective lenses. 
5. Secondary Holding: Also note that the court considered whether the dentist’s refusal to perform the surgery in office was reasonable. On remand the Court of Appeals determined that the availability of “universal precautions” made the dentist’s insistence on a hospital setting unjustifiable. (pg. 135).
ii. Sutton v. UAL (U.S. 1999) [pg. 139, note case]
1. Facts: Employment discrimination action brought by pilots who were denied jobs because of poor vision, even though they could have 20/20 vision or better with corrective lenses or glasses.
2. Issue: Does (correctable) poor eyesight count as a disability?
3. Held: No. There is no disability if “medications or medical devices can alleviate the disabling symptoms.”
a. Disability is judged conditional upon having a corrective measure in place.
b. In this case, the corrective measure was eyeglasses, which fully restored vision and eliminated the disability.
c. Q: What must a patient endure in the name of correction? What if disabling symptoms can be alleviated only with very risky surgery? Slightly risky surgery?
iii. Reconciling Sutton with Bragdon: 
1. The key distinction is that the Sutton “disability” can be fully corrected and the Bragdon disability (HIV) cannot (e.g., Anti-retrovirals are not fully effective, so no “cure” for HIV).
2. See notes pg. 23 for minor distinctions.
c. Discrimination: Lesley v. Chie (1st Cir. 2001) [pg. 140, note case]
i. Query: Can a provider refuses to provide care (reject a patient) on the basis of a disability under the Rehab. Act?
ii. Facts: 
1. Obstetrician referred an HIV-infected, pregnant woman to another hospital for drug therapy designed to prevent transmission of the HIV to the woman’s child.
2. That hospital had a special Woman and Infants HIV Program.
iii. Argument: The doctor argued that he lacked the expertise to treat the woman, and that (not discrimination based on HIV) was what prompted the transfer.
iv. Hold: Agree. 
1. A medical decision that is reasonable is not a violation of the Rehab. Act.
2. An unreasonable medical decision is a violation insofar as it reveals discriminatory intent.
iii. ADA vs. § 504

1. Increased Scope: ADA extends the “federal financial assistance” prong of § 504 to all providers, federal or otherwise.
iv. Tougher Cases

1. Race-based Discrimination:
a. Query: Why do African-Americans and Caucasian patients receive disparate care?
b. Empirical research argued that (1) 60% of treatment differences were explained by different facilities readily available to blacks and whites, while (2) 40% constituted treatment differences within the same facility.
c. Addressing the Disparity:
i. (2) is easy to address, because Title VII takes care of this kind of overt discrimination (if it can be demonstrated).
ii. (1) is more difficult. This problem is similar to education (disparate resources) and not unique to healthcare. No good legal framework to deal with this distributional justice problem.
2. Walker v. Pierce (4th Cir. 1977) [pg. 137] [Sterilization Case]
a. Facts: 
i. Black female patient (Walker) goes to see Dr. Pierce, an obstetrician. Pierce’s policy is that he will not deliver a third (or more) child for mothers receiving Medicaid assistance unless they agree to be sterilized after delivery.
ii. Patient tries to find another OB but is unable, and social services do not help. Ultimately she uses Dr. Pierce and consents, several times, to sterilization. Then she sues alleging Constitutional and Statutory discrimination.
b. Hold: Pierce is not liable. This is a form of legal discrimination.
c. Rationale:
i. Pierce is not a state actor, and the policy he is carrying out is purely his own.
ii. The Court: “we perceive no reason why Dr. Pierce could not establish and pursue the policy he has publicly and freely announced.” (138).
d. Consent:
i. The court determined that the consent to sterilization was proper (and, indeed, multiple forms were signed).
ii. Critique: The consent was (arguably) not free. According to the patient, there were no other available OBs. So Pierce used his market power to force consent.
iii. Hypo: Assume that consent is voluntary and informed. Is the sterilization policy acceptable?
1. (me) If consent is truly robust and informed then probably OK. Patients should be allowed to consent to sterilization.
2. Critique: Why do we allow doctors to refuse to act as OBs for patients on Medicaid ((me): economic rationale, although there may be underlying disparate racial impacts, e.g., negative eugenics?) but not allow doctors to refuse to treat patients with HIV (disabilities)?
a. Presuming that there are enough other doctors around that would serve either patient, this is indeed puzzling.
b. Q: Does this indicate that we allow certain forms of economic discrimination (which might be a proxy for racial disparate impact) but not disability discrimination (Federal protection through ADA and Rehab. Act)?
c. (Malani): The challenge is to separate out illegitimate refusal to treat situations (irrational preferences acting) from legitimate or quasi-legitimate refusals to treat (where there are good economic or medical reasons for refusing treatment or care).
b. Formation
i. Clanton v. Von Haam (Ga. Ct. App. 1986) [pg. 142]
1. Facts:
a. Patient (Mrs. Clanton) goes to the ER for treatment for back pain. Doc treats but patient returns.
b. First doctor leaves so patient calls a second doctor (Von Haam) who had treated her in the past for other ailments (but treatment not ongoing). Von Haam returns her call and “listened to a recital of her symptoms.”
c. Factual Dispute:
i. Doctor says that he told Clanton to listen to her first doctor, and to call back later to talk to him.
ii. Clanton says that Von Haam simply refused treatment; denied that Von Haam had told her to check in later.
2. Issue: had a physician-patient relationship been formed such that Von Haam’s denial of treatment was unlawful?
3. Hold: No. The mere recitation of symptoms by a patient is not enough to form a treatment relationship (no “consensual transaction”).
4. Analysis:
a. No reliance: 
i. Despite the doctor’s claim that he advised Clanton to follow the other doc’s advice, and to call him later on, Clanton interpreted the conversation as a complete denial of treatment.
ii. Thus, there was no reliance on Clanton’s part (“never relied…was in n way dissuaded from seeking medical attention elsewhere…”) so no treatment relationship.
b. Result: Listening to symptoms does not establish relationship, but offering some sort of counseling will.
i. Counter: Note that, in some jurisdictions, even listening to the symptoms might constitute treatment. 
ii. Rationale: 
1. Listening to symptoms and not responding might be construed as an implicit diagnosis (“nothing is wrong or Doc would have said something.”).
2. (me) If you buy the doctor as healer argument (Mark Hall, Section on “The Mystical Power of Healing,” pg. 24-25), then merely listening can be treatment
ii. Reynolds v. Decatur Memorial (Ill. App. 1996) [pg. 144]
1. Facts: 
a. Kid is bouncing on the couch and falls off; complains of a number of symptoms and then goes limp.
b. Treating doctor consults sua sponte with a neurologist (Fulbright) who recommends a lumbar puncture. Fulbright offers to make himself available to the patient but Bonds (attending physician) declines. 
c. Bonds does the lumbar puncture, the kid turns out to have a spinal injury, and he is left quadriplegic. Suit for MedMal.
2. Issue: Was there a doctor-patient relationship established between patient and neurologist, by way of the unsolicited physician consult?
3. Hold: No.
4. Analysis:
a. Court reasoned that Fulbright was not treating the patient, he was merely consulting with a colleague (Bonds). 
b. Policy Argument: Don’t want to stifle / chill communication between doctors, because that would have broader reductions in quality of care. Desire to encourage such communication pushes in favor of not finding a doctor-patient relationship here.
c. Billing:
i. The court noted that Fulbright did not charge anything for the consult. If there was a bill that might change things; hard to bill without a treatment relationship.
ii. Query: Even if Fulbright billed, would we want to limit liability for consultations for the same policy reason (encourage information exchange)?
iii. (Malani): Determining an acceptable billing threshold below which there is no relationship would be administratively difficult. So it might be easier to have a simple black and white rule: if you bill there is a doctor-patient relationship. This rule is as good as any other.
iii. Lyons v. Grether (Va. 1977) [pg. 146]
1. Facts:
a. Blind patient made an appointment with a doctor (Grether) “for treatment of a vaginal infection.”
b. Doctor refuses to allow patient’s guide dog in the waiting room, patient won’t remove dog, so doctor refuses to treat. Plaintiff alleges humiliation and physical injuries from refusal to treat.
2. History: Trial court dismissed the case.
3. Hold: A treatment relationship was probably established because the doctor apparently granted an appointment for a “treatment of a particular ailment.” (147). Remand to trial court for factual findings.
4. Analysis: Specific vs. General Appointment / Reliance
i. When there is a specific treatment appointment (for condition X) requested, and the Doctor agrees, then a treatment relationship is formed.
ii. Rationale: Reliance. Where the doctor takes an action that the patient could reasonably rely on (e.g., refrain from seeking other care) then a physician-patient relationship is considered formed.
iv. Employment and Insurance Physicals [casebook note, pg. 149]
1. General Rule: The rule changes here. Generally there is no relationship formed unless something imminently threatening is discovered, or there is a recommendation made to the employer by the doctor.
2. Note connect this section to “Duties to Breach Confidentiality” section, Tarasoff and etc.
v. Duties to Third Parties [casebook note, pg 150]
c. Limiting Scope of Relationship
i. Tunkl v. Regents of the University of California (Cal. 1963) [pg. 151]
1. Facts:
a. UCLA Hospital (research hospital) uses a consent form (“Conditions of Admission”) that requires patient to waive the hospital’s duty to provide non-negligent care, provided that the hospital uses “due care” in selecting its employees.
b. Tunkl “was in great pain, under sedation, and probably unable to read” when he signed the release. Plaintiff later sues the hospital arguing the waiver is invalid.
c. Note: Jury finds against Tunkl.
2. Issue: Is the Medical Malpractice waiver valid?
3. Hold: No. The waiver is void as against public policy.
a. Careful: (Malani) Not all waivers are void. Be careful over-generalizing from Tunkl.
4. Analysis:
a. Public Policy Factors (considered by court)
i. Public Interest: Is the service in the public interest?
ii. Bargaining Power: Is there a bargaining power disparity between the two parties?
iii. Control: Is the signee under the control of the other party?
b. Public Service Argument (offered by UCLA Hospital)
i. Argument: It is a non-profit provider, engaged in charity and valuable research work. It will be difficult for them to stay open if they are constantly subjected to MedMal. Better to allow the waiver and permit them to keep their doors open to the public.
ii. Critique (Court): 
1. Ethical Argument: Provider can’t waive basic ethical requirements in order to do a better job some of the time.
2. Non-negligent care: There is no additional cost to the hospital if the waiver is invalidated, so long as they are providing basic non-negligent care. The MedMal burden of proof is on the patient, and the bar is set pretty high. So, essentially, the court doesn’t believe MedMal will shut down a decent performing hospital.
c. Query: Why are procedural safeguards (consent forms; “due care” in hiring) not enough; why do we need MedMal?
i. note that in other instances we allow procedural substitutes for substantive requirements, but not in healthcare (no waiver of MedMal liability).
ii. Rationale: Even though MedMal is, in some respects, just a detailed procedural safeguard (i.e., it asks “did the doctor follow the appropriate medical procedure in the case?”), it is a post hoc and (more) individualized procedural safeguard.
1. Whereas procedures are concerned with general care…
2. …MedMal liability, and medical practice, depends on the facts of the individual case. Want to encourage independent thought and concern in each individual case, which is why MedMal makes sense over purely procedural liability.
iii. Remember: Doctor vs. Hospital
1. Tunkl is concerned with whether a hospital can waive MedMal liability. A Doctor won’t ever really be able to waive.
2. So, accepting UCLA’s argument would convert substantive liability (MedMal) that applied to both doctors and hospitals to a procedural liability only for the hospital. And there are other individualized procedures that the hospital can undertake apart from hiring which could be taken into consideration, so we want to keep MedMal for both.
5. Hypo: Recklessness Regime
a. Generally: 
i. What if the hospital had (non-emergency) patients sign a waiver that gave a discount for care in exchange for a recklessness standard of liability (or, even, no liability)? 
ii. Should patients be allowed to forgo or reduce the liability standard, in non-emergency situations, in exchange for a discount?
b. Problems:
i. Standard of Care: Need to either make sure that the Doctor doesn’t know the patient has waived liability, or that the doc otherwise has incentives to insure a high standard of care.
1. Critique: Not all medical errors are negligent. Sometimes they are just unavoidable human errors. So perhaps recklessness makes sense?
2. Counter-critique: Since it may be difficult to tell when errors are negligent or reckless, we might want to err on the side of caution.
ii. Risk Aversion: (me) If the whole reason for medical insurance is risk aversion, why would a patient want to remove liability for a potentially crippling medical mistake in exchange for a small upfront discount?
iii. Proportions: 
1. If waiver (to recklessness standard) did become the norm, but doctors didn’t know whether any individual patient had waived, it might make sense to sign the waiver as long as only a few patients were waiving, and the doctor’s behavior (standard of care) isn’t changing.
2. Once many people sign, and the doctor starts to reduce his precautionary behavior to match the standard of care, it might not longer make sense for patients to sign the waiver.
iv. Paternalism:
1. If you worry that patients will not take the risk of error seriously enough in evaluating the trade-off (decreased liability vs. reduced cost), you might want to prohibit waiver.
2. Sometimes you don’t want to give people options (e.g., bounded rationality problem) in order to, for example, ensure that everyone receives non-negligent care.
3. Critique: This still leaves the question of who is bearing the cost of providing non-negligent care for all (see below, “Re-examining Liab.”)
c. Re-examining Liability:
i. (Malani) keep in mind that much of our discussion premises that liability is the right starting point. But there are trade-offs associated with liability (MedMal).
ii. Trade-offs:
1. e.g., Doctors concerned about rising MedMal premiums; AMA claims that they are leaving some states with high premiums.
2. Costs: Certainly there are healthcare costs associated with providing a medical liability regime, and at some point these might be too high.
ii. Arbitration Clauses [casebook notes, pg. 154]
1. Generally: Instead of going to a court (jury) the dispute goes to a private arbitration panel, and the decision is almost always final.
2. Query: Why are arbitration clauses accepted as an alternative to Medical Malpractice?
3. Analysis:
a. Sympathetic Juries: 
i. Concern with Arbitration: Concern is that juries are more sympathetic to patients, so one concern about arbitration is that patients may not realize exactly the benefits they are waiving when they agree to arbitration.
ii. Critique: But this cuts both ways: if juries are actually unfairly biased in favor of patients, then it might be better to have unbiased arbitration. 
iii. Note: The fact is that we don’t know whether juries are biased. This is an empirical question.
b. Public Information:
i. Concern with Arbitration: Arbitration is conducted in private, and the results aren’t published. The good thing about a jury verdict is that judgments are made public, which helps publicize what the prevailing standard of care is, helps injured patients find others that were similarly situated, etc.
ii. Critique: Most cases litigated under MedMal still settle in the end, and those settlements are not made public. And the non-public settlement comes only after very expensive initial stages of litigation.
c. Standard of Care (Defense of Arbitration): Arbitration doesn’t change the prevailing standard of care (no reduction, no waiver), it just simply changes where it is applied.
4. See note case (Madden v. Kaiser Foundation Hospitals (Cal. 1976)) on pg. 154.
iii. Discharge against medical advice [casebook notes, pg. 154]
1. Note that this isn’t quite the same as other forms of waiver.
2. These cases deal more generally with uncooperative patient cases, and are premised on a theory of something like contributory negligence.
iv. Waivers
1. Types of waivers not allowed:
a. Procedural Liability instead of MedMal (e.g., Tunkl)
b. Change in substantive liability: recklessness instead of negligence standard (e.g., Hypo above, in Tunkl notes)
2. Types of waivers that are allowed:
a. Arbitration (See above)
b. Discharge Against Medical Advice (See above)
5. Duties that Depend on Relationship
a. Abandonment (termination) liability 
i. Basic query: When can a provider abandon treatment?
ii. Three Avenues for Termination:
1. When the treatment is finished
2. By consent of the patient.
a. E.g., where the patient unilaterally decides to leave.
b. Note that doctor’s consent is irrelevant. Patient may explicitly consent to terminate or it may be implicit if the patient simply leaves or discontinues treatment.
3. When there is sufficient notice given to the patient, and the patient has sufficient opportunity to find an alternative provider.
a. Note: the test here is whether or not the patient had an opportunity to receive continuity of care.
iii. Motivation for Termination:
1. Note that the doctor can have a wide range of motivations for termination (e.g., non-payment), but can’t actually terminate unless one of the three conditions above is satisfied.
2. Query: If the patient cannot pay, and the doctor cannot find an alternative provider, is the doctor required to continue providing care?
a. (Malani) Basically, yes. Although if there is a non-paying patient that the doctor cannot afford to treat, the doctor could declare bankruptcy to stay (civil) MedMal and abandonment liability.
b. Query: How else can doctor address the problem of non-paying patients?
i. Cross-subsidization: 
1. Raise the price of care for paying patients.
2. Critique: Might not be feasible. And won’t help with uninsured patients.
ii. Find New Patients:
1. As a whole, the patient population is willing to pay for medical care. So if you create a larger pool of patients there will be the collective assets to handle the risk of non-paying patients.
2. Critique: This is just another form of cross-subsidization, with the same problems.
iii. Universal Insurance: (Malani) Isn’t the fairest form of cross-subsidization to require everyone to be able to pay (e.g., universal insurance), and to use society-wide cross-subsidization to achieve this?
iv. Note: Misdiagnosis:
1. Query: What if the doctor misdiagnoses the patient’s medical condition and terminates the relationship? Is there treatment (abandonment) liability?
2. Answer: No abandonment liability, but there is MedMal liability: the doctor did treat the patient, he just didn’t treat the patient well.
b. Confidentiality
i. Constitutional Right?
1. Doe v. City of New York (2nd Cir. 1994)
2. See also dicta in Whalen v. Roe (U.S. 1977) [note case, pg. 168]. 
a. SC notes, in dicta, that “state might have some constitutional obligation to maintain the confidentiality of the information it collected” (quoting casebook). 
b. (Malani) Nobody takes this dictum about an “informational privacy” interest very seriously.
c. (Me) But as medical information, particularly in combination with genetic information, is able (or is thought to be able) to say more and more about you it might be conceivable that this is revived, no?
ii. Common Law?
1. Contract
2. Medical Malpractice (Tort)
3. Other Fiduciary Duty
4. Fraud
iii. State or Federal Statute?
1. Generally: Much more so than a constitutional or common law right to medical information confidentiality, the bulk of the confidentiality requirement today comes from statutory law.
2. HIPAA:
a. Background: Sen. Kennedy’s proposal as an alternative to Clinton’s failed healthcare reform plan.
b. Problems with HIPAA:
i. Expensive Compliance: 
1. Hospitals were worried about civil liability for release of patient information, and were unsure what the rules were going to be.
2. Lots of money spent trying to determine the appropriate standards and procedures, and to comply with them.
ii. Information Sharing:
1. Query: When can one doctor share information with another?
2. Answer: Typically there needs to be patient consent, but in TPO (Treatment, Payment, and Operations) situations there just needs to be ex post patient notification that the information was shared.
3. Rationale: What the system to still be able to function efficiently (administrative) and, as well, there are health gains form information sharing. [Also see German system, Sickness Groups, continuity of care.]
iv. Evidentiary Rule: Physician-Patient Confidentiality
v. Exceptions (See “Duties to Breach Confidentiality,” below)
c. Duties to Breach Confidentiality
i. Generally: 
1. These are all cases that require a doctor to disclose information where there is a specific risk to foreseeable and identifiable third parties, even if the doctor has no relationship with those third parties.
2. The policy goal is to seek out the least costly method to avoid harm to third parties.
3. Privacy vs. Safety: In all of these cases there is a tradeoff between patient privacy (and right to control personal medical information) and the safety of third parties.
ii. Patient abused or wounded
1. Duty: Frequently a statutory requirement for doctors to report to law enforcement officials when there is a victim of abuse or a crime.
2. E.g., if there is a gunshot wound or knife stab then doc must report. Similarly if there is something that looks like patient abuse then the doctor must report.
iii. Patient is dangerous, generally [casebook note, 182-183]
1. Generally these are often seizure or medication related issues, when the patient has a medical condition and/or is on medication that impairs their judgment (e.g., driving ability, operating heavy machinery, etc.).
2. Duty: 
a. Medication: Doctor must inform the patient of the side effects of their medication.
b. Seizure: If there is a foreseeable risk that patient will be driving, and is at risk for seizure, then the doctor must treat. If there is no treatment then there must be information provided about the risk of driving (or other impaired activities).
iv. Patient is dangerous, specific risk

1. Tarasoff v. Regents of University of California (Cal. 1976) [note case, pg 181]
a. Facts: 
i. Therapist knew that a patient had made threats of violence toward a young woman (third party). Therapist unsuccessfully tried to commit the patient for treatment.
ii. Patient murdered the young woman, whose parents then sued the therapist.
b. Issue: Did the therapist have a duty to warn the woman (third party, no treatment relationship)?
c. Held: Yes. Court held that there was a duty to inform (breach confidentiality) where “therapists know or should know that their patient presents a serious danger of violence to another.” (182).
d. Analysis: The Reporting Gap
i. The result of Tarasoff is that a provider is allowed to notify the police (or proper authorities) of a specific risk to a third party. In that case there will be no liability.
ii. But it is unclear whether a patient is required to notify the policy to avoid liability. Note that this gap can be, and frequently is, bridged by statute.
2. Note that Tarasoff is not the majority position. Many courts have adopted a narrow reading, or have rejected it completely. Widely cited, but not widely followed.
v. Risk of Communicable Diseases

1. Generally: Certain communicable diseases are reportable to the CDC.
2. Casarez v. NME Hospital (Tex. App. 1994) [note case, pg. 183]
a. Facts: Nurse who allegedly contracted HIV from a patient sued patient’s physician for failing to warn of the patient’s condition.
b. Held: Physician complied with obligation to warn (breach confidentiality) by notifying the hospital’s infection control and quality assurance committees of patient’s condition.
c. Result: There is a physician duty to notify the proper authority, which can vary by case.
3. Note on Genetic Conditions: Courts have drawn an analogy between contagious conditions and genetic conditions [casebook note, pg. 181].
vi. Presence of Association Diseases

1. Bradshaw v. Daniel (Tenn. 1993) [pg. 176] [The Rocky Mountain Spotted Fever Case]
a. Facts: 
i. Doctor (Daniel) treats husband (Bradshaw) for symptoms of RMSF. There is clearly a physician-patient relationship formed between the two. Husband then dies.
ii. Doctor and wife (Mrs. Bradshaw) have a conversation while treatment on husband is ongoing, but doctor neglects to tell her that she is at risk for RMSF. Wife ultimately dies of RMSF as well.
iii. Note that had the doctor informed the wife of her risk she could have received treatment that would have significantly reduced her mortality risk.
b. Issue: Is there a duty to warn (breach patient confidentiality) despite the lack of an established patient-physician relationship (between doctor and Mrs. Bradshaw)?
c. Held: Yes. The Court imposes a duty on the doctor to disclose the risk to the third party.
d. Analysis:
i. Foreseeable Risk:
1. Court analogizes to “the Tarasoff line of cases adopting a duty to warn of danger and the contagious disease cases adopting a comparable duty to warn.” (179).
2. Here, as there, “there was a foreseeable risk of harm to an identifiable third party” (179) so there is a duty to warn.
ii. Critique: Limiting the Scope of the Duty
1. Query: Where does the duty to warn end? Who must the doctor notify?
2. Problem: An unbounded duty to warn will cause doctors to spend all their time warning third parties of risk, and not leave them sufficient time to treat the actual, present harms of their patients. Inefficient.
3. Possible Solution: Actual Notice of Risk: One limitation might be requiring the doctor only when he is affirmatively aware that a specific third party is at risk (e.g., if the doctor did not know that Bradshaw’s wife had been exposed there would be no duty to warn). 
iii. Q: Based on Bradshaw, would a doctor have a duty to disclose asbestos exposure risk to all co-workers of a patient she is treating?
2. Note: Difference from Communicable Diseases
a. Rocky Mountain Spotted Fever (Bradshaw) differs from directly communicable diseases (e.g., HIV) in that the vector is non-human (in the case of RMSF it is tics).
b. Other examples of location-based health risks might include, e.g., asbestos, lead, or other environmental toxins or workplace hazards.
d. Informed Consent
i. Elements: Informed Consent is Violated when…
1. Non-Disclosure: There is a non-disclosure of a risk…
2. Breach: …that violates the applicable standard of care [breach of duty; see below for diff. standards].
3. Materialization of Risk: AND the undisclosed risk materializes (e.g., some injury occurs)
4. Causation / Materiality: AND the failure to inform caused the injury (e.g., the patient would not have consented to treatment if there was proper disclosure of the risk).
ii. Analysis of Elements
1. Query: why is injury in fact (materialization of the specific risk not disclosed) an element of an informed consent action?
a. E.g., Doctor tells you about risks A, B, and C, but not risk D. If you had known about D you would have declined the operation. Operation takes place and risk C (but not D) materializes. No informed consent liability. Why?
b. Rationale: If there was liability in this instance then any time any bad outcome arose all the patient would need to do would be to find some non-disclosed risk.
i. Critique (Materiality): But this is not strictly true. The non-disclosed risk must still be material (i.e., the patient would not have accepted treatment if she knew of it).
ii. Critique (Autonomy): The present regime ignores patient autonomy (which values disclosure of all material risks, whether or not the risk is realized), which is at least one of the goals of informed consent in the first place.
c. Second Rationale: Encourage Disclosure in Proportion to the Risk
i. By only holding doctors liable for those undisclosed risks that materialize, there is an incentive for doctors to disclose risks in proportion to how likely they are to materialize.
ii. The greater the probability – though not necessarily the greater the severity – of a risk the greater the incentive the doctor has to disclose it to the patient. The more risks the doctor discloses the less likely he is to be held liable.
iii. Compare to Materiality: Whereas materiality is designed to catch high cost risks (i.e., where the patient would have foregone treatment) the actual injury requirement is designed to encourage disclosure of high probability risks.
iii. Standard of Disclosure

1. Reasonable physician or physician custom
a. General Rule: What a reasonable physician would disclose to a patient. Determined in large part by reference to customary practice in the particular area of medicine.
b. [See casebook note, pg 201]
2. Material risk or objective reasonable patient
a. General Rule: Doctor must disclose all information that a reasonable patient would have wanted disclosed.
b. Canterbury v. Spence (D.C. Cir. 1972) [pg. 192]
i. Facts: 
1. Doctor prescribes an inpatient pack procedure. Patient asks about risks and the doctor responds in vague terms, doesn’t specifically mention the risk of paralysis.
2. After surgery, the patient needs to go the bathroom. Tries to do with without assistance, falls off bed, and winds up partially paralyzed.
ii. Issues: What standard is used to determine what risks fall within a doctor’s duty of disclosure?
iii. Hold: Appropriate standard is the objective reasonable patient standard.
iv. Analysis:
1. Patient Autonomy:
a. The “root premise is…that ‘[e]very human being of adult years an sound mind has a right to determine what shall be done with his own body…’” (193).
b. But note that the court doesn’t go all the way to the subjective patient standard (See below, Scott v. Bradford). The court doesn’t want to overburden the doctor.
c. Critique: This only protects patient autonomy in the average case. In any given case patient autonomy might be completely violated.
2. Critique of Professional Physician Standard: The norm in the medical profession could always be self-serving (e.g., a conspiracy of silence leads to non-disclosure).
3. Subjective patient standard
a. General Rule: Doctor must disclose whatever the individual patient would have found material to the treatment decision in that specific case.
b. Note that this is an extremely minority view. See Scott v. Bradford (Okla. 1979) [note case, pg. 204] 
4. Fiduciary duty?
a. Neade v. Portes (Ill. 2000) [pg. 1035, note case, minimal treatment]
b. Generally: The doctor did a bunch of tests for heart disease, but didn’t do a specific test. Allegation was this was a conflict of interest based on a bonus that was tied to lower utilization. 
c. Held: Court rejects this as a basis for informed consent liability – the doctor not disclosing his financial incentives – but that doesn’t mean that the patient wouldn’t want to know this, and that the argument can’t still be made.
iv. Medical Expert Testimony
1. Query: Under what standards of disclosure are medical experts required?
2. Various Standards:
a. Professional Practice / Custom: yes. 
i. The jury doesn’t know what the professional standard of care is.
ii. See Culbertson v. Mernitz (Ind. 1992) [pg. 197, not assigned]
b. Objective Patient: no.
i. A jury of peers can figure out what a reasonable patient would want to know.
ii. Rationale: They themselves are presumably “reasonable patients.”
c. Subjective Patient: no.
i. An expert would seem unnecessary when all that matters is what the patient in this particular case would have wanted to know.
ii. But how do you determine whether a patient is accurately representing her ex ante subjective preferences? An expert might be helpful here. 
v. Defenses to Informed Consent Requirement [casebook note, pg 207]
1. Emergency Conditions:
a. IF patient is not competent
b. AND immediate care is required
c. AND no substitute decision maker is available.
2. Common Knowledge:
a. Rationale: No need to disclose that which everybody already knows.
b. Critique: What if the doctor knows, or should know, that the patient doesn’t have access to this “common knowledge”
c. Counter-critique: The reason we have this rule is that we want liability to be more predictable for the Doctor. (me) This also produces an incentive in favor of patient education and awareness, if they, and not doctors, will be on the hook for “common knowledge.”
3. Patient Knowledge:
a. Rule: No need to disclose if the patient already is aware of the risk.
b. Critique: If the patient is aware of the risk and proceeds anyway, then how is the causation / materiality prong (prong four, above) ever going to be satisfied? This is entirely redundant.
4. Therapeutic Privilege:
a. If the risk of disclosure poses a threat (would “foreclose rational decision” or “pose psychological damage”) to the patient, then there is no duty to disclose information. 
b. Q: How does the use of a therapeutic placebo fit into this category? If disclosure would eliminate or reduce the efficacy of the treatment (e.g., by telling the patient it is a placebo) can the doctor deceive the patient?
c. Q: Can patients refuse to grant this therapeutic privilege (e.g., demand to be told, in the name of patient autonomy, even if it will have medical consequences)?
vi. Informed Consent as Battery [See casebook note, pg. 202]
1. Advantages: Do not need to prove a deviation from the standard of care, and may have greater access to punitive damages.
2. Disadvantages: Battery theory is difficult to apply in the absence of an invasive medical procedure, and may be explicitly excluded by insurance policies.
3. Analysis:
a. Argument: Patient argues that she would not have given consent to being touched if appropriate disclosures had been made.
b. Generally not successful in informed consent cases. Battery usually reserved for situations where:
i. The patient did not consent to any treatment
ii. OR treatment provided is a completely different treatment

iii. OR treatment is on the wrong area of the body

iv. OR a different, unconsented-to provider performs the treatment
e. Medical Malpractice
i. General Overview [class notes, pg. 35]
1. General Duty: Doctor has a duty to provide non-negligent care, as defined by the custom of the medical industry. If doctor fails to do so then she will be liable in tort.
2. Goal of Medical Malpractice: To reduce Medical Injury and Medical Error.
3. Harvard Study

a. Medical Error
i. Here we are talking about iatrogenic injury – injury caused by treatment.
ii. Famous study (Harvard Medical Practice Study, of hospitals in NY, data from 1984) found a high percentage of serious medical errors. Also found that 69% of all medical injuries were due to negligence.
iii. Extrapolation from Harvard Study would be that there are 100,000 deaths in the U.S. each year due to injury, 69,000 of which are due to negligence. This created a huge uproar…
iv. Note: There is a difference between “medical error” and “negligence.” 
1. Medical error refers to any deviation from the precise intended plan.
2. but not every deviation might qualify as negligence (e.g., if there is no harm as a result).
b. Note: Inefficient Compensation for Medical Negligence:
i. The Harvard Study also found that the process of proceeding from negligent error, to a malpractice suit, to the recovery of damages was inefficient.
ii. Many people that had negligently caused injuries were uncompensated (false negatives), and many people that hadn’t suffered negligence (only injury) were compensated (false positives).
c. Result: the best predictor of damages was not (degree of) negligence but the magnitude of injuries sustained.
d. Critiques:
i. Overestimation of Error: 
1. Ex post Review: Reviewers engaged in ex post review. It is much more difficult to actually evaluate medical conditions in the clinical setting. And ex post review ignores all the elements of the physician-patient relationship.
2. Unrepresentative reviewers: Are representative and qualified doctors reviewing the practice doctors?
ii. Underestimation of Error: 
1. Reviewer bias: reviewers might be biased against finding errors by colleagues. Although the study was blinded, so little concern here.
2. Underreporting of error: Reviewers are reliant on records in charts, and doctors might have an incentive to cover up errors in the charts.
iii. (Malani) Clearly there is room for error, but there is no sense that the errors all point in one direction or the other. And the Harvard Study findings have been substantially reproduced in later studies.
e. “Causation” and Medical Negligence:
i. Query: Is it fair to say that doctors “cause” 69,000 deaths per year?
ii. Hypo: A patient with a life-threatening illness has her life prolonged by 60 days. Had the doctor’s treatment not been negligent, however, she would have lived for 70 days. Is the doctor the “cause” of the death?
iii. Analysis:
1. In some sense the doctor might be the proximate cause of the death, but it is difficult to claim that in this case the doctor is the sole (or even primary) cause of death.
2. In the legal setting, as opposed to philosophical understanding of cause, there is a sense that “causation” must map at least roughly to moral responsibility. Tort decisions (i.e., MedMal) must be ones that society can accept (Nesson’s point) and, as such, we probably don’t want to say that doctor’s “caused” the death of 69,000 patients, when many of those would have died anyway, even in the absence of negligent care.
iv. Important: remember that the counterfactual should always be non-negligent care, and not no medical care.
4. Relative Importance of MedMal:
a. Query: Why spend so much time on MedMal when it only constitutes roughly 2% of healthcare costs?
b. Rationales:
i. Defensive Medicine: Doctors highly concerned about MedMal and, as a result, defensive medicine poses a huge problem for healthcare system.
1. Critique (Malani): the empirical data on the cost of defensive medicine is ambiguous, but it is almost certain that this alone does not account for the tremendous emphasis on the MedMal discussion.
ii. Morally and Politically Palatable: 
1. (me) We talk so much about MedMal because it is familiar terrain, and it is a politically and morally less sensitive topic than other healthcare questions, namely rationing of healthcare resources.
2. (Malani) Politically less dangerous to talk about smaller ticket items (less money attached), e.g., MedMal.
iii. Provider Perspective:
1. Certain providers (e.g., doctors in high-risk fields) bear the brunt of malpractice costs.
2. To the extent that these doctors act as gatekeepers to medical treatments, we are concerned about the disproportionate effects of MedMal.
iv. Disproportionate Risk:
1. Certain patients are at vastly elevated risk for suffering from medical malpractice.
2. E.g., the ER and Obstetrics, and these are both socially salient areas of medicine that receive disproportionate attention.
v. Deterrence:
1. Perhaps frequent discussion of MedMal serves as a form of deterrence to prevent additional medical malpractice.
2. Critique: This is an empirical claim that has not been verified.
5. Efficacy of Medical Malpractice: 
a. Recall goal of MedMal: to reduce medical injury and error (deterrence) and to compensate for injuries that do occur (compensation).
b. Deterrence:
i. Query: As you increase tort liability does negligence fall?
1. (Malani) remarkably little empirical data on this question. Danzen study (see class notes, pg. 37) suggests that there is a positive correlation between amount of litigation and lower rates of medical errors.
ii. Defensive Medicine:
1. Positive Defensive Medicine: 
a. Generally: Provide more diagnostic tests (“do more”) to limit malpractice liability.
b. Downsides: Costly, non-productive, and may result in doctors avoiding risky procedures that would benefit the patient if they are fearful of side effects or complications.
c. Empirical Literature:
i. Kessler and McClellan (1): finds that states with MedMal caps have less spending on heart-related illness with no difference in mortality. Implication is that uncapped MedMal liability is inefficient, because it results in greater liability with no improvement in health outcomes.
ii. Kessler and McClellan (2): Redid the study in 2000 and found that tort reform reduced defensive medicine in states that didn’t have HMOs.

Explanation: HMOs already squeeze out defensive medicine, so in HMO-enabled states tort reform isn’t necessary.

iii. Baker and Chandra (recent): Looked at Medicare premiums and found that increase in malpractice pressure was correlated with an increase in diagnostic tests, and costs.

Explanation: Doctors are ordering more diagnostic tests, and spending more healthcare dollars, because they are worried about liability.
Conclusion: Authors extrapolated and concluded that from 2000-20003 $16.5 billion of additional cost to Medicare was due to malpractice pressure. From that they reasoned that roughly 6% ($95 billion) of overall healthcare expenditures, over the same period, was wasteful.

iv. A subsequent study (unknown authors): Looked at overall increase in Medicare spending and showed that malpractice liability accounts for 3% (c.f., 6% above) of all healthcare spending.
2. Negative Defensive Medicine:
a. Generally: Doctors respond to malpractice pressure by doing less, e.g., working fewer hours, move away from states with high “malpractice pressure” (see below), move to a lower-risk practice area, etc.
b. Downsides: Worry about having enough quality doctors, geographically well-distributed, in all important areas of medicine.
c. Empirical Literature:
i. Kessler, Sage, Becker (JAMA, 2005): Finds a small increase (2%-3%) in number of physicians in states with tort reforms.
ii. Matza (Kellog, 2006): Conflicting study; finds no effect of damage caps.
iii. Baker, Chadra (recent): Looks at insurance premiums and finds no impact on physicians’ decision to practice in the state or not.
d. Critiques of Literature:
i. Lag Time: Tort reform may take a while to impact the distribution of doctors. These studies may not capture that delay, and may ignore the fact that tort rules change frequently.
ii. Supply and Demand: Tort reform shifts the supply curve (providers of medical care) but without knowing something about the demand curve (i.e., is it elastic or inelastic) it is hard to see what the actual effect of tort reform on the quantity of doctors really is. 

(Malani) Thinks there is a good chance we are probably underestimating the effect.
iii.  “Malpractice Pressure”
1. In the abstract it refers to the following: 
a. “if I commit a negligent act what is the probability that I will be sued multiplied by the amount of damages I can expect to pay?”
b. but this can’t be measured directly, we can only do ex post analysis.
2. Proxies for “malpractice pressure”
a. Insurance premiums: total medical malpractice premiums paid in a year.
b. Tort reform: look at how much insurance premiums increase in the face of tort reform.
3. Result: Difficult to know how much defensive medicine is practiced, and how much this increases in the face of greater tort liability.
c. Compensation:
i. False Positives and False Negatives
1. Definitions:
a. False Positive: No negligent medical care but compensation is awarded. 
b. False Negative: Negligent medical care but no compensation.
2. Empirical Data:
a. Harvard Medical Practice Survey: Most filed claims were non-negligent cases. Conclusion is that this indicates a lot of false positives and false negatives (missing lots of negligence cases).
b. Annals of Internal Medicine: 58% of the cases are false negatives, 21% are false positives.
c. New England J. of Med – Studdert, Mello, et. al. [Health Law Policy Workshop Paper]:
i. See summary of results, class notes pg. 38.
ii. Conclusion: There are false positives and false negatives; a little bit of everything in this study.
iii. Conclusion: There are tremendously high transaction costs: 54% of every MedMal dollar.
ii. Who pays malpractice damages?
1. Texas Closed Malpractice Claims Study (Siler, et. al.): 
a. Finding: For every $1 in MedMal damages, $0.96 is paid out by MedMal insurers.
b. Implication: Insurers are paying all the damages, which makes one question the deterrent effect of MedMal liability.
2. Implications of Texas Study for Deterrence:
a. Buy Less Insurance: If malpractice awards are constrained not by medical injury but by the extent of insurance coverage, then there is an incentive to buy less insurance, and limit the size of damage awards in the case of malpractice.
b. No Deterrent Effect: If malpractice does not impose costs on an individual doctor (because insurance covers it, and MedMal insurance is not experience rated) then MedMal produces no significant deterrent effect.
i. Note that there will be some increase in premiums, but there is broad cross-subsidization here, so it isn’t a large incentive to avoid malpractice liability.
c. Critique: Other Incentives to Avoid Malpractice
i. Although it is true that, from a strict tort and monetary perspective doctors don’t have much of an incentive to avoid malpractice, if most (96%) of the cost is being covered by insurance.
ii. But there are other considerations that act against negligent care, e.g., reputational costs, overall rising premiums, ethical doctors.
iii. Main Compensation Issues: False positives / negatives (correct people not being compensated) and transaction costs (not much money making it to actual patients).
6. Common Tort Reform Proposals
a. Damage Caps
i. Punitive Damage Caps
ii. Non-Economic (Pain and Suffering) Damage Caps
iii. Economic (Cost of Medical Care, Wages) Damage Caps
b. Expert Screening: occasional requiring an outside physician or an “expert screening panel” to approve your MedMal case. 
i. Generally non-binding, but acts as a gatekeeper.
ii. (Malani) empirical evidence suggests these haven’t had much of an impact.
c. Collateral Source Rule:
i. Generally: traditionally the collateral source rule holds that evidence of alternate payments (for the same medical injury) is inadmissible (e.g., patient can recover from the doctor and the hospital). Double Recovery.
ii. Reform: Eliminate or relax this rule to disallow multiple recoveries.
iii. Critique: Casebook note (pg. 412) argues that collateral source rule is justified because it allows plaintiffs to collect Attorneys’ Fees. Also a practical justification for not allowing caps on pain and suffering.
d. Medical Courts:
i. Generally: Proposal to create specialized courts with unbiased doctors, perhaps some attorneys, with substantial exposure to medical malpractice.
ii. Rationale: Reduce the number of false-positives and false-negatives; dispose of claims more efficiently.
iii. Note that this proposal has not been enacted.
e. Attorney Recovery Caps:
i. Theory: Attorneys drive frivolous MedMal litigation.
ii. Reform: Cap contingency fee arrangements in such a way that it reduces the lawyer’s incentive to bring non-meritorious litigation.
f. Standard of Liability – Joint and Several:
i. Current Standard: Allow patient to go after any tortfeasor – no requirement to find all responsible parties – and rely on tortfeasors to resolve fault among themselves. This makes it relatively easier for patient to sue.
ii. Reform: Elimination of joint and several liability would substantially benefit doctors and hospitals, by increasing costs for patient to get all liable parties into the suit from the outset.
7. Alternatives to Tort (Medical Malpractice, Negligence Standard):
a. “Iatrogenic Insurance”:

i. Query: if MedMal is doing a poor job of deterring malpractice, and a poor job compensating victims of malpractice, should we move to iatrogenic insurance (“medical error insurance”) and dispense with negligence?
ii. Arguments in Favor:
1. Increased compensation: Harvard Medical Practice Survey found that only 2% of medical negligence victims sue. In a medical error scheme, the rate of compensation might be much higher.
2. Decreased Transaction Costs: Easier to establish an error (bad outcome) than to show that the error was a product of medical negligence.
iii. Arguments Against:
1. Fault: This scheme would hold doctors responsible for errors that might not be avoidable. Could lead to social stigmatization and reputational costs. Might discourage people from practicing medicine.
2. Market for Iatrogenic Insurance? Perhaps the fact that this insurance doesn’t now exist means that most people don’t want it?
a. Critique: (me) This is an initial distribution system. The tort system provides negligence insurance, and people don’t want to pay the marginal difference for medical error insurance (especially when they might get compensated in tort for a non-negligent medical error; false positive).
b. Critique: (Malani) Health insurance is, in reality, a form of medical error insurance. Most medical errors lead to higher health costs, which is typically covered by insurance. Pain and suffering is not covered, but people generally don’t buy insurance just for pain and suffering.
b. Contractual Agreements and Claims
c. Professional Regulation and Standards:
i. Generally: these are ex ante regulations (standards, medical licensing, etc.) imposed on doctors, as opposed to ex post regulation (e.g., MedMal).
ii. Advantage: Ex ante regulation, because it is strictly procedure oriented, might be cheaper.
iii. Downsides: MedMal (ex post analysis) provides more information about what the doctor did or didn’t do. This is more outcomes oriented.
d. Scheduled Damages:
i. Generally: Schedule of specific reimbursements (or range of reimbursements) for specific medical outcomes.
ii. Note: could be implemented using either a negligence, medial error, or a strict liability regime. This is a modified tort standard.
e. Managed Care:
i. Generally: Another ex ante proposal designed to eliminate positive defensive medicine (overuse of diagnostic tests).
ii. (Malani): The sort of managed care (HMOs) that does this well is waning in popularity. And note that managed care will not effectively address negative defensive medicine.
f. Professionalism, Altruism: Rely on doctors own code of ethics to treat patients properly.
g. Competition, Reputation: 
i. Generally: Reputations are important, but they aren’t that important.
ii. Proposals to Boost Reputational Cost of Negligence: Ratings schemes (private or public initiatives, e.g., report cards) or increased word of mouth among both patients and doctors.
h. Strict Liability:
i. Advantages:
1. Decreased administration costs: only need to prove harm, not medical error or negligence. Obfuscates need for expensive trials, experts, etc. in many cases.
2. No blame: strict liability removes blame from the system, the entire goal is to avoid injury (not avoid negligence).
a. Critique: This will not reduce defensive medicine to the extent that it is used to reduce injury as well as avoid negligence.
3. More Compensation: better and more compensation to injured.
4. Risk Shifting: Risks of injury (not negligence) are no borne by doctors, who might be better situated (more money).
a. Critique: Are these risks we want to insure against, especially if doctors are going to pass the costs along to patients?
5. Greater Predictability:
6. Efficient Activity Levels:
a. In a negligence regime there are inherently risky behaviors (e.g., driving, providing health care) that carry no liability provided they are performed non-negligently.
b. In a strict liability regime these activities, even when performed non-negligently, will lead to injuries which will then be compensated.
c. General Result: Strict liability encourages actors to monitor their activity levels, not just the negligence or non-negligence of their behavior.
d. Result in Healthcare setting: If a doctor is strictly liable for every injury, then the doctor will respond by seeing less risky patients, seeing fewer patients, or charging more. 
i. Internalization: This internalizes one of the costs of medical care (non-negligent injury) in a way that sets the price of care more accurately, and encourages patients to regulate their own activity levels (e.g., behave less riskily, only go see the doctor when necessary).
ii. Critique: The risk here – uncompensated medical injury – is not an externality. It is a risk of injury to the patient, so why does this need to be internalized?
iii. Counter-Critique: but who pays when non-negligent injury occurs and leads to additional medical care? Health insurance pays, and this drives up premiums over time for others. So there is still a reason to ask patients to control their activity levels and engage in less risky behavior.
ii. Problems:
1. Defensive Medicine: The only way for strict liability to effectively reduce defensive medicine is in combination with some mechanism that forces doctors to internalize the costs (e.g., capitation, elimination of health insurance, etc.).
2. Over- and under-deterrence: 
a. Query: What happens if the patient doesn’t follow medical advice? Should the doctor be fully liable?
b. Critique: strict liability places all of the responsibility for injury on the doctor. Which is fine if only the doctor’s actions influence injury, but that is clearly not the case in the healthcare setting. When both parties can take precautions and regulate their activity levels we want them to do so.
c. Result: On the margins, strict liability might result in individual patients taking less case. Q: How does this square with the argument, above, that strict liability will encourage patients to regulate their activity levels?
3. Insures against “bad luck”: 
a. Generally: life is not injury-free, even for the healthiest patients. This is especially true for patients that are already receiving medical care.
b. Query: How do we answer the counterfactual, “would the injury have occurred in the absence of medical care?” Is this any easier than attempting to ascertain negligence?
c. Problem: This can be administratively difficult, and it might result in substantial over-insurance (buying insurance against “bad luck”).
4. More Compensation: Strict liability makes seeking compensation easier, which will result in more compensation, which will raise the price of healthcare overall.
5. Cross-Subsidization: Strict liability is a form of mandatory insurance, which means that low-risk patients wind up subsidizing high-risk patients.
i. No Liability: Remember that this is always an option.
i. Incentives: 
1. No liability places a strong incentive on the patient to take care, to avoid any injury in the first place because there will be no compensation.
2. Places a much weaker incentive (at least through tort) on the doctor to take care.
ii. Doctors
1. Standard of Care
a. Custom:
i. Traditional Rule: 
1. in tort, in order to prove negligence, you need to show that the doctor deviated from the custom of medical care.
2. note that this used to be the majority rule but, recently, the field has moved more toward the reasonable physician standard (see below)
ii. Rationale:
1. Professionalism: Argument is that, in medicine, self-regulation by doctors will be sufficient to align the custom with what is reasonable. Thus, custom serves as a good baseline for identifying improper deviations in treatment.
2. Ease for jury: 
a. “Custom” (what would other similarly situated doctors do) is easier to determine for juries than “reasonable physician” standard (what would a reasonable doctor have done in that specific situation), because juries are not doctors.
b. Critique: Either standard requires a battle of the experts to instruct the jury on what the appropriate action was. So how much headache is the jury really saved?
3. Free Markets: Argument is that markets cause people to behave efficiently and, if you believe this, then doctors will be driven by the market to an efficient standard of care (custom).
iii. Critiques of “Custom”:
1. Custom Not Normative: 
a. Custom does not ask what should be, it simply asks what is. 
b. In medical care we may desire the normatively desirable outcome, even if it is not the customary or even efficient outcome.
2. Professionalism: May not be a good proxy for the efficient outcome. May extend way beyond mere efficiency.

3. Not Responsive to Innovation: If collective adoption of innovation (e.g., new technology or new knowledge / information) is slow, then custom may fail to accurately track the efficient outcome or response.

4. Conspiracy of Science: Doctors have incentives to do things other than what is best for the patient (e.g., look to their own bottom line), so custom may not represent the normatively desirable outcome.

5. Difficult to Establish:

a. Establishing “custom” requires a battle of the experts (see above), which may be no easier for a jury to make sense of then if the standard were “reasonable physician.”

b. Doctors, as well, have difficulty figuring out what the custom is (see e.g., Dartmouth Study which shows systematic and sustained differences in medical practice that are difficult to explain).

c. See Boston / New Haven example, class notes pg. 44.

6. Confused Experts: [class notes, pg. 45]

a. Query: Do medical “experts” have any idea what they’re talking about?

b. Sunstein Study:

i. Cass Sunstein study showed that doctors don’t have a very good idea at all about what the actual custom is within their profession. According to these “experts,” the person that is conforming to the actual custom in practice (as measured by Sunstein) would be guilty of negligence.

ii. Problems: If Doctors are trying to come into compliance with artificially low customs this might direct malpractice resources away from areas where patients might actually be victims of negligence (e.g., gunshot wounds) and toward other areas where malpractice suits are more likely (e.g., administering antibiotics to infants).
c. Issues to Consider for Experts:

i. Specific Expertise: Does the expert have to be an expert in the field under examination?

ii. Professional Experts: Is there any way to identify these and disclose their role to the jury?

iii. Nonhuman Experts: What about using treatises and other sources as “experts”?

d. Result: What the “custom” issue is really about looks to be whether or not you can find an appropriate expert (or enough experts) to say that what was done was customary.
b. Establishing Medical “Custom”

i. Locality Rule
1. Issue: Can the customary medical practice be defined in relation to the particular locality in which the incident occurred? 
2. Analysis:
a. Argument In Favor: 
i. Geographical Differences: The rule takes into account geographical differences in medical resources, technology, etc. It is unfair to compare rural Kansas to Manhattan.
b. Arguments Against:
i. Slow Adoption: Custom might allow for the persistence of pockets of bad practice due to slow adoption of new information or technology.
ii. Conspiracy of Silence: Might be a more serious problem when the relevant medical community is substantially smaller (i.e., local).
iii. Judicial Efficiency: It is (arguably) easier and simpler to have a single national standard. Critique: national standards might be difficult to locate and articulate (See “Two Schools” issue, below).
3. Result: Locality rule for custom is generally rejected. The “custom” that matters is a national custom.
4. Case: Chapel v. Allison (Mont. 1990) [pg. 299, not assigned]. Establishes that we use national standards, not local customs.
ii. Two Schools:
1. Generally: Argue that there are alternative “customs,” and that more than one medical treatment response is appropriate.
2. Query: What evidence is required to demonstrate that what the doctor has done is an acceptable practice for a respectable minority of medical practitioners?
a. Is individual success by the doctor sufficient?
b. Is the endorsement of an eminent researcher or physician sufficient?
c. Does it require a threshold number of practitioners that would have practiced in the same way?
3. Result: States are not all in agreement as to what satisfies the “two schools” threshold requirement.
4. Case: Jones v. Chester (Pa. 1992) [pg. 296, not assigned]. Chooses the quantitative standard for deciding whether a medical course of action counts as reasonable.
iii. Economic Constraints
1. Neade v. Portes (Ill. 2000) [pg. 1035, note case, minimal treatment] 
2. Financial constraints don’t matter – look to the actual behavior. (See above, for more)
iv. Experts
1. See above, section on “expert issues” in “critiques of custom”
2. Case: Thompson v. Carter (Miss. 1987) [pg. 312, not assigned] [pharmacologist and toxicologist] Held: You don’t have to be a doctor to testify, but you do have to be qualified.
c. Reasonable Physician Standard:
i. Generally: This is the standard to which the law is shifting, away from custom.
ii. Helling v. Carey (Wash. 1974) [pg. 332]
1. Important Note: For all the hype, this case is almost universally considered wrongly decided and is not followed by other courts.
2. Facts:
a. Relatively young patient (23 at the time of first treatment) complains of myopia, nearsightedness. She is given contacts.
b. Over the next nine years she complains of irritation and the doctor does nothing substantially. Finally, at the age of 32, she tests positive for glaucoma. Patient is nearly blind at this point.
c. Justification: Doctor justifies not giving the glaucoma test because it was not recommended for people under the age of 40 (incidence in that demographic is only 1 in 25,000).
3. Issue: Is defendants’ compliance with the standard of the profession of ophthalmology enough to insulate them from liability? (Does compliance with custom suffice?)
4. Hold: No. “We therefore hold, as a matter of law, that the reasonable standard that should have been followed…” was to give the glaucoma test. (334). 
a. Failure to do so results in a finding of negligence.
b. Rationale: The doctor was wrong, and the entire profession was laggard (“…a whole calling may have unduly lagged in the adoption of new and available devices.” (Quoting from Justice Hand, T.J. Hooper case)). The custom should be changed to require glaucoma testing.
5. Historical Analysis:
a. Helling v. Carey made a huge splash when it was announced.
i. Demonstrates the limitations of judges in attempting to bypass experts in conducting cost-benefit analysis.
ii. 1970s saw a huge exodus of private MedMal insurers from the market, and this case was often cited as a contributing factor.
b. Response from other jurisdictions:
i. The case has been widely disapproved of. Even the Washington state legislature tried to overturn the result with legislation, although they were rebuffed by the court.
ii. But ophthalmologists nationwide did follow the court’s holding: there was subsequently a vast spike in glaucoma testing.
iii. Explanation: Perhaps doctors were unaware that the case wasn’t good law. More likely, with fee-for-service insurance prevalent at the time, ophthalmologists could simply pass on the cost to insurers.
iii. Judging Diagnostic Tests: Sensitivity vs. Specificity 
1. see class notes, pg. 49 for a whole section on this.
2. Sensitivity vs. Specificity, Definitions:
a. Sensitivity: 
i. Conditional on actually having the condition X, what is the probability that the test will return a positive diagnosis for X.
ii. A low rate of false negatives indicates high sensitivity.
b. Specificity: 
i. Conditional on not having the condition X, what is the probability that the test will return a positive diagnosis for X.
ii. A low rate of false positives indicates high specificity.
3. Cost-Benefit Analysis:
a. Consider the total cost of testing to identify a single positive case.
b. Query: Is that cost (see example in notes) justified given the treatment available for the condition, the relative severity of the condition, the potential other usages of the healthcare money, etc?
4. Result of Helling (Malani): Judges are terrible at evaluating the costs and benefits of medical tests. Q: But what is the solution here? Rely on experts, again? Return to custom (but see laggard problem)?
d. Unassigned Cases / Section:
i. Abernathy v. McCourt
ii. Locke v. Pachtman: (see below, Res Ipsa section)
2. Other Theories of Liability
a. Res Ipsa Loquitor
i. Elements:
1. Event ordinarily implicates negligence: The outcome must be of a kind which ordinarily does not occur in the absence of negligence.
2. Exclusive causal control: The injury must be caused by an agency or instrumentality within the exclusive control of the defendant.
3. No contributory negligence: The injury must not be the result of any voluntary action or contribution by the plaintiff.
4. Control of evidence by defendant: Evidence of the true explanation of the event (injury) must be more readily accessible to the defendant than to the plaintiff.
ii. Bayes Rule as a Basis for Res Ipsa: [see class notes, pg 47]
iii. Locke v. Pachtman (Mich. 1994) [pg. 283, 328]
1. Facts: 
a. During surgery a long flexible needle breaks off inside of Locke. Doctors search for the needle but, when they can’t find it, a second operation is required to remove it.
b. Note: The resident (Pachtman) admitted to Locke after the surgery that she did a bad job. Told him, in effect, that her personal standard was to do better.
2. Held: No res ipsa loquitor.
a. “One could not reasonably conclude, on the basis of common knowledge, that such an event does not ordinarily occur in the absence of negligence.” (329).
b. Note that the court found it irrelevant what the personal standard of good practice was for the defendant doctor. This can inform the investigation as to what the “custom” is but, without more, does not establish negligence.
b. Negligence per se
i. Generally: 
1. Negligence per se is an extreme version of res ipsa loquitor.
2. The evidence for the first prong of res ipsa (that the event ordinarily occurs in the presence of negligence) is so compelling that there is no reason to consider the other three elements of res ipsa.
ii. Implications of Res Ipsa vs. Negligence Per Se:

1. Once you establish res ipsa the, depending on the jurisdiction:
a. …you may go to the jury
b. …OR shift burdens of proof
c. …OR go straight to damages.
2. Once you establish negligence per se  you get a directed verdict.
c. Common Knowledge: This is more of an evidentiary rule. Basically the equivalent of taking judicial notice of a legislative fact.
d. Contract: Sullivan v. O’Connor (Mass. 1973) [pg. 343]
i. Facts: 
1. Patient, an entertainer, comes in and requests a procedure to shorten her nose. 
2. Doctor promises, in a contract, to “make her look good,” but the operation is a failure. Patient sues in both tort and contract.
ii. Issue: Can patient bring a contract claim? What is the law of contract claims for malpractice?
iii. Hold: The contract is actionable.
iv. Analysis:
1. Advantages to a Contract suit:
a. Damages: Might be able to get more damages (e.g., perhaps, expectation damages or pain and suffering) in K, although punitive damages will be unavailable. 
b. Burden of Proof: Somewhat easier in K. There is no battle of the experts to establish custom or the reasonable doctor standard. The only thing that matters is the outcome and the terms of the contract.
c. No Liability Reform: Contract liability reform is not nearly the hot topic that tort reform is, so there might not be damage caps.
2. High Threshold for a Medical Promise:
a. The court is very concerned to make sure there was an actual, precise promise.
b. Rationale: High degree of precision required for a medical contract is necessary to avoid discourage doctors from being confident and encouraging to patients.
i. Especially important given the “doctor as healer” (see Hall) 
ii. and the placebo effect (see Therapeutic Privilege in Informed Consent section).
3. Damages: What is recoverable under the contract?
a. Expectation Damages: OK
b. Pain and Suffering: OK. 
i. “psychological as well as physical injury may be expected to figure somewhere in the recovery, depending on the particular circumstances…” (345).
ii. Rationale: These are recoverable in this case because it was foreseeable to the doctor that there would be pain and suffering. 
iii. Rule: Any pain and suffering that was reasonably foreseeable is compensable.
e. Vicarious Liability
i. Borrowed Servant: Franklin v. Gupta (Md. App. 1990) [pg. 348] [“Borrowed Servant”]
1. Facts: 
a. Patient (Franklin) is “not a picture of health,” but the particular ailment here is carpal tunnel syndrome. Patient needs a wrist operation.
b. Patient is morbidly obese, which impacts the anesthesia that can be used.
i. The anesthesiologist (Lee) and the nurse (Sergott) are overseeing the anesthesia.
ii. Lee has another anesthetization scheduled at the same time, so Sergott is in charge of overseeing Franklin’s anesthesia.
c. The anesthesia doesn’t work, Franklin starts to have complications, and the surgery is cancelled. In the intervening time patient complains that his carpal tunnel and his other medical conditions have worsened. 
d. Patient sues Lee, Sergott, and Gupta (the surgeon who was going to perform the actual wrist surgery).
2. Issue: Can the surgeon be held vicariously liable for the injuries resulting from the anesthesia failure?
3. Hold: No, not in this case.
4. Analysis:
a. “Borrowed Servant” (or “Captain of the Ship”)
i. General idea is that the surgeon borrows employees (e.g., nurse, anesthesiologist) from their general employer (the hospital)
ii. Rationale: Today, without this borrowed servant rule, liability would fall on either the employee OR the hospital. The doctrine developed to hold the surgeon liable because, at one point in time, hospitals used to frequently have charitable immunity, and the surgeon had comparatively deeper pockets for patients to go after than other employees.
b. Standard Agency Principle:
i. The important feature here is whether or not the surgeon could exert control (and has the right to exert control) over the hospital employees.
ii. Conclusion: The court concludes no. “…there was no evidence that Dr. Gupta in any way supervised or controlled, attempted to supervise or control, or had the right or power to supervise or control, the conduct and decisions of Dr. Lee or Nurse Sergott.” (354, emphasis added).
5. Trend away from “Borrowed Servant”

a. Elimination of Hospital Immunity: Charitable immunity for hospitals is gone, and government immunity is lessened.
b. Specialization: Surgeon is frequently not held liable because the specialization of other employees (e.g., anesthesiologist) is so great that they cannot be realistically “controlled” by the surgeon.
c. Note: The doctor or surgeon can still be liable if there is actual control but, as a practical matter, this is very rare.
ii. Partnership, professional corporations, and LLCs (Liability Spreading)
1. Goal: spread the liability throughout a partnership to reduce the risk to any single doctor.
2. Analysis: On the positive side, there is risk-spreading to guard against patients’ inability to pay. On the negative side, there is a risk of possibly increased exposure.
3. Comparison: 
a. In a partnership the partners are on the hook (personally liable) for liability (debts) of other doctors. This is the equivalent of vicarious liability.
b. In a LLC or LLP the partners’ personal assets are protected.
3. Causation and Defense
a. Loss of Chance: Herskovits v. Group Health Cooperative of Puget Sound (Wash. 1983) [pg. 372]
i. Facts:
1. Patient goes to the hospital (in 1974) with pain and a cough, and is treated only with cough medicine and sent home.
2. Roughly a year later the patient sees another doctor, is diagnosed with lung cancer, and begins chemo. Less than two years later he is dead. Estate sues.
ii. Loss of Chance:
1. The second doctor (Ostrow) testifies that if the tumor had been spotted in Stage I (instead of Stage II), the patient would have had a 39% chance of five year survival. Instead it was 25%.
2. Traditional Rule: 
a. But for the doctor’s negligence, the patient must have had a greater than 50% chance of survival.
b. Result: In this case, Herskovits would not have had a > 50% chance of survival with a non-negligent diagnosis (only 39%), so no liability.
c. Rationale:
i. Average Deterrence: (Malani) This might produce sufficient aggregate deterrence. If you are above 50% you get full damages, if you are below 50% you get no damages. This should produce the right amount of ex ante deterrence.
ii. Promote Care in Risky Cases (Me): This allows doctors to take on risky cases (where patient has less than a 50% chance of surviving anyway) without worrying that commensurately risky procedures will lead to a malpractice suit. Provide a safe harbor to discourage negative defensive medicine in risky cases.
iii. Line Drawing: If we have to draw a liability line somewhere, then 50% survival probability makes as much sense as any other.
d. Critiques:
i. Statistical Maneuvering: How is the likelihood of survival supposed to be calculated? It can easily be tweaked by changing the period over which survival is calculated. 

E.g., a patient with HIV may have a 10% survival rate over 20 years, but a 60% survival rate over 5 years. The traditional rule has no answer to this.

ii. Difficult Counterfactual: Impossible to say, ex post, what statistical group the patient was actually in. What if the patient in this case would have died anyway within the same time window, regardless of whether he was properly treated? In this case, the traditional rule awards money despite the fact that there were no real damages.

Response: This is a fundamental problem with all medical negligence. There is always going to be the risk that the patient would have died anyway. So this is not a complete criticism. Since we can’t know the alternative state of the world (counterfactual) this is the exact reason we use statistics.
3. Majority View: 
a. Rejects the traditional rule. Any change in survival is, potentially, enough for recovery, no matter what your initial survival rate was.
b. Rationale: 50% is an arbitrary number. 
i. What if somebody comes in with a 49% chance of survival and is killed instantaneously by negligence. No recovery.
ii. But if somebody has a reduction from 51% to 49% there will be full recovery (100%) of damages sustained.
c. Further Rationale: It makes sense to allow full recovery for any loss of chance in order to get the right amount of deterrence overall. Why? Because you know that only a fraction of cases that actually result in a loss of chance will wind up in court.
d. Alternative Rule: Consider the size of the loss of chance. What matters is whether the reduction in chance is a substantial factor in bringing about the resultant harm.
4. Dissent:
a. Generally:
i. The entire point of the 50% rule is that patients that fall below that threshold were likely to die anyhow.
ii. “Hence, it is pure speculation to suppose that the doctor’s negligence ‘caused’ Mr. Herskovits to die sooner than he would have otherwise….” (378).
b. Critiques of traditional / majority view (see above)
5. Plurality (Pearson position, pg. 374)
a. Proposal: The injury is not the death but the loss of chance itself (375).
i. Majority and dissent assume that the harm is “death.”
ii. Pearson: The harm is the 14% reduction in survival probability over 5 years. Redefine the harm.
b. Result: Moves away from the 50% problem. Prior to the negligence there was a 0% chance of suffering loss of chance; post-negligence it is demonstrated that you have suffered a loss of chance. Redefine the harm and the damages.
c. Queries:
i. Is “loss of chance” a compensable injury when, as here, the patient’s estate is suing under the wrongful death act?
ii. If the patient survives the loss of chance, can he still sue?
iii. Emotional Harm vs. Physical Harm in “Loss of Chance”
1. Query: Should there be compensation for pure loss of chance, even in the absence of any physical harm?
2. Argument: (me) why assume that the only harm stemming from negligence is the physical one? What about emotional harms, loss of patient autonomy, etc.?
3. Critique: (Malani) the tort system is generally reluctant to compensate for purely emotional harm because it is concerned about fraud. Tort argues that fraud is less likely when accompanied by an actual physical injury.
4. Counter: Is there empirical evidence to support this? (Malani) recognizes that tort is going to become more accepting of purely emotional injury in the medical context.
b. Express vs. Implied Assumption of Risk, Contributory vs. Comparative Negligence, and Mitigation
i. Schneider v. Revici (2nd Cir. 1987) [pg. 387] [Covenant not to sue]
1. Facts:
a. Patient has a lump on her right breast. Two conventional doctors recommend a biopsy, but patient refuses.
b. Instead she consults Revici who practices an unconventional therapy. Patient doesn’t tell Revici about her prior consults.
c. Patient signs a form that appears to waive liability, because Revici knows his treatment is unconventional.
d. Patient is treated, unsuccessfully, and the cancer spreads. Patient undergoes traditional chemotherapy, then sues Revici for fraud and medical malpractice.
2. Hold: Doctor is not liable for fraud, but is liable for medical malpractice.
3. Analysis:
a. Empirical Evidence of Efficacy:
i. Trial court did not allow doctor to present data concerning the efficacy of his unorthodox treatment.
ii. Medical Malpractice: this data is irrelevant and properly excluded; is (probably) irrelevant to the appropriate standard of care (custom or reasonable physician).

Rationale: want the standard of care to be based on reasonable data (e.g., larger sample size, results not due to luck or selection bias, etc.)

Note: perhaps evidence like this could be used in a “two schools” argument, but it is doubtful.
b. Covenant Not to Sue
i. Court rejects this as being against public policy.
ii. Imprecise: The covenant didn’t explicitly waive medical negligence liability. It lacked “the precision required.” (389).
iii. Labeling: It was called a “consent” document, not a “covenant not to sue.” Note that this also relates to the precision point, above.
c. Damages: Court finds that there is implied assumption of risk and reduces the damages proportionally (50%), see below.
ii. Damages: Full Damages vs. Proportional Adjustment
1. Loss of Chance, Express and Implied Assumption of Risk
a. Loss of Chance: traditional rule was full recovery of damages; alternative rule (Pearson) is proportional adjustment of damages for degree of loss of chance.
b. Express assumption of risk is a complete defense (total bar to recovery; no damages)
c. Implied assumption of risk is related to comparative negligence (at least in the Revici case), and damages can be adjusted to the degree the risk was assumed. Proportional damages.
2. Contributory vs. Comparative Fault
a. Contributory Negligence: Total bar to recovery
b. Comparative Negligence: Proportional Reduction in damages
3. Contributory Negligence Analysis:
a. Query: Do we want to ball all recovery for the patient?
b. Pro: Proper deterrence in the aggregate, and administratively easier to implement (binary yes/no outcomes).
c. Con: Not as nuanced as comparative negligence, and will result in many uncompensated injuries that were caused, in part, by negligence. 
iii. Mitigation vs. Comparative / Contributory Negligence
1. Mitigation: a failure to mitigate would involve events that occur after the negligent medical care. The purpose of this doctrine is to reduce the damages, but it cannot serve as a bar to liability because the negligence occurred independently and prior in time.
2. Comparative or Contributory Negligence: Has an impact on damages but is concerned in the first instance with causation. The patient has likely done something before or contemporaneous with the doctor’s negligence. 
iv. Incentives:
1. Contributory negligence, assumption of risk, and mitigation doctrines all create incentives for the patient to take care to avoid medical injury.
2. Loss of chance, assuming that you think the original rule has been loosened by Herskovits, encourages the doctor to take care.
c. Arbitration
i. Benefits of Arbitration:
1. Administrative Benefits: Arguably it is faster (not as much discovery) and cheaper (main source of MedMal expenses is litigation).
2. Private: There is less publicity (which may be good for many defendants, and some patients) and it is generally less adversarial (which is both enjoyable and, in some situations, may actually have beneficial health outcomes).
3. Compensation: To the extent that it is cheaper and more efficiently executed, it might enable greater compensation for patients.
a. Critique: This is likely not a positive for the insurers.
b. Critique: Over-compensation. If arbitration results in a substantial increase in the number of claims it might result in less compensation per claim, which might have the effect of transferring compensation from those with more serious injuries (who would have sued for negligence even without the easier arbitration option) to those with less serious injuries.
ii. Downsides of Arbitration:
1. Private: Less publicity deprives the public of information about Medical Malpractice. Although most litigation settles before it reaches a verdict, so that remains relatively private as well.
iii. Arbitration, where used

1. Not frequently used in MedMal cases (suit between patient and doctor or hospital).
2. Much more frequently used in health insurance contracts: E.g., whether or not the insurance company will cover or pay for a particular treatment, not whether the treatment was the right treatment (malpractice).
iv. Madden v. Kaiser Foundation (Cal. 1976) [pg. 393]
1. Facts:
a. Patient is insured through her employer, which maintains insurance through the Kaiser Foundation Health Plan, the details of which are negotiated by the employee’s union.
b. When Madden first joined the plan it contained no arbitration clause. However, six years later, the union negotiates an arbitration clause into the healthcare plan. A notice is sent out but patient claims not to have received it.
c. Patient’s bladder is punctured during an operation, and she contracts hepatitis during the subsequent blood transfusion. Patient sues, Kaiser invokes the arbitration clause.
2. History: trial court agrees and holds that the arbitration clause is unenforceable.
3. Hold: Arbitration clause is enforceable as against patient
4. Rationale:
a. Implied Agency: 
i. Patient has given the union right to negotiate conditions of employment, including contracts for group medical plans for state employees.
ii. This implies that the union has the right to negotiate related matters, including details of the health plan.
iii. Note: in Madden the court went with the implied agency doctrine; but they could have just as easily gone with apparent agency
b. Proper and Usual Practice: Arbitration in these settings is increasingly common, so to negotiate the arbitration clause was “proper and usual.”
c. Equal Bargaining Power:
i. The employees union and Kaiser had comparable bargaining power, so this is not a contract of adhesion.
ii. Note that this explains the difference of this case from Tunkl, which found the contract void as against public policy, in part, due to an inequality in bargaining power.
v. General Overview of Agency Law: Contract vs. Tort
1. [see class notes, pg. 58-60]
2. Contract Overview:
a. Actual Agency: if the principle gives the agent actual authority to negotiate the contract.
i. E.g., a patient explicitly requests that her employer negotiate a health insurance contract, which includes where disputes will be settled.
ii. Implied Agency: as in Madden: when you empower someone to negotiate the terms of a health plan you expect (implied) that this will include the means of resolving disputes.
b. Apparent Agency: Generally look to the relationship between the agent and the principle. 
i. Undisclosed Principle: Not clear who the principle is, but it is clear there is some principle (e.g., the union itself is not the principle, but Kaiser doesn’t know exactly who the principles are). 
ii. Communication between principle and third party: If the principle conveys that there is an agency relationship.
iii. Custom: Where it is traditionally the case that there is an agency relationship in such situations. 
c. Inherent Authority: The third party might not know the principle, or even know that there is a principle, but it is customary (in the industry, situation) that the agent negotiates for the principle.
3. Tort Overview:
a. Employee
i. Agency relationship if the alleged agent is the principle’s employee.
ii. But Must distinguish, based on the features of the relationship, between “employee” and “independent contractor.”
b. Effective Control
i. If the principle exercises effective control over the agent then there is agency, and liability.
ii. See Franklin v. Gupta, Vicarious Liability based on “Borrowed Servant” doctrine, or effective control (above).
iii. See also Adamski (below): “ostensible agent” is, more or less, the effective control route for establishing agency.
c. Apparent Authority
i. Generally: believe that there was no effective control, but the third party reasonably believed that the actor was an agent of the employer (employee, not an independent contractor) and the principle (employer) didn’t correct this misperception.
ii. Rationale: (Malani) this is more or less a mistake; courts reading contract cases and using them in tort situations.
4. Damages
a. Wrongful Birth and Wrongful Life Cases
b. Collateral Source Rule
iii. Hospitals
1. Old Rules
a. Charitable OR Government Immunity
i. See Franklin v. Gupta: rationale for “borrowed servant” doctrine was that hospitals were frequently immune from malpractice liability, so the purpose was to give patients a comparatively deep pocket to sue (surgeon as opposed to hospital staff).
b. Corporate Practice
i. Cardozo theory in Schloendorff (not assigned)
2. Vicarious Liability
a. Adamski v. Tacoma Gen. (Wash. Ct. App. 1978) [pg. 423]
i. Facts: 
1. Patient breaks his finger during a basketball game, and the bone is sticking out. Teammate pops the finger back in and put a splint on it.
2. The doctor sees the patient in the emergency room, isn’t informed that the bone had broken the skin (and, therefore, that there is a risk of infection), so he sutures the room and send the patient home.
3. Wound was eventually reopened, properly cleaned, and healed properly.
ii. Hold: Remand to district court to determine whether the hospital exerted effective control over the doctor.
iii. Analysis: Agency
1. Hospital argued that the doctor was an independent contractor. Court concluded it was likely that the hospital exerted effective control, so remand.
2. Result: If there is effective control the hospital would be vicariously liable.
3. Note: The law is unclear as to whether the hospital must have a right of control or actually exercise control. But the inquiry is basically the same: did the hospital treat the doctor like an employee? Was there effective control?
iv. Analysis: Inherent Function
1. Court found that there was an inherent function (“nondelegable duty”) that the doctor (agent) performed, on behalf of the hospital (principle) for the patient (third party).
2. The function – staffing the emergency room – was an inherent function of the hospital.
3. Implication for Liability: The principle (hospital) owes a duty of care for the patient, and so is ultimately responsible. The patient can sue the hospital directly, as well as the doctor.
a. Important note: note that this is a direct liability claim, not a vicarious liability claim. It more properly belongs under the next section (“Direct Liability”).
b. Economic Incentives:
i. Query: What would be the rationale for holding hospitals liable for poor medical decisions (negligence) by doctors?
1. Positive: 
a. Incentivizes hospitals to monitor doctors’ practice.
b. Critique: We might not want hospitals closely monitoring doctors’ behavior. If they lack medical expertise (and have only administrative expertise), this might result in elevating form (adherence to proper “hospital procedure”) over function (good medical practice).
c. See also: The similar critique in the new Medicare “pay-for-practice” proposal.
2. Negative: 
a. This places more of the burden on the hospital to avoid negligence, and less incentive on the doctor.
b. See also: MedMal insurance context. If insurance company is paying for MedMal damages, then there is less of an incentive (outside of reputation costs, etc.) for the doctor to avoid negligence, especially when insurance is not experience-rated.
3. Result: (me) The incentives do really line up in such a way that we might not want to hold hospitals liable for all medical malpractice on the part of doctors. Only hold them liable when the MedMal is the result of procedural (non-medical) negligence (e.g., deficiencies that the hospital could remedy without exercising specific medical knowledge).
ii. Efficient Result: It might make sense to have both parties (hospital and doctor) fully liable, which would cause them both to internalize the full cost of negligence.
1. Q: How does this fit with the collateral source rule? Isn’t this allowed already (see above, and pg. 412)?
2. The idea would be to have the patient pay her share of the liability, then have every defendant pay the full amount. Query: where does the excess money go? Back into some general healthcare fund? 
iii. Note on Cost Recovery: If there is vicarious liability the responsible principle can always sue the agent for cost recovery, although the agent may be sued by the third party (e.g., the patient) directly as well.
3. Direct Liability
a. Johnson v. Miseracordia (Wis. 1981) [pg. 433] [Hiring]
i. Facts:
1. Doctor lies on his application but the hospital does not verify his references, application. 
2. Doctor then negligent performs surgery on Johnson (patient), who sues.
ii. History: the jury found the doctor (Salinsky) 20% liable for the negligence, and the hospital 80% liable.
iii. Hold: Non-negligent hiring is a nondelegable duty
iv. Nondelegable Duties:
1. Examples:
a. Staff an emergency room (Adamski, above)
b. Non-negligent hiring of doctors (Miseracordia)
2. Rationale for Nondelegable duties:
a. Cardozo theory in Schloendorff (not assigned)
i. Hold doctors liable for malpractice, because they are trained professionals.
ii. Don’t hold hospitals liable for malpractice because it is staffed by laypersons (doctors notwithstanding); all that they can be asked to do is exercise due care in hiring.
iii. Note that Adamski departs from this view, but Miseracordia is consistent with it.
b. Modern View: Greatly expands the duties ascribed to hospitals.
b. [Non-delegable duties] See Adamski, above.
c. [Supervision]:

i. e.g., Darling v. Charleston Community Memorial Hospital (Ill. 1965) [pg. 431, not assigned]
ii. Held: Hospitals are required to supervise doctors to make sure they are doing a good job. Controversial case and not much-followed.
6. Medical Malpractice Insurance
a. Malpractice Premiums:
i. Generally: at the beginning of the year doctor pays a premium to the insurer, and in return the insurer pays all damages arising out of malpractice suits.
ii. Factors influencing MedMal premiums:
1. Expected Losses due to litigation
2. Transaction Costs (“The Load”) including overhead costs, legal service costs, financial and accounting costs, etc. (Malani) notes that this cost can be very large, between 20% and 25% of total cost.
3. Investment Gains: Whatever the insurer makes from investment gains while sitting on the pre-paid premiums (this is a positive, not negative, factor).
4. Business Judgment: For example, should premiums be adjusted to reflect impending reforms of tort liability? This is a catch-all category to consider other factors about the world.
5. Rate Regulation: Insurance is exempt from antitrust, but it is subject to extensive state regulation.
a. Frequently this will include cross-subsidization of insurance markets.
b. E.g., an insurer might be required to be less profitable in the MedMal insurance market in order to be allowed by the state to stay in the much more profitable auto insurance market.
6. Cross-Group Differences in Premiums: Not every group pays the same “premiums,” so this must be factored in as well.
iii. Reinsurance: Insurance for insurance companies. Reinsurance used for the unlikely situation where the amount of liability far exceeds the premiums paid in. Reinsurers generally have deeper pockets, and are typically diversified across a number of insurance markets.
b. History of Medical Malpractice Insurance:
i. Characterized by serious cycles:
1. everything fine in the 60s, premiums skyrocket in the 70s.
2. Tort reform settles things down until the mid-80s, when premiums skyrocket again.
3. More tort reform but there are premium boom cycles in the mid-90s and the beginning of this decade as well.
ii. Result: Stability: MedMal insurance is not a stable, smooth market.
iii. Query: Why do these cycles exist? Theories [see class notes, pg. 62]
1. Investment Savings
2. Insurance Cycles and Competition
iv. Coverage: What does MedMal insurance cover?
1. Originally it was occurrence-based coverage. It covered any case where the instance of malpractice originated during the coverage year.
a. Result: This creates a very long tail composed of claims that originated during the coverage year that might not be brought until later, and settle much, much later (e.g., injuries to infants or juveniles where the statute of limitations was tolled).
b. Problems: Makes the insurance calculation of expected losses very difficult.
2. As a result the mid-70s saw a switch to claims-made coverage. This covered all medical malpractice lawsuits that originated during the coverage year. It was irrelevant when the actual negligence occurred.
a. Result: Insurers still have a tail of unresolved claims, but it is much shorter and more predictable.
c. Protections for Doctors: 
i. Bleday v. OUM Group (Pa. Super. Ct. 1994) [pg. 414] [“Good Faith” Settlement]
1. Facts:
a. Doctor is sued for malpractice and the insurance company agrees to settle for $10K.
b. The doctor is upset for the following reasons:
i. Specific Reputational Sanction: A judgment will be entered against him and will show up in the National Physician Data Bank (NPDS)
ii. General Reputational and Psychic Costs: The doctor feels guilty or wronged by the system; worries about his perception among colleagues, patients, etc.
2. Hold: The insurer has an implicit duty to settle in “good faith,” but the doctor has not provided any evidence of “bad faith.” Finds for insurer, and allows settlement.
3. Rule: Even when a Medical Malpractice insurance contract allows for settlement “when expedient,” courts can (and often do) read an implicit “good faith” requirement into this.
ii. Other Physician Protection Measures:
1. Contract Bargaining: Doctors might bargain to remove the settlement clause from a contract. This will typically cost the doctor 1% - 3%, and many insurers offer both kinds of contracts.
2. Game the System: There is no reporting to the NPDS if somebody other than the doctor is found liable for negligence. So, if the doctor and hospital are co-defendants, the hospital might make a side payment (“settlement”) to have the plaintiff drop the doctor and thereby avoid the NPDS.
d. MedMal Insurance Reform
i. Damage Caps 
1. MICRA (Medical Injury Compensation Reform Act of 1975)
2. Fein v. Permanente Medical Group (Cal. 1985) [pg. 401]
a. Facts:
i. Patient is treated for muscle spasms but turns out to have had a heart attack.
ii. Patient resumes normal functioning but sues. An expert testifies, at trial, that patient’s life expectancy was reduced by about half, as opposed to 10% - 15% with proper diagnosis and treatment.
b. History: Jury awards a large amount of damages, and those are reduced by judge in accordance with MICRA.
c. Issue: Is MICRA reduction of damage awards constitutional?
d. Hold: Yes. Patient has no vested property interest in damages at a given level, and the state is free to reduce them or cap them at certain levels.
e. Analysis:
i. Property Argument (Due Process)
1. Patient makes a property interest argument: that damage caps are taking away property from the patient and giving it to the defendant without due process.
2. Court’s response: There is no fundamental property interest in damages. Citation to Lochner; it is for the legislature to determine where a plaintiff’s property interests lie.
3. Rational Basis: 
a. There is no protected property interest here, so the state legislature must only provide a “rational basis” for altering the property interest (in the form of damage caps). 
b. In this case the state thought the damages cap would avert a malpractice crisis (keep doctors in the state, continue provision of MedMal insurance) and this was a sufficient rational basis for the court.
4. Critique:
a. Plaintiff argues that there are better ways to avert the MedMal crisis than damage caps (e.g., reduction of damages across the board, or a damage floor).
b. Court’s Response: Rational basis test was satisfied. Doesn’t matter if there was a potential better solution.
ii. Discrimination (Equal Protection)
1. Argument: Damage caps discriminate between people with $249K worth of damages and those with $251K in damages.
2. Court: Same as above, the legislature has given a rational basis for the cap level, and that is sufficient.
ii. Early Offers and “Sorry Works”

1. Early Offers:
a. Theory: state should pass a statute that says if doctor immediately comes forward after injury and makes a reasonable offer to cover damages, the patient may reject the offer and sue but she will then be barred from obtaining non-economic damages.
b. Incentives: Doctor has an incentive to make an early offer and thereby limit damages. Patient has an incentive to settle (certain offer vs. uncertain trail outcome, where non-economic damages are not allowed).
c. Problems: What constitutes a reasonable offer? Will doctors come forward with offers? Why is taking away non-economic damages justified?
2. “Sorry Works”:
a. Theory: When an injury is reported the institutional actor reviews the file and, if an error is found, the doctor must apologize and the institution will make a reasonable settlement offer. If the patient doesn’t accept the offer and sues, then the institution will defend the doctor to the hilt.
b. Rationale: Encourage patients to settle, deter litigation with vigorous defenses.
c. Benefits: 
i. Doesn’t need any state involvement, although it helps to have an institutional actor support this. 
ii. The doctor gets strong defense in trials, and the patient has an incentive to accept the early offer rather than fighting tooth and nail in an uncertain trail (see above).
iii. Anecdotal indications that this improves relationships with patients, discourages frivolous litigation, and saves money (e.g., a number of institutions, including VA hospitals use this approach).
III. Regulating Providers

1. Physician Licensing

2. Hospitals

a. Quality 
i. Types of Regulation:
1. Licensing: 

a. “Mandatory governmental process whereby a health care facility receives the right to operate.” (1073).
b. E.g., doctors are required to attend an AMA certified medical school in order to practice.

c. Gellhorn’s criticism: licensing creates an artificially limited supply which creates barriers to entry, raises costs, etc., especially when it is done by the profession itself.

i. Critique: The number of doctors per capita has risen substantially over the last fifty years; so is there really a limited supply? Counter: That might merely reflect the increasing complexity of medicine, including the number of available specialties, procedures, etc. It does not disprove the theory that the supply of doctors is artificially depressed by licensing.

ii. Critique: This is an inevitable side effect of quality control. The artificial inflation of medical care produced by licensing is not really so artificial or inflated, because it represents the higher quality care we receive (by accepting only good doctors who have surmounted high barriers to entry).

2. Accreditation [JCAHO]:
a. “Private voluntary approval process through which a health care organization is evaluated and can receive a designation of competence and quality.”
b. E.g., JCAHO (Joint Commission for the Accreditation of Healthcare Organizations) for hospitals, AMA accreditation for medical schools, board exams for doctors.
3. Certification:
a. “Voluntary procedure for health care organizations to meet the qualifications for participation in government funding programs, specifically Medicare and Medicaid.” (1074).
b. Note that typically this is done by private organizations (e.g., JCAHO), but it can also be done by the government. Generally falls somewhere in between licensing and accreditation.
ii. Analysis: 
1. Ex ante vs. Ex post regulation:

a. Examples of Ex Ante: licensing, accreditation, certification, ethical or moral norms (e.g., Hippocratic Oath)

b. Examples of Ex Post: tort, post-utilization review (e.g., managed care)

c. Comparison:
i. Ex post regulation allows you to know exactly what negligence or error or injury has occurred. And it provides future ex ante incentives to modify behavior (e.g., to avoid future tort liability).
ii. Ex ante regulation can prevent harms from occurring, but it does so imperfectly (because you have to predict injuries and can’t account for specifics of cases). However, if the echo back from ex post regulation is imperfect (e.g., doctors are unaware of precise contours of tort liability regimes) ex ante regulation might be more precise.
2. Procedural vs. Outcome-Based Measures:
a. Generally: 
i. Most provider regulation (e.g., licensing, accreditation, and certification) is procedurally driven and not outcome-based. 
ii. But it is easy to imagine a hypothetical form of regulation that would use qualitative restrictions (e.g., only allow a certain rate of mortality in cardiac care, otherwise no accreditation).
b. Outcome-Based Regulation: Advantages
c. Outcome-based Regulation: Disadvantages
i. Risk-Adjustment and Specialization:
1. Some patients are higher risk than others, and organizations would be discouraged from providing care to them.
2. Would also discourage specialization of care, to the extent that this attracts riskier patients.
3. Gaming the System: Hospitals might try to avoid the worst (riskiest) patients in an attempt to improve outcomes. Result is unequal and unavailable care.
4. Response: You could adjust qualitative standards for risk or specialization. But that adjustment would assuredly be imperfect.
ii. Random Shocks:
1. Injuries happen in healthcare. There will be bad outcomes when the underlying behavior is good (and good outcomes even though underlying behavior is bad; “good luck”).
2. Response: Build in a measure of sensitivity to randomness. But this will be imperfect as well.
iii. Uncertain Rate of Outcomes:
1. We do not know the normatively desirable rate of various medical treatments or outcomes. The standard of good medical care changes frequently in response to changing patient populations, innovation, etc.
2. Response: but there are some outcomes that we are certain are bad (e.g., mortality rates) or that presage economic inefficiency (e.g., length or cost of hospital stay) that could be reduced in this way.
d. Note: Report Cards
i. Outcome-based regulation is the underlying goal of medical “report cards,” which seek to give consumers (patients) information about providers by judging or evaluating health outcomes.
ii. Benefits: Encourages competition: Average outcomes rise, public shaming causes low performing providers (doctors or hospitals) to attempt to improve their care.
b. Quantity

i. History:

1. 1946 Hill-Burton Act:

a. Gives federal money for construction of hospitals.

b. Government allocates Federal dollars based on what it perceives to be the need of the area; institutes planning commissions.

2. 1960s Certificate of Need Laws

a. States, beginning with NY, start passing CON laws.

b. This movement doesn’t take off until 1974.

3. 1974 National Health Planning & Resource Development Act.

a. Government gives out public grants for construction of hospitals, and regulates participation in Medicaid.

b. State must pass a CON law (which, for example, will regulate the number of hospital beds in a given region) in order to participate in Medicaid.

4. 1986 Modification by Reagan.

a. Reagan eliminates the requirement for CON laws, and about half of the states repeal them. All the rest keep them.

b. Resulting litigation: How stringent will a state be in enforcing the state plans promulgated to guide the application of CON laws?

ii. Certificate of Need (CON) Laws, Generally
1. Query: Why regulate quantity of hospitals and not other industries (e.g., cement companies, physicians, trucking companies, etc.)?

2. Rationale:

a. Fixed Costs: Hospitals are, in many ways, an irreversible investment. Communities strenuously avoid closing hospitals, so before it is built you should make sure that there is sufficient need.

b. Incentivizes (Over-)Spending: Once hospitals are built there is a strong incentive to generate demand (to recoup fixed costs, above), particularly among patients who have minimal cost-sensitivity (insurance is footing the bill). 

i. Demand is generated by continual capital improvements to attract new doctors and patients, the cost of which for hospitals is subsidized by insurance. 

ii. Since this is hard to stop once it starts, there is a strong incentive to self-regulate from the outset, and make sure the hospital is truly needed.
c. Critique:

i. Insurance companies are not unintelligent. They can impose capital expenditure limitations on hospitals.

ii. AND competition generally solves this problem in other markets, why not here? Is it simply a political issue (don’t like to close hospitals)?

c. Non-Profit Law

i. General Overview:

1. Query: Why do we have non-profits in the first place?

2. Rationales:

a. Promote charitable or socially beneficial activity:

i. This is the most common and oldest rationale. Since the government is in the interest of providing public goods, but it doesn’t know exactly what the public wants, it creates special rules (exemptions) to encourage others to provide those public goods.

ii. Government subsidizes charitable activities, which is a more efficient way of funding public goods.

b. No tradeoff between care and profit:

i. If we worry that for-profits will try to cream skim (only treat the most profitable patients, drive up costs, etc.)…

ii. Then non-profits are not presented with the same incentives to cut corners, because they can’t take home the extra profits.

iii. Critique: But non-profits still must break even to stay in business, so they are still concerned with profits. And there are forms of inurement allowed (e.g., paying high salaries) that push in the other direction.

c. Promotion of Altruism:

i. Argument is that non-profits attract certain types of (altruistic) people that will work for fixed salaries, and forgo greater profits because they get non-monetary benefits from the work of the organization.

ii. Critique: Does it matter whether altruism (medical care) is produced by altruists or non-altruists? (Me) Is this part of a society-wide project to promote altruistic behavior?

3. More Queries: 

a. Coupling: Why do we couple tax exemption with non-profit status? Why not restrict private inurement generally (universal non-distribution constraint), and then provide a tax exemption for charitable organizations?

b. What is charitable: Why are hospitals granted charitable status but not doctors, pharmacies, insurance companies, etc.?

ii. State Law

1. Generally: 

a. Under the U.S. system only states can permit the formation of non-profit organizations, typically by state statute.

b. Two Key Features:

i. Restricted to certain activities:
ii. No shareholders: The organization can still earn profits (where revenue is greater than cost) but there cannot be any individual inurement. Employees must be paid fixed wages.
2. Benefits: 
a. States can provide any benefit that they have control over (e.g., state tax exemption, but not federal tax exemption).
b. State Income Tax Exemption:
c. Property Tax Exemption:
i. This exemption can be substantial, given the size and location of hospitals, and can create a significant burden on the rest of the community. Results in the occasional push to eliminate this exemption.
ii. See Utah County case
d. Sales Tax Exemption: hospitals might be allowed to sell goods (medical devices, prescriptions, etc.) tax-free.
3. Constraints

a. Use of Organizational Resources
i. Basic idea: to restrict the use of resources to charitable purposes, as specifically defined in the organizations bylaws, articles of incorporation, etc.
ii. Two Doctrines: 

1. Ultra vires (“beyond the power”): typically invoked when a hospital is continuing in business and wants to add a new business.
2. Cy pres: 
a. typically invoked when the entire business model will change (conversion). Invoked to ensure that the purposes for which the assets of the non-profit hospital will now be used are consistent with the organization’s original purpose.
iii. Conversion:
1. Rationale for Conversion: The entity is either not sustainable or, more commonly, it simply wants to reorganize itself into (or sell itself to) a for-profit institution. Concern is that the use of non-profit funds are used locally and to serve the same population.

2. Problems: 

a. Low Price: Concern is that the price paid for the non-profit is low, and the seller is not incentivized to bargain for a better price (especially if it is being subsumed).

b. Repaying the Non-profit Benefit: 
b. Duty of Care:
i. Revised Model Nonprofit Corporation Act § 8.30

ii. Business Judgment Rule
1. General Application in Business:

a. Courts don’t want to second-guess business opinions, so this is used.

b. Can be used to second-guess very reckless business decisions (extreme minority view) or, more commonly, to review the decision-making process. Courts evaluate the process, not the substance.

2. Non-Profit Context: the same rule is more or less used in the non-profit situation. Only difference is that an enforcement action is brought by local consumers (e.g., public interest groups) or the state (e.g., attorney general), rather than by shareholders.

c. Duty of Loyalty:
i. General business standard: if there is a financial conflict of interest between the decision-maker’s corporate and personal responsibilities, then this is a duty of loyalty violation.

ii. Non-profit standard: Same as above. Two conditions must be satisfied to avoid a duty of loyalty violation.

1. Disclosure of Conflict:

a. Note that a failure to disclose a conflict does not necessarily void the transaction, but it does raise the bar to satisfy the second condition.

2. Exceptions to Self-Interest (Second Condition):

a. Fair and Reasonable: If the self-interested transaction was objectively fair and reasonable.

b. Approval by Independent Directors: 

c. Approval by the State Attorney General: (only possible in non-profit situations).

iii. Application in Courts: courts are fairly deferential, but they are also idiosyncratic in applying the duty of loyalty.

4. Enforcement: As a practical matter, state attorney generals rarely enforce state non-profit statutes. If there is any enforcement it is spurred by public and media involvement.

iii. Federal Law [§ 501(c)(3)]
1. Statutory Provision: Institutions qualify provided they are organized exclusively for religious, charitable, scientific, public safety, etc. purposes, and so long as no part of their net earnings inure to the benefit of private shareholders.

2. Benefits: 
a. Corporate income tax exemption:
i. This would normally be roughly 30% - 35% of net earnings.
ii. But note the complication: most non-profit hospitals tend to report $0 net income, which indicates that most hospitals don’t find the income tax exemption all that valuable.
b. Accept Charitable Donations:
i. Tax-deductible donations can be accepted, which encourages donations.
ii. However, while charitable donations lower the price of raising capital for non-profit hospitals, they do not play a prominent role in hospital budgets (~1.8%).
iii. But note: Private-Public Discounts
1. Private business may offer lower rates (e.g., 50% discount) to non-profit organizations (§ 501(c)(3)).
2. Rationale: business can deduct donation of goods and services to a non-profit from its taxable income.
3. Result: this might not be a huge benefit for nonprofit hospitals, but it is likely significant for universities, etc.
c. Bond Issuance:
i. Hospitals can raise cash by issuing bonds (“public debt”), and the interest payments from those bonds are tax-free for the hospital.
ii. (Malani) this is likely an important benefit; allows non-profit hospitals to fund construction expenses.
d. Regulatory and Other Benefits:
i. Lenient rules for bankruptcy, research grants, etc.
ii. Remember: These are not tax benefits, but benefits that accrue across other areas.
3. Constraints

a. “Charitable Purpose” under § 501(c)(3):
b. Private Inurement. Intermediate sanctions (1998).
c. UBIT tax § 501(c)(2)

i. Generally: profits made from business activities unrelated to activities that qualify the organization for a § 501(c) exemption are generally subject to federal income tax.

1. Note: if the unrelated business income constitutes a “substantial portion” of the hospital’s total operations it can jeopardize the entire exemption. 

ii. Complications: [pg. 1105]

1. Carle Foundation v. United States (7th Cir. 1980) [pg. 1106, note case]

a. General Rule: Income from non-hospital patients is unrelated to the institution’s exempt function.

b. In this case the nonprofit hospital’s pharmacy sales to outpatients are taxable, even when sold in the building to patients of physicians on the hospital staff.

2. Other Income (IRS Interpretation): 

a. when it comes to garages, cafeterias, gift shops, etc. the IRS does not require nonprofits to pay income tax.  

b. Rationale: those businesses are conducted for the convenience of the patients at the hospital, so UBIT is not applied.

iii. § 513(a)

iv. What counts as “Charitable”? [Hospital Eligibility]
1. Federal

a. History:

i. 1956 IRS Rev. ruling 5685: 

1. hospital must provide free or below cost services

2. this fits with the commonsense understanding of charitable

ii. 1969 IRS Rev. ruling 69-545
1. Modifies the definition of “charitable”

2. Free or below cost services are no longer required; new requirements are an emergency room and participation in Medicare or Medicaid.

3. Note: Challenged in Easter Kentucky (below)

iii. 1983 IRS Rev. Ruling 83-187

1. Further relaxation of the “charitable” requirement

2. Emergency room is now only required if (1) it is needed and (2) you are not a specialty organization
b. Eastern Kentucky Welfare Rts. Org. v. Simon (D.C. Cir. 1974) [pg. 1098]
i. Issue: Petitioners, health and welfare organizations and indigent persons, sue claiming that the IRS revenue ruling (69-545) is invalid and not in accordance with § 501(c)(3).

ii. Hold: The modified Revenue Ruling is not inconsistent with the meaning of “charitable” in § 501(c)(3). (1099).

iii. Analysis:

1. IRS Argument:

a. “Charity” means the general promotion of health, and is analogous to a charitable trust.

b. Critique: But many industries (e.g., gyms, Whole Foods) generally promote health. And they aren’t “charitable.”

2. Court’s Reasoning:

a. Rather than accepting the IRS reasoning, the court looks to a change over time of the medical practice.

b. Medicare / Medicaid: What is important now, for a charitable institution, is not free or reduced care but the participation in Medicare and Medicaid.

i. “In the final analysis, [the 1969 Rule] may be of greater benefit to the poor than its predecessor Ruling [1956]” (1100).

ii. Rationale: The way to care for the poor has changed over time, and the revenue ruling can be modified to reflect this.

c. Emergency Room: because EMTALA requires that certain patients that present in the ER must be treated, regardless of ability to pay, a hospital may actually provide the equivalent of free care (i.e., it may bill but not be able to collect).

c. Rev. ruling 83-187

2. State: Utah County v. Intermountain Health Care (Utah 1985) [pg. 1100]
a. Issue: Will two hospitals receive a state property tax exemption available under the Utah Constitution for “charities”?

b. Held: No.

c. Analysis:

i. Paying Patients: The hospitals have predominantly paying patients, which seems to the court to be an indicator that they are businesses and not charities.

1. Rationale: Charitable exemption provides an edge to some entities over others. Don’t want to give an unfair business advantage to these hospitals.

ii. Usefulness not enough: “The defendants in this case confuse the element of gift to the community, which an entity must demonstrate in order to qualify as a charity under our Constitution, with the concept of community benefit, which any of countless private enterprises might provide.” (1103).

1. See Eastern Kentucky criticism, above.

iii. Medicare / Medicaid:

1. The primary distinction from Eastern Kentucky is that the Court in Utah County does not consider this.

2. Looks primarily at the old, traditional funding model – charitable donations – and finds that the hospitals are not functioning as a charity. It conducted only a small percentage of charitable care, and there was evidence that it denied care to patients that it knew couldn’t pay.

d. Result: No charitable exemption in this case, but this is a minority case which no other state has fully embraced.

3. What counts as “charitable”? [other entities]

a. Generally: IRS is not nearly as lenient with charitable status for other healthcare entities, with the exception of HMOs.

b. HMO Charitable Exemption:

i. Employment vs. Contract: 

1. HMOs, as opposed to other managed care organizations (e.g., physicians groups) tend to employ doctors (like hospitals) rather than contract with them.
2. Critique: Some hospitals don’t employ doctors, and some managed care organizations do, so this concern doesn’t make much sense.

ii. Private Inurement [IRS Rationale]

1. In HMOs doctors are paid salaries, thus there is no inurement to them when the HMO makes a profit. Physician groups and other managed care entities share residual profits with doctors.

2. Query: What if a physician group had employee doctors that were paid a salary? (Malani) no good reason why this wouldn’t be enough to qualify for tax exemption, so the IRS appears somewhat inconsistent.

v. Inurement

1. Harding Hospital, Inc. v. United States (6th Cir. 1974) [pg. 1110]
a. Facts: 

i. Hospital has a relationship with associates (group of doctors organized as a partnership) that provide care for 95% of the hospital’s patients.

ii. Hospital is originally organized as a for-profit, then converts to a non-profit. 

iii. Fees: 
1. Hospital pays a fee to the associates for taking care of patients ($25K then upped to $35K). The associates, in turn, pay a fee to the hospital for rent, office services, etc. ($1K to $35K to $15K).

2. Note: in the end there is a net transfer from the hospital to the doctors.

b. Issue: Can the hospital retain its non-profit status?

c. Hold: No.

i. The hospital does not receive charitable donations, and does not treat charitable patients.

ii. It is simply a shell for the associates, and causes private inurement (“private benefit”).

2. General Counsel Memorandum 39862 (1991) [pg. 1112]
a. Hypo (from the GCM): 

i. Non-profit hospital forms a for-profit corporation (50% ownership by hospital, 50% ownership by medical staff), which in turn creates four limited partnerships.

ii. The limited partnerships (LPs) rent out departments of the hospital, for which they pay a fee.  The LPs pay a fixed fee for renting the space at the hospital, but they also pay a price for the revenue stream of the departments, which is uncertain.
b. Profits and Losses:

i. If the revenue stream is greater than anticipated, the LPs realize a profit. Similarly if the revenue stream is weak then the LPs lose money.

ii. The LPs are owned by the corporation, which means that the profits and losses are ultimately split 50/50 by the hospital and the hospital staff.

c. Rationale: The hospital is trying to incentivize doctors, by encouraging them to share in the success (or the failure) of the hospital. Wants to improve efficiency and cost control.

d. Issue: Is this private inurement? 

e. Hold: Yes. Violates the private inurement / private benefit prohibition. The hospital cannot retain its non-profit status.

i. Private Inurement: 

1. Medical staff gets 50% of the excess profits from the revenue streams. Note that this is different from the medical staff receiving a salary, because the revenue stream is variable or fluctuating.

2. Note: No de minimis exception

a. The IRS says it doesn’t matter that only a small amount of the private benefit goes to the hospital or doctors (pg. 1115).

b. But note remember that the prohibition against private inurement or benefit only applies to those that have control over the assets of the hospital, or that control its policies, etc. Does not apply to, for instance, an incentive-based payment to a hospital janitor.

ii. Private Benefit: 

1. IRS Argument: The scheme has only a private benefit, not a public benefit. Hospitals are gaining market share at the expense of other hospitals, through increased referrals, which does not benefit the public (simply a transfer).

2. Critique: Possible Public Benefits.

a. Continuity of Care: The hospital argues that it produces a public benefit by keeping patients at a single hospital, which reduces transportation time, improves information sharing, etc.

b. Specialized Care: A specialty hospital is not necessarily stealing patients away.

c. Keep Hospitals Open: If this is a better business model for the hospital, and it keeps it from shutting down, this is a public benefit.

iii. Private Inurement vs. Private Benefit:

1. Basic Distinction: Anything that looks like a dividend is private inurement. Anything that is not helping the public is private benefit.

2. De minimis exception: private inurement does not have one, private benefit does.

3. Note: Violation of either can jeopardize non-profit status.
3.  Criticisms of Private Inurement
a. Query: What is the cost of not permitting dividend sharing for non-profits?

b. Stifle Medical Improvement: 
i. An inability to attract the best doctors, and to compete for profits, might fail to  create the proper incentives to always provide the best level of care, and ensure that patient satisfaction (so that new patients come, old patients return).
ii. Critique: on the other hand, this helps to eliminate profit-maximizing incentives which are distinction from quality-of-care incentives.

c. Lower Compensation:

i. Lower salaries (no private inurement) result in less-qualified providers.

ii. Critique: study has found that the base salary of non-profit CEOs was higher than that of for-profit CEOs and that, roughly speaking, the expected value of the two positions was the same. So the compensation is not really any less.

d. Decreased Efficiency of Care:

i. Non-profit does not produce adequate incentives to reduce costs and improve efficiency.

ii. And these benefits might outweigh the marginal reductions in quality of care produced by for-profit incentives.

d. Antitrust Law

i. Overview:

1. Goal: Prohibit transactions that are anti-competitive, that hurt consumers, small companies, etc.
a.  Act: [primary governing statute, Federal]

b. Statutory Provisions: 
i. § 1 – “every contract, combination…or conspiracy in restraint of trade or commerce among the several states, or with foreign nations, is declared to be illegal”

ii. § 2 – “every person who shall monopolize…”

c. Result: Designed to prevent actions that serve no business purpose other than to create or to maintain a monopoly.

i. Note: there is no law that says that you cannot be a monopoly. Sometimes this happens. But you cannot actively attempt to create or to maintain that monopoly.

d. Practical Application: “Unreasonable Restraint”

i. The terms of the Sherman Act are very broad (e.g., “every contract…in restraint of trade…[is] illegal”) but the enforcement is narrower.

ii. Courts generally adhere to an “unreasonable restraints of trade” standard when assessing antitrust.

2. Antitrust as Applied to Healthcare, Background:

a. Pre-60s:

i. Healthcare ignored by antitrust for the most part.

ii. Explanation: Healthcare providers were thought to be a special kind of industry, governed by self-regulating professional ethics and norms (e.g., Hippocratic Oath) and not influenced by antitrust pressures.

b. 1960s:

i. Introduction of private insurance creates a concern: physician-induced demand.

ii. Physicians conducting procedures to generate revenues makes it clear that physicians are susceptible to profit and commercial considerations

iii. The moral hazards that antitrust is concerned with are clearly present, so antitrust regulation in healthcare begins to take hold.

3. Types of Antitrust Investigations: Per Se, Quick Look, Rule of Reason
a. Per Se Cases:
i. Where courts have had repeated encounters with a certain type of scheme which is consistently in violation of antitrust rules then, at some point, a per se rule develops.
ii. Rationale: 
1. Not worth the judicial resources to conduct a full antitrust investigation anew each time.
2. In a particular case the per se rule might be wrong (e.g., the scheme might not be inefficient), but the law will tolerate this because overall this is judicially efficient.
b. “Quick Look” Cases: An in between per se antitrust and a full inquiry into efficiency rationales (“rule of reason”).
c. “Rule of Reason”: Full inquiry into the elements of the allegedly anticompetitive behavior.
ii. § 1 Conspiracy in Restraint of Trade

1. Medical Staff Boycotts [Group Boycotts or “Concerted Refusal to Deal” Cases]
a. Weiss v. York Hospital (3rd Cir. 1984) [pg. 1174, not assigned] 
b. Example: a hospital or HMO barring a doctor from its medical staff.

c. Elements of Sherman Act to Satisfy:

i. Conspiracy:

1. Query: Who is engaging in a conspiracy when a medical provider (Hospital, HMO, physician group) kicks a doctor off the staff?

2. Rule: There is no such thing as intra-firm conspiracy. Conspiracy must be among or between entities, it cannot be within. 

a. Result is that if the medical staff is an organization within the hospital then there might be no problem.

b. But if the medical staff kicks the doctor out not because it benefits the hospital but because it benefits the doctors, then you may have a problem.

c. Q: What is the conspiracy here? Can there be a motivational conspiracy within a group of doctors?

ii. (Unreasonable) Restraint of Trade:

1. Rule: Unless there is a reasonable justification, antitrust laws may apply where trade is restrained.
2. See Northwest Wholesale Stationers (U.S. 1985) [1172, note case]

a. Refusal to Deal Case

b. Held: “the mere allegation of a concerted refusal to deal does not suffice because not all concerted refusals to deal are predominantly anticompetitive.”

c. Quick Look: This case is an example of “quick look” approach, which is an intermediate stance between “per se” and “rule of reason.”

iii. Commerce among the states: 

1. Generally: If just a single doctor is being removed from a staff, a court is unlikely to find that this affects interstate commerce. But in other cases the facts might be different.

2. Price Fixing

a. Generally: 

i. Price-fixing is the purest example of unreasonable restraint of trade. 

ii. Horizontal vs. Vertical Price-Fixing:

1. Horizontal: price-fixing between competitors. A naked price constraint.

a. Vertical: Prices aligned up and down the chain of distribution for the good or service. Note that this is sometimes analyzed under § 2 of the Sherman Act (monopoly).
b. Arizona v. Maricopa County Medical Society (U.S. 1982) [pg. 1201] [Horizontal Price Fixing]
i. Facts:

1. The Maricopa Medical Society contains 750 doctors from the county, which is roughly 70%. They form a group to do three things:

a. Set a maximum fee schedule which specifies the maximum that participating doctors can charge for specific procedures and still get full insurance coverage.

b. Collect and distribute money from insurance companies to doctors; acting as a payment service.

c. Review services provided by doctors to ensure medical necessity.

2. Maximum Price Scheme, More detail:

a. Doctor will only be reimbursed by insurance for fees up to the maximum, although they can charge uninsured patients more if they want.

b. Patients insured by a foundation-endorsed plan are guaranteed coverage only if they are treated by a Maricopa member.

3. Comparison to PPO Plan: 

a. Note that the Maricopa plan looks an awful lot like a PPO plan, at least from the patient perspective. 

b. Distinction: Expensive Treatment:

i. However, because the Maricopa plan only sets a maximum price, it is still possible that alternate providers might charge less.

ii. So, unlike with a PPO, it is not necessarily the case that if a patient receives treatment outside the network it will be more expensive.

c. Distinction: Setting Prices: In a PPO the insurers set the reimbursement rates. In the Maricopa plan it is the doctors.
ii. Issue: Does it matter if the doctors set their own prices, as opposed to the prices for medical services being set by an insurance company or by the state?

iii. Hold: Yes. This constitutes an unreasonable restraint of trade (per se price fixing).
iv. Analysis:

1. Generally, in a price fixing case the risk is that the conspiracy might negatively affect the price (set the actual price above what the efficient price is).
2. Here the concern was that the efficient price (competitive price) was lower than the maximum price, which produced a price effect, and an antitrust violation.

3. Critique (Dissent)

a. There is no evidence that the actual price was greater than the efficient price, or equivalent to the maximum price.

b. Dissent points out that the important inquiry is to discern the efficient price and the actual price, and compare the two.

c. Counter: The maximum price enables the actual price to rise – to creep toward the maximum – irrespective of the efficient price.

v. Arguments in favor of price setting (Doctors) 

1. New Product:

a. Doctors site Broadcast Music (BMI) for the proposition that they can set the price because they are creating a new product (provider pricing scheme that insurers can rely upon).

b. BMI:

i. Artists banded together to sell blanket licenses to all their songs for a flat fee.

ii. Issue: Horizontal price-fixing?

iii. Held: Court held it was not a per se antitrust violation. Applied rule of reason analysis and found an important efficiency gain in the form of a new product (the blanket license, e.g., for use by radio stations, etc.).

iv. Rationale: The bundle is worth more than the individual songs, so there is a new product created that is valuable to consumers.

c. Court’s Response:

i. This is a per se antitrust case, so don’t consider BMI.

ii. Even if BMI is considered, an important feature there was that artists could still sell individual licenses to consumers outside the blanket license agreement.

d. Critique: 

i. Admittedly there are distinctions from BMI, but the real question is whether a new product is created. 

ii. There are efficiency aspects to the Maricopa Plan, but the court generally seems to ignore these.

2. PPOs are legal: The PPO plans are very similar, and nobody contends that they are illegal. So why should the Maricopa plan be treated differently?

3. Complex and Novel Scheme (Justice Powell’s Argument in Dissent)

a. “In a complex economy, complex economic arrangements are commonplace. It is unwise for the Court, in a case as novel and important as this one, to make a final judgment in the absence of a complete record and where mandatory inferences create critical issues of fact.” (1207). 

b. Basically, the per se judgment is not appropriate given incomplete information. The Court should withhold judgment on this complex scheme.

vi. After Maricopa:

1. After the scheme in Maricopa is declared illegal there is an enormous influx of HMOs and PPOs into the county.

2. Inference: The Maricopa plan was indeed acting as a restraint to competition. It was setting inefficiently low prices and thereby keeping other insurers from entering the market.

3. Rationale: Doctors were likely artificially depressing prices to forestall entry of competitors, specifically managed care. 

4. This makes the Maricopa plan look like an example of predatory pricing.

vii. Predatory Pricing:

1. Hypo: 

a. If widgets cost $1, and I have a monopoly, I will charge slightly more than $1 for widgets. But if I sense that somebody is about to enter the market, I can drop my price to $0.50 (below cost) and prevent competition.
b. This happens in airline markets all the time, for example.

2. Query: Is this an effective strategy in the medical insurance market?

a. Dropping prices may be a short-term strategy to eliminate competition in a single market, but unless it is putting insurers out of business altogether (i.e., very broad application of predatory pricing) then the second prices rise again competitors will return to the market.

b. In the meantime, the only thing that happens is that consumers benefit from lower prices. (Malani) this is exactly the Chicago School response.

3. Result: (Malani) Powell’s dissent is on to something. Markets are complex, predatory pricing is a complex phenomenon, and courts are often not coming to the right solutions.

c. FTC / DOJ Approach?

iii. § 2 Attempt to monopolize or maintain a monopoly.

1. Key Elements:

a. The scheme tends to impair the opportunities of rivals
b. AND it does not further competition on the merits, or does so in an unnecessarily restrictive fashion.

2. Vertical Price Restraints by Insurance Company

a. Ocean State Physicians Health Plan, Inc v. Blue Cross & Blue Shield of Rhode Island (1st Cir. 1989) [pg. 1213]
i. Facts: 

1. BC/BS has a dominant position in the Rhode Island market until the Ocean State HMO is formed.

2. Ocean State charges lower prices to patients, and BC/BS begins to lose customers. So BC/BS conducts a three-pronged response:

a. Offers its own HMO option (Healthmate)

b. Engages in “adverse selection pricing”:

i. Charges the lowest rate to an employer if they only offer traditional BC/BS coverage. Charges a medium rate to employers that offer BC/BS and Healthmate alongside a competing HMO (e.g., Ocean State). Charges the highest rate to employers that offer a competing HMO but not Healthmate.

ii. Rationale: minimize BC/BS losses by charging higher rates where they are more likely to be losing customers to competitors. Encourage employers to offer BC/BS HMO as opposed to the Ocean State HMO.

iii. Underlying Rationale: Put a halt to the cream-skimming (“adverse selection”) by Ocean State, who is stealing the lowest risk customers from BC/BS and raising the overall average risk of their remaining customers. 

c. “Prudent Buyer” Scheme: 

i. The same as a “most favored nation” clause, BC/BS will only pay providers, at a maximum, what other health plans are paying in reimbursements. 

ii. Rationale: Demand that it receive treatment that is as at least as good (price-wise) as other plans are receiving.

ii. Hold: No antitrust violation.

iii. Analysis:

1. McCarran-Ferguson Act:

a. The act generally exempts certain businesses, including insurance, from antitrust restrictions.

b. Three Factors that must be satisfied for antitrust exemption:

i. Does the activity involve risk-spreading?
ii. Is it integral to a policy relationship between insurer and insured?
iii. Is it limited to entities within the insurance industry?
2. McCarran-Ferguson Application in this case:
a. Court holds: that the three-part pricing plan (“adverse selection pricing”) is exempt from antitrust scrutiny under the act. However, the “prudent buyer” scheme is not exempt.

b. Rationale: The adverse selection pricing plan is part of the “business of insurance” because it is concerned with “risk-spreading,” which is the business of insurance.

3. Distinction between “Prudent Buyer” and “Adverse Selection Pricing”
a. Prudent Buyer: The scheme affects the relationship between the insurer and the provider (doctors and hospitals), which is healthcare.

b. “Adverse Selection”: The scheme affects the relationship between the insurer and the insured (employer), which is insurance.

4. Evaluation of the “Prudent Buyer” Scheme:

a. Overview: Because this is not exempt from antitrust scrutiny by McCarran-Ferguson, it is evaluated under § 2 of the Sherman Act (maintenance of monopoly).

b. Key Inquiry: Does the scheme promote “competition on the merits”?

i. Held: Yes.

ii. Rationale: If BC/BS is offering the same price as its competitor, then how is that anticompetitive.

iii. Language: “As a naked proposition, it would seem silly to argue that a policy to pay the same amount for the same service is anticompetitive, even on the part of one who has market power. This, it would seem, is what competition should be all about” (quoting from district court opinion, pg. 1216).

iv. Critique: (me) Are there different (i.e., lower) administrative costs that warrant other insurers being able to reimburse at a lower rate? 
iv. Merger Cases

1. Generally: A new cycle of hospital mergers began in the 1990s.

a. Issue: What is the “proper market”?

i. Two queries for “proper market”

1. What is the product?

2. What is the geographic scope of that product?

ii. Rationale for defining the market:

1. There must be a well-defined market in order to evaluate market power.

2. And market power is used to determine whether there is a monopoly.

iii. Note: Even if there is market power the merger might not be rejected, if there are efficiency gains that outweigh the costs and risks of the monopoly.

b. Evaluation of Merger:

i. Define the Market

ii. Determine if there is Market Power
iii. Balance the efficiencies against the monopoly costs.

2. FTC v. Tenet (8th Cir. 1999) [pg. 1220]
a. Facts:

i. Tenet Hospital wants to combine with Lucy Lee Hosp., keep both facilities but consolidate the inpatient beds, leaving Lucy Lee as a long-term care facility.

ii. The antitrust concern in this case here is monopoly: that by merging the hospitals could create a provider monopoly in the market and set inefficient prices.

b. Issue: the product (hospital services) is well-defined, but what is the geographic scope of the market?

i. FTC Approach:

1. Defines the scope as a 50 mi. radius around downtown Poplar Bluff

2. Rationale: 90% of the patients come from within that area.

ii. Tenet Approach:

1. Wants to use a broader geographic scope: 65 mi. radius and an additional hospital in St. Louis (Girardeau)

2. Rationale: 

a. 22% to 70% of patients in the zip codes covered by the area go to other hospitals than the two that Tenet will own.

b. Result: There is competition within the zip code, which means that there is only limited market power.

c. Held: In favor of Tenet. The FTC defined the geographic scope too narrowly and failed to consider the proper efficiencies in denying the merger application.

d. Analysis: Efficiencies

i. Attract better doctors
ii. Provide better medical care
iii. Avoid hospital closure: 

1. from the patients’ perspective it might be better to have one big facility than two small and nearly failing facilities.

2. Natural Monopoly: some markets simply aren’t big enough to support competition, so it is better to merge the hospitals now rather than wait for it to collapse.

3. Merger of Non-Profit Hospitals
a. Argument in favor: They are non-profits, not economically motivated, so they can merge without risk of price gouging patients.

b. Critiques:

i. Inefficiency: 

1. Just because non-profits aren’t profit-maximizing, doesn’t mean that a merger won’t result in inefficiencies.

2. Counter: If non-profits can be inefficient in any case, why will a merger make this worse?

ii. Reduced Competition:

1. A merger inherently reduces competition. Regardless of what the motives of non-profits are, if there is no competition they will behave more inefficiently.

2. Rationale: Non-profits need revenue (although not profit) to survive. If they are on the brink of insolvency, due to competition from other non-profit or for-profit providers, they will be forced to become more efficient to stay in business.

c. General Rule: The Supreme Court has ruled that non-profits are subject to antitrust rules. However, there is not much depth to this conversation. The rationale is, more or less, that non-profits are for-profit hospitals in disguise.

e. Referral Fee Laws [or Referral Fee Statutes (RFS)]
i. Overarching goals:

1. Reduce excess care (e.g., overuse of diagnostic tests; over-utilization) which drives up healthcare spending.

a. Rationale: Referral fees are different from standard price competition in the way they encourage over-utilization.

b. Hypo: If a manufacturer lowers the price on a TV then consumers may buy more TVs, but they receive the savings. In the medical context it is the doctor, not the patient, that receives the discount; and this may not be passed along to the patient.

c. Note on Baseline: The assumption of Referral Fee Statutes is that referrals lead to the provision of more care than the patient wants. This is only true if we assume a baseline of optimal care provision by doctors in the absence of referral fees. If, on the other hand, doctors are capitated (which produces an incentive not to refer, and might result in under-utilization) then without referral fees the activity level (number of referrals) might be sub-optimal. Thus, if we change the baseline it might change our perspective on the “problem” of referral fees.
2. Avoid choice of provider (e.g., diagnostic lab or provider) based on economic incentives (kickbacks) and not medical quality.

ii. Medicare Fraud statute, Hypos [class notes, pg. 90-91, book pg. 1231]

1. Basic Rule: No remuneration in exchange for a referral. That is an illegal kickback.

a. E.g., a doctor refers patients to a diagnostic lab and receives a portion of the fee, either blatantly or disguised as a “consultation fee.”

b. Note: even if the payment is for bona fide services, if it is conditioned on the referral fee it is illegal (See Greber).

2. Stark Act Modification:

a. Hypo: 
i. A diagnostic lab and a group of doctors form a company in which both parties invest and are owners. The company does lab work and the doctors receive a percentage of the profits proportional to their ownership interest .

ii. Important note: What the doctor receives is proportional based solely on ownership interest, and not tied to the amount of referrals that they individually send (even if a doctor referred nobody she would still get the same benefit). Although, of course, there is an indirect incentive for all doctors to refer more.
b. Prior to the Stark Bill [pg. 1235] it was legal to distribute profits from referrals in this fashion.
i. See Hanslester
ii. But this is now illegal as well after Stark.

3. Price Reduction:

a. Hypo: laboratory reduces the prices it charges for analysis.

b. Analysis:

i. Standard concerns about excess care arise. This is different from Wal-Mart lowering its prices because the doctor and patient aren’t paying, Medicare is. Even though an individual test may be cheaper, Medicare may wind up paying more overall.

ii. Critique: If quantity of lab usage goes up, but total payments don’t change (due to price drop), is Medicare hurt?

iii. § 1128 (b)(2) of the Social Security Act

iv. Greber (3rd Cir. 1985) [pg. 1230]:
1. General rule: rejects the earned / unearned distinction (see above and below) as a basis for determining whether or not something is a kickback.

2. Hold: “…if one purpose of the payment was to induce future referrals, the Medicare statute has been violated.” (1231).

v. The Hanslester Network v. Shalala (9th Cir. 1995) [pg. 1232]
1. Facts: similar set-up to the hypo above.

2. Issue: If doctors get a fixed percentage of joint venture revenues, and the percentage is not conditioned on the number of referrals, is that OK?
3. Hold: Yes under Medicare / Medicaid statute; No under Stark.

vi. Stark Bill [pg. 1235]

1. Generally: 
a. Stark Bill extended the reach of federal anti-fraud law. § A(2)(a) imposes a prohibition on ownership interests.

b. but note differences: Stark only imposes civil penalties (no criminal penalties as with Medicare), and has no knowledge requirement.

2. Hypo: Ownership via a spyder stock?

a. E.g., Quest Diagnostics (DGX) is a member of the S&P 500, which means that many doctors have some ‘ownership’ interest in Quest. And many refer patients to Quest.

b. Legal Under Stark: Subsection (c) creates an exception for ownership of publicly traded securities and mutual funds. But if doctor were to invest in a private equity firm that takes Quest private, that would be a problem.

3. Hypo: 

a. A nice doctor waives a co-payment for an indigent patient.

b. Illegal Under Stark: Violation of Medicare Fraud Act prohibition on inducement.

vii. Health Insurance vs. Referral Fee Statutes
1. Kickbacks:

a. Referral Fee statutes prevent diagnostic labs from lowering their prices by providing kickbacks to doctors (illegal). 

b. But health insurance effectively acts as a kickback for consumers (e.g., if an insurer charges a 20% co-payment it is effectively giving patients an 80% kickback).

2. Main Point: both lower the price of medical services (if we assume that lab kickbacks would be passed on to patients in the form of lower prices) and induce over-consumption. 

a. Query: So aren’t both scenarios similarly problematic, and don’t they both present the same moral hazard problem?

b. Result: We must reject one or the other. Either lower prices are good (health insurance) or they are bad (referrals), right? There is a clear tension between health insurance and referral fee statutes.
c. Possible Explanations: 

i. Scope: Insurance applies across the board to a number of situations. Referral Fee statutes apply to a narrow range of cases where we think abuse is exceedingly likely.

1. note on Risk Aversion: that insurance, in its broader scope, also serves the larger goal of satisfying risk aversion. Referral kickbacks solely lower cost, and don’t address risk aversion.

2. Result: this might be one way to reconcile the two seemingly inconsistent approaches.

ii. Tort Liability: Lower prices are good because harms from illegal referrals can be addressed in tort.

3. Improving Referral Fee Statutes:
a. See Hall article, pg. 1237.

b. Two tests with which to evaluate a referral as beneficial or harmful:

i. Earned / Unearned Distinction: Look at fair market value of service provided. If the fee is greater than the value of the service then it qualifies as a kickback.

ii. Impact on Medicare: If it will hurt Medicare than it is a kickback. But certain “referrals” may actually help (e.g., a profit-sharing scheme to help curb over-utilization).

c. Also see Safe Harbors (pg. 1238) that are “deemed legal despite their potential referral incentive.”

f. Drug Regulation

i. General Overview:

1. Chain of control for prescription drugs: Drug Company ( FDA ( Doctor ( Patient

2. Patient Suits:

a. Patient can sue doctor for negligence.

b. Patient can sue drug companies, but only for actions they took with respect to doctors.

ii. Patient-Doctor Regulation

iii. Drug Company-Doctor Regulation

1. Brown v. Superior Court (Cal. 1988) [pg. 360] [majority view]
a. Facts: DES liability case.

i. Drug was marketed as a means to prevent miscarriage.

ii. Patients subsequently argued that it was defective and that they were injured in utero when their mothers ingested it.
b. Issue: Whether a drug manufacturer may be held strictly liable for a product that is defective in design? (360).

c. Strict Liability in Products Liability Setting:

i. Three Possible Bases:

1. Manufacturing Defect
2. Design Defect
3. Inadequate Warnings
ii. Issue in Brown is design defect.

d. Hold: No. “We hold that a manufacturer is not strictly liable for injuries caused by a prescription drug so long as the drug was properly prepared and accompanied by warnings of its dangerous propensities that were either known or reasonably scientifically knowable at the time of distribution.” (365).

e. Analysis:

i. Reasons against liability:

1. Discourage Innovation:

a. Don’t want to impose liability on drug manufacturers for defects attached to new and innovative drugs. 

b. That would either curb innovation and research or lead to drug manufacturers being forced to provide, in essence, insurance for bad outcomes, which would raise the cost of already expensive drugs.

c. Critique: You can make this argument with respect to any new product and products liability. 
d. Counter: Drugs are different in that we don’t always understand exactly how or why they work. Might not be able to change the drug without changing its properties.

2. Agency Expertise (FDA Argument, more general)

a. FDA approval, based on safety and efficacy, is required before a manufacturer can market a drug. FDA also imposes labeling (warning) requirements.

b. Query: So why should there be redundant oversight, through FDA and the tort system?

i. FDA argues that there should not be, and pushed for Federal preemption of tort suits in drug manufacturer cases.
ii. Rationale: FDA, by virtue of its expertise and specialized knowledge, is better positioned to evaluate safety and efficacy of drugs than judges or juries. This will also impose national uniformity on the market.
iii. Note that some states have enacted such tort preemption.
c. Critique: FDA relies on drug company data (not independent data) in making approval decisions, and we want to have some independent review of this.
ii. Reasons for liability: Kearle
1. Kearle case: imposes strict liability unless drug was “unavoidably dangerous.”

2. Critique (by Brown court): this is difficult to implement, and requires complicated inquiries and inconsistent results.

3. Counter: That’s no different from products liability in other cases, where courts undertake difficult inquiries and reach inconsistent results.

f. Strict Liability vs. Negligence
i. Query: Why impose strict liability on drug manufactures for failure to warn, but only negligence standard on doctors?

ii. This might not be much of a distinction since courts usually utilize the learned intermediary rule, which requires patients to go through doctors to sue drug companies. But note a possible exception if drug companies engage in direct-to-consumer (DTC) advertising.

2. Manufacturing Flaws

3. Drugs and Devices

a. § 360k(a) of Food Drugs & Cosmetics Act (FDCA)

iv. Drug Company-Patient Regulation

1. Learned Intermediary

2. Direct-to-Consumer Advertising

a. Advertising

b. FDA Regulations on Advertising

v. FDA-Drug Company Regulation

1. General Overview:

a. Differences from Tort:

i. Temporal: FDA regulation is ex ante; Tort regulation is ex post.

ii. Multi-faceted review: FDA regulation looks at safety and efficacy; Tort regulation only looks at harms.

b. Where applicable?

i. remember that FDA regulation only applies when manufactures want to advertise or market the drug

ii. E.g., Airborne: 
1. packaged very carefully to avoid any therapeutic claims. It is suggestive, but vague enough that there is no need for FDA approval.

2. The Label:

a. 'the original immune-boosting tablet'*

b. 'take airborne to boost your immune system'*

c. *this statement has not been evaluated by the FDA. this product is not intended to diagnose, treat, cure, or prevent any disease.

2. Safety & Efficacy

a. Must be demonstrated to secure FDA marketing approval.

b. Three-stage efficacy trials:

i. Phase I: small studies designed to determine toxicology of drug. Use healthy human volunteers.

ii. Phase II: small-scale studies designed to suggest some efficacy in humans.

iii. Phase III: large-scale studies with treatment and control arms. Attempt to demonstrate safety and efficacy.

c. Background Considerations:
i. Trial Negotiation: Because the trials are so expensive there are negotiations between the manufacturer and the FDA about the size and extent of trials.

1. also note that because of the risk of subsequent tort liability, the manufactures want to do only the bare minimum of trials required by the FDA. All trials must be reported, so there is only downside risk to doing more trials.

ii. Superiority vs. Non-Inferiority Trials:

1. Generally clinical trials compare the proposed drug with a placebo.

2. However, if sick patients are enrolled it may be unethical to give subjects placebos when other approved (and efficacious) drugs are available. So the argument is that the trials should be run with a side-by-side comparison of the new and the old drug.

3. Problem: Different drugs have different side effects. 

4. Possible Solutions:

a. Profile patients that are most likely to benefit from the drug, and test it on them. Note that this can be made easier with genetic testing and segmentation.

b. Require only non-inferiority of new drug, and not superiority. Provided that the new drug is not worse (or only slightly worse) than the existing drug in terms of efficacy and its side effects, it might receive approval.

i. Problem: Need information on existing drug so that FDA doesn’t mistakenly approve a new drug that is worse than placebo. 
ii. Critique: Might just lead to copycat drugs that don’t add anything.
iii. Counter: Copycat drugs lead to price competition, that might actually be a good thing.

iii. Approval for Trials: Unless the trial is for purely research purposes, the manufacturer must obtain prior FDA approval. Will also need IRB approval, and the FDA may require that certain disclosures are made to subjects.

d. Historical Point: Safety
i. In the past the FDA regulated solely for safety. Regulation for efficacy was added later.

ii. Rationale: keep ineffective drugs off the market to prevent desperate patients from falling victim to “snake oils,” which result in them using ineffective (but safe) drugs instead of other efficacious treatments.

iii. Counter: Couldn’t existing fraud laws deal with quackery / snake oil problems?

e. Cost of Drug Regulation
i. Estimated at $200 million per drug to finish approval process, with the primary cost coming in Phase III trials.

ii. Critique: The real cost is much higher, since most drugs don’t actually make it through the approval process. The real cost is closer to $800 million per successful drug.

iii. Query: Is this a reasonable price to pay to protect against “snake oil,” or would the FDA be better off only regulating for safety?

3. Orphan Drug Act (ODA)
a. General Difficulty: 
i. manufacturers look to the size of the patient pool. If there are only a limited number the price of the drug would have to be enormous to recoup the development and FDA approval costs.

ii. Thus, ODA applies to a drug (new or existing) that treats a disease affecting less than 200,000 people.

b. Benefits provided by the ODA: 

i. Seven (7) year marketing exclusivity.

ii. Research & Development expenditures can be credited against taxes owed (effectively a large tax subsidy)

c. Goal: Encourage research on new drugs and to evaluate existing drugs for use in treating rare diseases.

4. PDUFA (Prescription Drug User Fee Act): 

a. Generally: 

i. Requires FDA to speed up drug approval process. 

ii. Money comes from user fees on pharmaceutical manufactures.
b. Criticism:

i. Conflict of Interest: money is coming from the targets of regulation to the regulating agency.

ii. Lower-quality vetting: The reduced time frame might not provide for high quality review of drugs, which might result in the approval of unsafe drugs.

c. Empirical Analysis:

i. After PDUFA, the time for drug review fell 3% - 7%.

ii. Life Years:

1. The faster approval sacrificed 56,000 life-years

2. but the benefit from drugs being on the market quicker was approximately 180,000 – 310,000 life years saved.

3. and note that the study didn’t even consider the added benefits resulting from drug companies doing more research.

iii. Money saved: A separate study found that the PDUFA benefited drug companies by $11 - $13 billion per year.

5. Phase IV Monitoring: Post-approval monitoring

a. FDA has the ability to require post-approval monitoring, and the authority to remove a drug from market if the data warrants it.

b. However, FDA rarely requires this and rarely pulls a drug because of Phase IV results. Drug manufacturers dislike this because it produces only a downside risk (possible tort liability later).

6. Off-label Use:

a. Not directly regulated by the FDA. Generally doctors can use a drug for whatever they want. 

b. The only limitation on this is that the fact that a drug was not approved for a particular usage can be used against a doctor in a MedMal trial. However, doctors can point to common usage as a defense to off-label usage.

c. (Malani): everybody knows that off-label usage occurs, but nobody wants to condone it and courts and the FDA don’t really know how to address it.

7. Rutherford v. U.S. (U.S. 1979) [pg. 833]
a. Case about Regulating Access to Drugs
b. Issue: can the FDA deny terminally ill cancer patients access to unapproved drugs.

c. Hold: There is no implicit exemption to the “safe and effective” language of the FDCA (Food Drug and Cosmetics Act) for the terminally ill. FDA can deny access to the drug.

d. Rationale: Terminal is a “fuzzy label,” and the whole point of the “safe and effective” requirement is to protect all patients. The legislature, if it wants one, will need to create an exemption.

IV. Insurance

1. History of Health Insurance

a. Early History: 

i. 1890s: Hospitals and doctors don’t do much good. Hospitals are primarily a place to die.

ii. Not until the 1920s-40s are hospitals seen as a net benefit to health. There is not much push for insurance.

b. Pre-World War II:

i. Hospitals are on the verge of providing a net medical benefit.

ii. There is emerging demand for pre-paid hospital plans. 

1. Pay a certain amount up front and the user is entitled to use the hospital as much as needed without any additional charge.

2. Rationale: increase hospital usage.

c. Post-World War II:

i. Employers start buying health insurance as a means to provide employees with a fringe benefit, and circumvent wage and price controls. Also note that the government changes the tax code to allow purchases of health insurance, by employers, with pre-tax dollars.
1. Regressive Benefit: poor get a lower discount because they pay a lower percentage of their income in taxes.

2. Implicit Subsidy: currently this is approximately $75 billion, although it varies with the changing tax rate.

ii. As a result, insurers enter the market to sell to employers.

1. Plans are largely offered by Blue Cross / Blue Shield, and by non-profit companies.

2. Generally community-rated plans, although there were some experience-rated plans where employers of high-risk employees paid more.

d. Subsequently:

i. Private, for-profit insurers offer plans to attract lower-risk patients. This “adverse selection” removes healthy patients from the existing system, and leaves BC/BS with increasingly high-cost customers.

ii. BC/BS introduces its own plans to compete for health subscribers, which creates a serious adverse selection problem in the market.

iii. Problem: two groups fall through the cracks

1. Unemployed

2. Retired Employees

iv. Response: Medicare and Medicaid

2. Medicare and Medicaid:

a. Medicare, Generally:

i. An insurance plan for the disabled and elderly.

ii. Funding: employees pay a mandatory payroll tax. When they become disabled or reach sixty-five, they are eligible for Medicaid payments.

iii. Structure:

1. Part A: Hospital Care: Anybody that paid a minimum amount of payroll taxes is automatically eligible.

2. Part B: Doctors (Medical Insurance): Not mandatory. Subscribers must pay a premium.

3. Part C: Medicare Advantage Plans (Medicare Managed Care): 
a. Opt-Out: Medicare beneficiaries given the option (“Medicare + Choice”) to receive benefits of Part A and Part B (and possibly Part D) through private insurers.

b. Rationale: idea was that managed care plans would be beneficial because competition would increase efficiency and result in greater coverage.

4. Part D: Prescription Drugs: 
a. Went into effect January 1, 2006. 
b. Anyone with Part A or Part B coverage is eligible to enroll, and some Part C plans cover this as well. 
i. Plans are approved by Medicare but administered by private health insurers.

ii. Government also facilitates purchasing of Medicare Part D plans.

c. Government Coverage: Not entirely clear what coverage the government will pay for. At present there is a donut hole – an intermediate range of medical expenses where there is no government coverage.

iv. Medigap Insurance
1. offered by private insurers to fill gaps left by Medicare Part A and Part B.

2. note that seniors were often buying duplicate Medigap plans because of confusion about what policies covered which medications. 

3. The government’s response was to create 10 or 11 bins of insurance. Each insurer must identify which bin their plan falls within, and companies are only allowed to sell a “binned” plan. Goal is to reduce confusion.
v. Final Note: Medicare will eventually go bankrupt because the ration of workers to beneficiaries is steadily decreasing, which means the whole program is drastically under funded.

b. Medicaid, Generally
i. Generally: Provides coverage for the poor. 

1. Is an entitlement program, not an insurance program.

2. Result: Is subjected to much more vigorous opposition than Medicare.

ii. Structure:

1. Decentralized structure, funded 50/50 by Federal and state governments.

2. There are Federal structure guidelines, but states can receive a waiver from these and structure their plans as they see fit.

iii. Coverage:

1. States have considerable flexibility over what groups they decide to cover.

2. Generally: coverage is for people under 200% of the Federal poverty line.

3. Notorious Gaps in Medicaid: 
a. Men: Medicaid is historically targeted at women and children, so unmarried, childless men are often excluded from coverage.

b. Women and Children: Because of income cutoffs, the uninsured women and children are those who are above 200% of the Federal poverty line but do not have jobs that are sufficiently skilled to provide employer-paid health insurance. Note that the uninsured are not the very poor, they are the upper lower class or lower middle class.

4. Medicare and Medicaid: Overlapping Coverage

a. If you are poor and old then Medicare will pay your Medicaid premiums.

b. Also, since poverty is often caused by illness (e.g., HIV), many disabled patients on Medicare eventually become Medicaid eligible as well.

5. Old Age Care: 

a. Initially a spouse will pay for nursing home care. However, once joint assets decline sufficiently then Medicaid will kick in.

b. Result: Aging of the population is causing a rise in Medicaid expenditures, as the number of elderly poor increases.
3. Managed Care: 

a. General Overview: Rising Healthcare costs and the need for Reform
i. Concerns about rising healthcare costs:

1. Healthcare spending growing faster than spending in the rest of the economy.

2. United States spending more than other countries but (allegedly) getting less bang for the buck 
a. Critique: [compare study by Cutler, above that suggests we are getting good value on healthcare investments]

3. Worry about inefficient medical spending.

4. Things might get worse (growing population, rising levels of obesity, etc.)

5. Unnecessary or cost-inefficient technological innovation 
6. Astronomical expenditures in last few months of life
a. (me) No cost-sensitivity on the part of patients, and no willingness to engage in rationing of healthcare dollars.

7. Subsidization of research & development for other countries
a. Drug companies charge more in the U.S. than elsewhere, because there is no single payer negotiating to keep costs down.
b. Note: This is not necessarily a subsidy (or transfer) from the rich to the poor either.
ii. Benefits (some defenses of rising healthcare costs)
1.  Good value: e.g., Cutler study, above. Healthcare expenditures are, on average, worth the cost.
2. Creates jobs in the healthcare sector
3. Voluntary increase: consumers aren’t forced to spend money on healthcare, so perhaps the growth is an indication that the spending is productive.
4. Increase in longevity: which makes other investments (e.g., in training, education) more valuable because there is a greater lifespan over which to realize returns.
b. Healthcare Reform Plans
i. Goals: Address the two biggest problems of our current healthcare system: the uninsured and the rising costs.
ii. Clinton Plan:
1. Four main components:
a. Employer Mandate: 
i. large employers must pay for 80% of a pre-determined standard plan
ii. subsidies provided for smaller employers.
b. Defined Standard Plan: which employers can pay for with pre-tax dollars, as at present.
c. Federal Oversight: limited oversight with respect to prices and coverage.
d. Regional Health Alliance:
i. Give a role to the states whereby they create cooperative insurance markets within each state.
ii. Private insurers can offer plans, but the state runs the marketplace for those plans.
iii. Also: Any state can choose to adopt a single-payer system within the state.
iv. Goal: Create ‘managed competition’ among health insurance plans.
2. Criticism and Downfall: Backlash partly fueled by the perception that this was an attempt by the government to take over competition.

3. Conciliation Prize: HIPAA
a. Portability Provisions: Allow employees to carry insurance from one employer to another.

i. Concern: Job lock. Pre-existing medical conditions lock employers in a particular job (inefficient) because they fear losing medical insurance if they change.

ii. Response: Ensure portability by mandating that insurance companies can only enforce pre-existing condition exclusion for 12 months. And that exclusion applies across insurance companies (i.e., each individual has to pay the 12-month tax only once).

b. Regulations and Reforms for small group insurance providers (employers with less than 50 employees)

i. Employers must accept all applicants

ii. Must accept all renewals (but can change the price charged. But see (iii), below)

iii. And the employer cannot charge a different price to different employees.

c. Regulations for individual insurance purchasers
i. Insurers must provide insurance to all individuals within the state that have had insurance at least once in the 18 months prior.

ii. No exclusions allowed for pre-existing conditions.

d. Rationale of (b) and (c): make it easier for individuals and employees of small employers to obtain insurance.

iii. Health Spending (Saving) Accounts (HSAs)

1. Allow pre-tax money to be spent on healthcare (less than $5,000), coupled with catastrophic insurance.

2. Goal: 

a. Reduce healthcare spending by making people more responsible for the first $5,000 of healthcare spending. 

b. Reduce the price of health insurance, because catastrophic insurance alone is cheaper than full-coverage health insurance.

3. Rationale:

a. For expenses below $5,000 you are not really dealing with insurance so much as anticipated expenses.

b. These are things like routine health and dental expenses, which are not catastrophic and not unexpected. So use HSAs as something like a pre-payment plan.

4. Desired Result:

a. More individual cost-sensitivity in healthcare.

b. More small employers offering insurance.

5. Benefits: Pre-Tax vs. Post-Tax

a. Unemployed (or employees whose employees don’t provide insurance) can now use pre-tax dollars to pay for healthcare spending, whereas under the current plan they must buy health insurance with post-tax dollars.

b. Note that for employees with employer-funded insurance, nothing changes. Either way they are paying for healthcare with pre-tax dollars.

6. Empirical Research:

a. Rand study suggested as insurance increased in coverage people tended to get more care.

b. But one economist had a different interpretation of the data: HSAs discouraged people from going to the doctor, but once they did go they received just as much care.

i. Result: HSAs will not operate to keep doctors from over-prescribing care.

ii. Explanation: Once in the doctor’s office patients aren’t going to second-guess doctors, and doctors are still not paying out of pocket for care so they will not change their prescription habits.

iv. Romney Plan (Massachusetts Plan)
1. Rationale: Cover more uninsured without increasing government expenditures by simply mandating insurance.

2. Interpretation of Data on Uninsured:

a. Mass estimated that approximately 40% of the uninsured were ex ante health, could afford insurance, but simply didn’t buy it and went to the emergency room for care (and then didn’t pay ER bills).

b. Result: If they can be forced to buy insurance then the system can generate cost savings within the system (by bringing more health, but previously uninsured patients into the pool) and reduce ER expenditures (by moving care away from the ER and to more cost-efficient locations). And those savings can then be used to pay for health insurance for the legitimately uninsured, without increasing overall government spending.
c. Critique: WSJ editorial estimated that only 1% of patients nationwide that went to the ER and then didn’t pay their bills could otherwise afford health insurance. Conflicts with Mass. assumption.

3. Structure:

a. Mandatory Insurance: 

i. for all residents by July 1, 2007. Start paying a penalty (50% of the insurance premium) in 2008 if you don’t have insurance.

ii. Rationale: Clear incentive to purchase insurance. Otherwise you are throwing away half the cost of health insurance.

b. Employer Mandate (Fine):

i. All employers with more than 11 workers must provide insurance or pay a fine of roughly $300 per employee per year.

ii. Moreover, if an uninsured employee goes to the ER more than three times, and the expenses exceed $50K in total, the employer will be charged for the expenses (catastrophic result).

iii. Rationale: give employers clear incentives to provide employee health insurance; allow state to recover ER costs from employers.

c. Connector Marketplace:

i. A state-run marketplace for insurance plans, although not an insurance plan itself (see Clinton plan, above), where employers and individuals (self-employed or unemployed) can go to purchase insurance.

ii. Features:

1. The connector will be a gap-filler in that it will offer insurance plans that aren’t being supplied by private insurers and competition in the market (e.g., organize high-risk plans, subsidize plans for the poor).

2. For the purposes of complying with Federal portability requirements, the Connector can be reported as an insurance plan itself (e.g., a connector plan in MA counts as insurance coverage under HIPAA if you move to another state).

d. Shift Current Funding:

i. Shift some of the $385 million in Federal funds allocated to hospitals as a subsidy for ER care to people who truly need it.

ii. This money will be used to subsidize certain connector plans (above) and provide other healthcare benefits for the uninsured and poor (see below, Medicaid)

e. Medicaid
i. Increase Medicaid funding for children.

ii. Note: This was a separate, stand-alone component designed to get another group of constituents to sign on to the plan.

f. Deregulation of Insurance Market:

i. Specific measures will lower insurance premiums, make it easier people to get insurance. Critique: Might result in less expansive coverage.
ii. Specific Measures:

1. Relaxation of “any willing provider” law:

a. Normally any provider organization (e.g., HMO or PPO) has to accept into its network any willing provider (e.g., doctor) that meets the basic qualification requirements.

b. Critique: Can’t keep out inefficient or high-risk doctors.

c. Relaxation: Allow HMOs to engage in more targeted selection, which enables screening of costly doctors, which helps lower premiums.

2. Maximum Allowable Deductible:

a. Raise the maximum that an insurer can charge as a deductible on a plan (e.g., from around $1,000 to nearly $3,000) which results in a correlated drop in insurance premiums.

b. Note: Premiums drop only because there is no less insurance offered, and it more closely resembles catastrophic insurance. Nevertheless, this expands the range of plans that can be offered.

3. HSAs?
a. ERISA preempts state regulations that relate to employee benefit plans.

b. Q: HSAs might be used with the Romney plan if ERISA preempts it from applying to employer’s self-funded insurance plans. 

4. Young People:

a. Relax a rule that prevented insurers from creating an insurance plan targeted at young people, which provided less coverage and therefore lower premiums.

b. Rationale: Want to provide affordable, attractive health insurance for young people (including young and promising employees) so that they can be attracted to MA and kept from leaving MA.

c. Critique: 

i. If the plans are narrow enough that injured young people wind up in the ER because the plans don’t cover their illness, how does this address the fundamental problem?

ii. AND (me) how likely is it that young people are making career or location decisions based on the comparative cost or availability of health insurance plans? 

4. Enforcement v. Reform
a. Query: Why don’t hospitals simply pursue (e.g., debt collection) non-paying patients, rather than having the state attempt to adopt this complicated healthcare reform plan?

b. Explanation: This makes for bad press (prosecuting poor people) and may jeopardize charitable status.

5. Analysis of the Romney Plan: Employer Mandates
a. Romney plan originally proposed not to use employer mandates.

b. Critiques of Employer Mandates:

i. Might drive employers out of the state. Might have an especially large impact on small businesses, which are always politically salient.
ii. Might introduce less cost-sensitivity among patients, leading to higher costs:

1. This depends on whether you think health insurance generally is good or bad for healthcare costs.

2. If you think it is bad, then by forcing a substantial number of people who were paying out of pocket to switch to insurance, you might drive up costs. If it is good, then this switch will lower costs.

3. Empirical question: not clear how many of the uninsured were actually paying out of pocket for care, so not clear how large this moral hazard problem (people paying with insurance dollars instead of out of pocket) is.

4. (me, broadly speculative): This is a first step toward moving away from employer-provided healthcare. Not announced as a goal of the Romney plan, but this is a logical first step in that direction.

iii. Narrower coverage. Individual mandates might provide more comprehensive coverage, because they include unemployed (a large percentage of the unemployed).

c. Advantages of Employer Mandate (as opposed to individual mandate)
i. An individual mandate might drive individuals out of the state.

ii. An employer mandate is administratively easier to implement.

iii. “Crowd-Out Problem”

1. Avoids the “crowd-out problem” of an individual mandate.

2. If individuals are forced to buy health insurance then employers might be less likely to provide it (unless forced to, as in MA plan).

d. Query: Who is more sensitive to healthcare costs and requirements, individuals or insurers? An empirical question with no real answer yet; can argue either way.

v. Managed Competition [case book, pg. 1042]

1. Structure
a. Minimum Health Plan:

i. The fundamental mechanism is the Minimum Health Plan: a “least expensive health plan” that provides very basic, Spartan coverage.
ii. The minimum health plan is uniform across coverage groups. And employers, including the government, can only pay for the minimum health plan with pre-tax dollars. Any insurance bought (whether by individuals or employers) beyond that must be paid in after-tax dollars.
iii. Rationale: Caps employer compensation, and partially closes the tax loophole to produce extra revenue for the government.

b. Regional Organizations and Connector:

i. Creates regional organizations (e.g., health insurance purchasing cooperatives) that oversee and operate the restructured insurance market and help consumers make better-informed choices of standardized plans. This is much like the connector from MA plan.

ii. Problem: This segmentation only works well if the segments are large enough to support a healthy insurance market.

c. Government Subsidy for the Poor: Enable everybody to afford the basic plan.

2. Goal: Introduce greater consumer price-sensitivity. 

a. Force patients to internalize costs.

b. Current system hides marginal costs of health care beneath a premium. And the premiums themselves hide the full cost, because they are subsidized through wages (i.e., employers paying pre-tax dollars to subsidize employee premiums).

vi. [see “Alternative (International) Health Care Proposals” for discussion of Canada, Germany, and UK alternative health insurance regimes]

c. History of Managed Care:
i. Rise of “Managed Care”:

1. After adoption of Medicare (which is an indemnity insurance plan (see below), and which utilized cost-based reimbursement) in 1965, the massive increase in health insurance expenditures resulted in the government taking an interest in managed care.

2. HMO Regulation: 

a. The early response was state enabling statutes
b. These were followed by the Federal HMO Act of 1973
i. Generally: this was, more or less, a gift to HMOs.
ii. Structure: 

1. An insurance company that met certain requirements (below) could label itself an HMO.

2. Employers with more than 25 employees were required to offer at least one federally certified HMO option. (note: this condition of the HMO Act repealed in 1995).

iii. Rationale: HMO Act provided market access for insurers. Lowered the barriers to entry.

iv. Requirements (to become an HMO):

1. Minimum Benefit Requirements
2. Solvency Requirements (certain amount of capital must be in stock)

3. Provision of ER Coverage in a more generous way than most HMOs did at the time.

4. No-gag clauses: Providers that were part of a Federal HMO were not prohibited from disclosing financial incentives utilized by HMOs to their patients.

3. Medicare as an HMO:

a. The introduction of HMOs to the insurance marketplace was still not enough to contain costs, so Medicare itself (remember: Medicare is a health insurance scheme) began to engage in capitation.

b. “Prospective Payment Systems” (1983)

i. Medicare uses a modified form of capitation called “Diagnostic Related Groups” (DRGs), which pay providers a fixed sum per patient for a specific ailment or treatment.

ii. DRGs Explained:

c. “CPT Codes” (1992)

i. DRGs are expanded to Medicare Part B.

ii. Now they apply to doctors as well as to hospitals.

d. [note: this section links with the “Provider Reimbursement” section, below, where DRGs, etc. are discussed in more detail.]

4. AMA’s Model Patient Protection Act
ii. Indemnity Insurance
1. The first healthcare plans were indemnity plans: Used a cost-based system much like in auto insurance, where the insurance plan pays the cost of the procedure, as reported by the doctor.
2. Moral Hazard Problems:
a. Provider Driven Demand: If the insurance company pays for anything the provider submits, the provider will simply charge more (per procedure, and perform more procedures).
b. Patient Driven Demand: Patients consume (demand) more care because they aren’t paying out of pocket. They exhibit no cost-sensitivity themselves.
iii. Reforming Indemnity Insurance:
1. Generally: The problem with the old model was that costs kept on rising, so premiums kept rising. There was a clear need to control for the moral hazards (above).
2. Control of Provider Driven Demand:
a. Institute capitation (or risk pools)
i. Capitation Generally: The insurance company pays a provider a fixed amount per patient per unit time (e.g., month, year). 
1. If the patient’s care costs less over that unit of time the doctor keeps the difference, and can either pocket it or use it subsidize other, high-cost patients. 
2. If the patent’s care costs more then the doctor must make up the difference herself.
3. note: In this way the doctor herself functions like an insurer.
ii. Group Capitation: capitate a group of doctors, rather than a single doctor, which allows for risk-spreading (pooling) among the entire group of doctors.
iii. Goal of Capitation: incentivize doctors to internalize the costs of providing treatment, which encourages them only to provide the efficient amount.
iv. Critique: Does it encourage them to provide the efficient amount or does it create economic incentives to under-provide treatment?
b. Utilization Review:
i. Generally: ex post method of curbing moral hazard by evaluating the prescription of treatment to determine whether it was necessary.
ii. Note: there can be either prospective utilization review (which is actually ex ante) or retrospective utilization review.
iii. Critique: As above, with capitation, the concern is that creating incentives to reduce quantity will lead to an undesirable reduction in quality.
iv. Response: Insurance companies can just set optimal incentives:
1. Information problem: insurers might not have the proper information to set optimal incentives.
2. Incentives to lower costs (more sinister argument):
a. Insurers have an incentive to set the lowest quantity / quality mixture that they can get away with, because they have already collected their money (premiums) from subscribers.
b. Whereas society (including patients and doctors) might be concerned with a normatively desirable mixture of quantity and quality of healthcare services, insurers are concerned solely with the bottom line.
3. Control of Patient Driven Demand:
a. Limits on selecting a provider: only allow subscribers to see doctors within the managed care plan, which restricts their choice of doctors to efficient (“managed”) doctors.
b. Payment Reform:
i. Introduce co-payments and deductibles.
ii. Rationale: move some of the financial risk away from the insurance company and onto the patient, which provides some level of incentive to manage their own care by introducing cost-sensitivity.
iii. Critique: If you shift the financial risk back onto the patient (or to the doctor, for that matter) all that has really happened is that insurance has been reduced.
1. Remember: One answer to this sort of moral hazard problem is, as always, to simply not provide insurance.
c. Gatekeeping: Utilize doctors as gatekeepers. They are incentivized to reduce care (e.g., capitation) and patients are required to obtain approval from their doctor before seeking further care. Serves to reduce overall utilization.
d. Experience Rating: Experience rating of individual patients, not the group, creates incentives to spend less on healthcare. But note that this is an ex post response to utilization of care, and might not be fully effective.
iv. Three Types of Managed Care Plans
1. Managed Indemnity:
a. Generally uses co-payments, deductibles, etc. to introduce some degree of cost-sensitivity among patients. May also engage in some amount of utilization review.
b. Note that today almost all plans are managed indemnity plans at a minimum, insofar as they use co-payments and deductibles.
2. Preferred Provider Organization (PPO)
a. Generally PPOs use the methods described above (capitation, utilization review, co-payments, etc.) to reduce moral hazards and limit costs.
b. Choice of Provider: PPOs don’t restrict choice of doctors to the same degree that an HMO does. They will allow you to go “out of network,” but it will result in a higher co-payment. HMOs typically will not pay at all.
3. Health Maintenance Organization (HMO): 
a. Generally HMOs use all of the cost-control mechanisms described in the previous section.
b. Different types of HMOs [case book, pg. 453-454]
i. Staff Model (Exclusive Employees): Doctors are exclusive employees of the HMO and are paid a salary.
ii. Group Model (Exclusive Non-Employees): Doctors are exclusively affiliated with on HMO, but they are independent contractors and not salaried employees.
iii. IPA Model (Non-Exclusive, Non-Employees): 
1. “Large contractual network of physicians who maintain practices in their own offices and see patients with many different types of insurance.
2. The key distinction from the group model is that doctors in the IPA model have a non-exclusive relationship with the IPA HMO. The doctors can sell their services to any number of providers.
iv. Network Model (Hospitals and Doctors):
1. In this model hospitals get together with doctors to aggregate their provider services, and then contract with an HMO to provide care for the HMO’s subscribers.
2. Note: that there is no exclusivity requirement here (doctor/hospital combinations can serve multiple HMOs). Also, the hospital often acts as the intermediary between the HMO and the doctors.
c. Note on Categorization of HMOs:
i. Courts typically use these different HMO models to make determinations of vicarious liability.
ii. (Malani) This is a nonsensical approach by courts because it adds extra complexity. It would be much simpler, rather than treating HMO structures as a proxy for employee / independent contract distinctions, to just look at the underlying doctor and determine whether or not she is an employee for vicarious liability purposes.
4. HMO Tort Liability

a. Vicarious Liability

i. Query: if a doctor is guilty of negligence (MedMal), can the insurance company be held vicariously liable?

1. Relevant Inquiry: is the doctor an employee of the insurer?

2. De Facto Employee test: Regardless of how HMOs categorize doctors, courts will look to what they actually do and how they are treated by the HMO.
ii. Boyd v. Albert Einstein Medical Center (Penn. 1988) [pg. 442]

1. Facts: 

a. Patient receives HMO insurance through husband’s employer. Goes to the doctor (Rosenthal) for a lump in her breast. Doctor refers her to a specialist (Cohen) who does a biopsy, but punctures her chest wall and causes bleeding.

b. Patient returns home with pain mediation. Symptoms worsen and she returns to the hospital where she is diagnosed (by Rosenthal) with Tietz’s syndrome, and given more pain medication. She calls again and is prescribed more pain medication (without reexamination), and then ultimately dies. Estate sues and argues vicarious liability.

2. Hold: The trial court’s grant of summary judgment in favor of the HMO was improper. Remand to the jury for consideration of “ostensible agent” relationship.

3. Analysis:

a. Relevant Facts:

i. Patient was required to choose a physician from the HMO-approved list.

ii. Patient pays the HMO directly, not the doctors. Payment is transferred to doctors via capitation payments.

b. De facto Employment
i. Thus, from the perspective of the patient the relationship between HMO and doctor looks like an employment relationship.

ii. Therefore this is a de facto employee relationship (“ostensible agency” theory)

4. Outcome of Boyd:

a. What Boyd taught HMOs was how to make their physicians not look like employees.

b. Unless the HMO is a Staff Model, it is unlikely these days that patients will be able to reach the HMO on a vicarious liability theory. Note: there are even some states that have statutorily exempted HMOs from vicarious liability.

5. Result: It is much easier to make a vicarious liability claim against a hospital than an HMO.

b. Direct Liability

i. Differences from Hospital Direct Liability

1. Hospital Direct Liability:

a. Non-delegable duties (Adamski)
b. Hiring (Miseracordia)
c. Supervision (Darling)

2. HMO (Insurer) Direct Liability:

a. Non-delegable duties: Does Not apply. HMOs are not in the medical treatment business so they do not have non-delegable duties.

b. Hiring: Does apply. 

i. Patients can sue HMOs using a directly liability theory for negligently hiring a bad doctor.

ii. However this is complicated by states that have “any willing provider laws,” although such laws won’t exempt insurers from ensuring that doctors meet the minimum requirements of those laws.

c. Supervision: Very difficult to get in the hospital case (See Darling) so it is going to be even more difficult (Malani: impossible) in the HMO case.

ii. Wickline v. State (Cal. App. 1986) [pg. 446]

1. Facts:

a. Patient (Wickline) sues Cal. Medicaid program (“Medi-Cal”), but not her physician, for negligently causing premature discharge from the hospital, resulting in complications that eventually necessitated amputation of her right leg.
b. Patient alleged that the amputation was due to Medi-Cal withholding authorization for her continued hospitalization. 

c. Doctor concluded that, after lumbar operation, a hospital stay of eight days was “medically necessary.” Medi-Cal “on-site nurse” disagreed, passed the request to an off-site consultant who, without examining the patient, granted an extension of four days. 

d. Doctors do not make a second request for an extension and Wickline is discharged after four days. Patient ultimately has to have her leg amputated which, in the doctor’s opinion, wouldn’t have happened if she had stayed in the hospital the full eight days.

2. Issue: Is an insurer (e.g., Medi-Cal) liable for a harm that is allegedly caused by its cost containment measures affecting the implementation of the doctor’s medical judgment?

3. Narrow Holding: “Medi-Cal did not override the medical judgment of Wickline’s treating physicians at the time of her discharge. It was given no opportunity to do so. Therefore, there can be no viable cause of action against it for the consequences of that discharge decision.” (452).
4. General Rule: Insurers cannot impose irresponsible or unreasonable cost-containment procedures that lead to inappropriate medical decision-making by doctors.

5. Analysis: 

a. Coverage Decisions vs. Medical Decisions
i. Concern: All coverage decisions cannot be construed as medical decisions, otherwise all insurance decisions would be subject to MedMal. And we want to allow insurance companies to place some limitations on coverage.

ii. Court Analysis: 

1. It was not unreasonable for the insurer to say “after four days, come back to request another extension.” 

2. In the intervening time the doctor (and insurer) could collect more information on the patient’s condition and make a better decision about the second four days after the end of the first four, rather than making a decision about all eight right up front.

3. Critique: (me) There will always be an ability to segment requests like this (Xeno’s paradox). 
a. Where is the line drawn at which point it is no longer reasonable for the insurer to require the doctor to continue to request further (small) extensions? 

b. (Malani): this would be an unreasonable cost-containment procedure and therefore create liability.
b. Physician Duty:

i. Doctors must ask for an extension if one is necessary. They have a duty not to be intimidated by insurers, and to protest coverage decisions.

ii. In this case, because the doctor did not request another extension after the first four day hospitalization required, there was no opportunity for the insurer to affect the doctor’s medical judgment. So no liability for Medi-Cal.

iii. Note: the doctor’s aren’t actually being sued here, so this language is dicta.

c. Key Decision in this case: Doctor unwilling to indict himself.

i. Plaintiff chose not to sue the treating physician, so that he could act as an expert witness against the insurer (Medi-Cal).

ii. However, the physician was still unwilling to indict himself, thus he testified that it was within the standard of care to discharge the patient after four days.

iii. This creates a problem: Difficult to argue in court that it was OK for the doctor to discharge the patient after four days but it was negligent for the HOM to refuse to approve a hospital stay longer than four days.

d. Note: in a different case, with different facts, a court might be more sympathetic to this sort of liability theory.

iii. See also state statutes that require ordinary care or independent review rights.

1. e.g., statutes in Aetna v. Davila (U.S. 2003) [not in book, discussed in class] (see below)
a. Facts: Texas statute required HMOs to use a standard of ordinary care when making coverage decisions. 

b. Held preempted by ERISA, at least with respect to “employee benefit plans.”
2. e.g., Rush Prudential HMO v. Moran (U.S. 2002) [pg. 953, note case]
c. Other Theories of Liability

i. Implied Warranty: Sullivan v. O’Connor (Mass. 1973) [pg. 343, 457, note]
1. Facts: Plastic surgery (nose) case, see above.

2. Hold: There must be an explicit claim in the contract in order for there to be implied warranty. Then you can get foreseeable damages.
ii. Direct Contract Claim: If HMO fails to follow its own procedures. Punitive damages might be avail.

iii. RICO Liability:

1. Generally: Basically a racketeering claim. Conspiracy to commit some sort of fraud.

2. Query: Is an HMO a conspiracy to withhold particular economic benefits?

a. If this can be established treble damages are available, as well as criminal sanctions.

b. AND, because RICO is a Federal statute, there is no need to worry about ERISA preemption (below).
3. See Maio v. Aetna
a. Case in Florida. Problem was that nobody had actually been denied benefits. Harm alleged was dismissed as “vague” and “too hypothetical.”

b. (Malani): these cases haven’t really taken off, and Malani doesn’t think they will work.
iv. ERISA (Fiduciary Duty): Pegram v. Herdrich (see below)
5. ERISA

a. Background:

i. Pensions: 

1. Typically an employer would set up a pension fund for employees, gather contributions, and invest it. Pensions designed to contribute to economic security of workers after retirement.

2. 1960s saw a number of notable fraud and corruption cases involving employee pensions, which left a number of workers without benefits. This became a politically salient issue.

ii. Congressional Action:

1. Congress decided to act, but it took them (of course) a long time. They crafted a plan targeted primarily at pension funds but written to cover all “employee benefit plans.”

2. ERISA:

a. Imposed fiduciary duties on the management of employee benefit plans. If violated the claimants can go straight to Federal court for compensation.

b. Compensation: 

i. Limited remedies to the benefit that was promised initially under the pension plan, or to equitable remedies. No damages available.
ii. Rationale: If damages are awarded for pension violations that money will inevitably be drawn from the pension fund itself. This only compensates some workers for “damages” at the expense of the pension payments of other workers.

iii. “Health Benefits” Not Considered
1. Basic design problem is that ERISA did not consider health benefits because, at the time, Congress didn’t conceive of the important role that health benefits would play as an “employee benefit.”

2. Result: ERISA Preemption

a. In the following decades there have been a number of ERISA cases involving insurance companies. These cases come up when states attempt to impose rules or restrictions on health insurance and managed care plans.

b. Insurers respond by hiding behind ERISA, which carved out exclusive jurisdiction (and limited remedies, especially when compared to state laws which allow for damages) over “employee benefit plans.”

3. Perverse Result: ERISA is doing the opposite of what it was intended to do.

iv. Possible ERISA Solution: Liability Insurance

1. Query: (me) Why not require employee benefit plans to carry liability insurance to protect against state imposed liability measures, rather than simply offering a blanket liability protection?

2. (Malani)

a. Historical answer: We do not do this because ERISA was the result of high-publicity pension plans going bankrupt in the 60s. At the time the insurance market against malfeasance (liability insurance) wasn’t well developed, so the easiest thing to do was to just limit liability.

b. Normative answer: This does not suggest that we should not do this. Malani thinks that, probably, we should, but it is very, very difficult to engage in pension reform here.

b. Preemption

i. Implicit Preemption: § 502(e)(1) [29 U.S.C. § 1132(e)(1)]:
1. “District Courts of the U.S. shall have exclusive jurisdiction of civil actions under this chapter.”

2. Preemption: 

a. § 502(e)(1) makes it clear that ERISA actions must be brought in Federal court. This leads to preemption because of…

b. Aetna v. Davila (U.S. 2003)

i. Facts:

1. HMO denied certain benefits. Patients sue under a Texas law which requires HMOs, when deciding whether to deny benefits, to employ a standard of ordinary care.
ii. Hold: Texas “ordinary care” statute preempted because the same suit could have been brought under ERISA.

iii. Rule: Any claim that could have been brought under ERISA must be brought under ERISA. Implicit preemption.
3. Result: A claim can still be brought under ERISA, but in many cases the remedies will be limited.

ii. Explicit Preemption: § 514 [29 U.S.C. § 1144]
1. Relates-to Clause [§ 514(a)]

a. Statutory Provision: “Except as provided in subsection (b) of this section, the provisions of [ERISA] shall supersede any and all state laws insofar as they may now ore hereafter relate to any employee benefit plan….” (emphasis added).

b. General Overview:

i. “Employee Benefit Plan” Definition

1. Distinguishes self-funded employee plans (“group health plan”) from health insurers:

2. Health Insurer:
a. Definition: You know you are a “health insurer” if…

i. You are “licensed to engage in the business of insurance in the state”

ii. AND you are not a “group health plan”

b. Definition: “Group Health Plan”: A plan that provides medical care directly, or that provides insurance.

3. Self-Funded:

a. To be a self-funded plan (“employee benefit plan”) you must:

i. NOT be registered as an insurance company in that state. 
ii. AND directly provide medical care or insurance.

b. If you satisfy both criteria then you are an employee benefit plan.

ii. Example Distinction: GM [class notes, pg. 110]

1. “Market Insurance Plan”

a. Go to a larger insurer (e.g., Aetna) and buy insurance for employees. Aetna pays all medical costs (including those that exceeds premiums) and charges premiums of $X/year/employee.

b. Note: Here Aetna is selling insurance, and this is the most common approach used by employers.

c. Meet Definition of Self-funded? In this example GM is simply paying for insurance, and it does not meet the second criteria of the “self-funded” plan above.

2. “Self Funded Plan”

a. GM puts a bunch of cash into a fund which then pays for health benefits for employees.
b. Important distinctions:

i. The fund is not a separate insurance company. It is a subsidiary set up by GM solely to provide healthcare.

ii. GM might charge premiums, but when the costs exceed the premiums it is GM that is on the hook. This is what makes the plan self-funded.

c. Management: Note that GM may still here an insurer (e.g., Aetna) to administer the plan, but Aetna will not be on the hook for excess healthcare expenditures.

d. Meet definition of Self-funded? In this example GM is not a licensed insurer but it is providing healthcare benefits directly to its employees, so it qualifies as a self-funded plan.

c. MedMal Claims?

i. Suing a doctor for medical malpractice is not preempted under ERISA.

ii. Rationale: ERISA was explicitly not intended to preempt state MedMal.

d. Denial of Coverage? 

i. Corcoran (5th Cir. 1992) [not in case book]
1. Facts: Patient claimed that insurance company had improperly denied medical coverage. Insurer claimed that the coverage was medically unnecessary.
2. Held: decision was preempted by ERISA.

ii. Q: Why does ERISA preemption operate here?

e. General Common Law Claim for Bad Faith

i. Pilot Life v. Dedeaux (U.S. 1987)

1. Facts: 

a. Patient sued under common law tort doctrine of “bad faith”, and claimed that the insurance company had denied benefits by improperly handling the insurance claim.

b. Cause of action was a common law (state law) duty to engage in good faith in a contractual relationship.

2. Held: Preempted by ERISA

f. Dukes v. U.S. Healthcare (3rd Cir. 1995) [pg. 460]
i. “Relates to”, generally: Remember that the “relates to” question is asked about the law, not the plan (i.e., does the law “relate to” an employee benefit plan?).

ii. Facts:

1. Multiple plaintiffs: Dukes (has surgery, blood in his ears, hospital refuses to conduct tests and Dukes dies) and Visconti (has a stillborn child, allegedly from failure to diagnose prenatal condition).

2. Both plaintiffs sue the HMO under vicarious liability theory (based on “ostensible agency”) and on direct liability theory (failure to select a good doctor).

iii. Issue: Are these liability claims preempted by ERISA?

iv. Held: No.

v. Analysis:

1. Quantity vs. Quality of Care Distinction: [see pg. 463]

a. Court found that in this case the insurance company did not deny any benefits, the doctors simply behaved negligently. Thus, this was not a coverage (quantity) case, it is a quality case.

b. Result: If liability attacks the quantity of benefits provided then ERISA will preempt (“relates to”); but if it attacks the quality of benefits provided it is not preempted.

2. Distinguishing Quantity from Quality:

a. The problem is that this distinction is not always obvious.

b. E.g., a later third circuit case concerned coverage for hospitalization stays following pregnancy. This seems like a quantity matter (length of stay) but the court holds that it concerns quality (e.g., health of mother and infant).
i. (me) Note that this is consistent with Wickline, length of stay has to do with quality. 

vi. Old Theory: Vicarious vs. Direct Liability
1. older cases distinguish between vicarious and direct liability [from Malani outline]

a. Vicarious liability (ostensible agency theory) was not preempted by ERISA.

b. Direct liability was preempted.

2. Rationale: Vicarious liability is derivative of the direct liability that attaches to a doctor for medical malpractice. It would be incongruous to preempt this liability but not to preempt standard MedMal actions.

3. (Malani): This seems to be a clearer distinction than the quantity/quality distinction.

a. Insurance company is liable based on what the doctor did, not based on what the insurer did.

b. Relevant inquiry: Could the insurer have been left out of the case without affecting the validity of the claim?

4. Critique: This distinction may be cleaner. But it ignores the reality of modern medicine that insurer actions may interfere with medical decision-making. This is the rationale for the switch to the Dukes standard.

2. Savings Clause [§ 514(b)(2)(A)]

a. Statutory Provision: “Except as provided in subparagraph (B), nothing in [ERISA] shall be construed to exempt or relieve any person from any law of any state which regulates insurance, banking, or securities.”
b. Rush Prudential HMO v. Moran (U.S. 2002) [pg. 928]

i. Facts:

1. Ill. Statute requires independent medical review for denials of coverage.

2. Patient has a pain in her right shoulder, so she tries conventional therapies which are unsuccessful. 

a. Her primary doctor sends her to another doctor who is outside of the HMO network. 

b. In order for the patient to receive treatment the HMO must decide that this experimental procedure is “medically necessary.”

3. HMO denies coverage of the procedure, so the patient asks for an independent medical review under the Illinois statute. HMO denies this review.

4. Patient sues under state law and, in the meantime, pays for the treatment herself.

ii. History: 

1. Ill. state court holds that the law is not preempted, and that there must be an independent medical review.

2. HMO appeals but, in the meantime, there is an “independent review” (performed by the co-author of the study that demonstrated the efficacy of the treatment) that concludes the treatment is “medically necessary.”

3. HMO removes to Federal court and appeals all the way up to the S.C.

iii. Issue: Is Illinois’s requirement that HMOs submit to independent medical review of denials of coverage saved from ERISA preemption by the fact that it is an insurance regulation?

iv. Hold: Yes.

v. Rejection of Rush’s Arguments: 

1. Insurer and Provider:
a. Rush attempts to argue that they are both an insurer and a provider.

b. SC holds that this is irrelevant. The savings clause does not apply to laws that regulate insurance companies and only insurance companies.

2. Not an insurer
a. Rush then attempts to argue that it is not even an insurer, since it capitates doctors and thereby shifts the insurance function to the doctor.

b. SC holds that this is inaccurate. If the doctors run out of money from capitation fees then the HMO is ultimately on the hook, so Rush is still playing the role of insurer.

3. Overbreadth:

a. Rush argues that the law applies to both insurers qua insurer and insurers as plan administrators. This is overbroad.

b. SC holds that the mere possibility of overbreadth is not enough to remove liability in this case, where the insurer is acting as an insurer and not an administrator.

vi. Supreme Court Strategy for Identifying Insurance Laws
1. Common Sense Approach [prong one]

a. (Malani) “If it looks like an insurance law then it is an insurance law.”

b. (Malani) this is a novel approach to this area of law.

2. Three Factor Test [prong two]

a. Recall Ocean State, where the court used the three factor test based on the McCarran-Ferguson Act to identify insurance laws.

b. Three Prongs of McCarran-Ferguson:

i. Does the activity involve risk-spreading?
ii. Is it integral to a policy relationship between insurer and insured?
iii. Is it limited to entities within the insurance industry?
3. Result (Malani) The McCarran-Ferguson test is slowly relaxed over time so that the factors were very easy to meet. Eventually, the SC has simply replaced it with what is more or less a common sense test.

3. Deemer Clause [§ 514(b)(2)(B)]

a. Statutory Provision: “Neither an employee benefit plan…nor any trust established under such a plan shall be deemed to be an insurance company…”

i. Implication: Benefit plans cannot be made subject to state insurance laws (exempt from ERISA under the savings clause). This is an exception to the exception.

ii. Result: The state law may be saved, and applied to other areas of insurance, but it won’t be applied to employee benefit plans.
b. American Medical Society v. Bartlett (4th Cir. 1997) [pg. 945]
i. Statutory Overview:

1. Maryland law requires 28 mandatory benefits for health insurers.

a. Maryland and employers are aware that mandatory benefit plans can’t be applied to self-insured plans

b. Result: Employers have been setting up self-insured plans, then buying reinsurance (“stop-gap insurance”) to minimize their own risk.

c. Critique: Who is on the hook when healthcare costs exceed premiums? Ultimately it is the reinsurer, not the employer. This looks like a thinly veiled version of a “market insurance plan.”

2. Maryland agrees and so it uses a stop-gap insurance threshold in its new law: if the stop-gap insurance threshold is set at less than $10K (meaning the employers liability for overages is less than $10K before reinsurance kicks in) then Maryland will not consider that a self-funded benefit plan. And the 28 mandatory benefits will apply.

ii. Facts: Employers file a declaratory judgment action seeking to establish that the Maryland law is preempted by ERISA.

iii. Held: The Maryland law is preempted by ERISA, and even plans with stop-gap insurance below the threshold are still considered self-funded.

iv. Analysis:

1. (Malani) “just because”

2. The law is aimed at “self-funded plans.” If this is the aim of the law then it is preempted by ERISA.

3. Critique: This is not at all persuasive because it doesn’t address whether self-funded plans are actually self-funded or whether they are merely labeled as self-funded.

4. Three Step ERISA Preemption Determination:

a. Does the state law “relate to” an employee benefit plan?

i. No: The law is not preempted by ERISA.

ii. Yes: Go to step two.

b. Is the law an “insurance” law?

i. No: The law is preempted by ERISA.

ii. Yes. Go to step three.

c. Is the defendant (now we focus on the regulatory target of the law) a self-funded plan?

i. No: The law is not preempted by ERISA.

ii. Yes: The law is preempted by ERISA.

c. Fiduciary Duties

i. Generally: 

1. Just because a state law is preempted under ERISA, the insurer is not off the hook entirely.

2. ERISA still imposes fiduciary duties (see overview, above) that are an alternative to state law claims.

ii. § 510

1. Statutory Provision: A plan cannot unlawfully discriminate against a beneficiary for exercising her rights. (emphasis added).

2. McGann v. H&H Music (5th Cir. 1991) [pg. 948]

a. Facts:

i. Employee is diagnosed with AIDS. At the time of the diagnosis the employee benefit plan caps lifetime benefits at $1 million, and is a market insurance plan.

ii. Subsequent to diagnosis the employer changes its plan to cap lifetime AIDS benefits at $5,000, and it switches to a self-insurance plan.

b. Issue: Does the capping of the benefits violate fiduciary duties under ERISA?

c. Hold: No.

d. Analysis:

i. The purpose of § 510 is to prevent personal retaliation or discrimination.

ii. There is no evidence in this case of individualized discrimination. In this case the company made an economic decision that AIDS would be too expensive to treat. 

iii. Rationale: This was discrimination against the disease, or a cost decision, not individual discrimination.
3. Q: Does McGann come out differently after the passage of the ADA?

a. Note: HIV/AIDS is likely a disability under the ADA (See Bragdon case, above).

iii. “Solely in the interest of participants”
1. Statutory Provision: 

a. ERISA requires fiduciaries to discharge their duties with respect to a benefit plan “solely in the interest of the participants and beneficiaries.”

b. This becomes a complicated question in the medical context because it involves mixed questions of eligibility (coverage) and medical necessity.

i. Pure Medical: 

1. E.g., how to treat a heart attack victim

2. Generally choosing between different kinds of treatments. ERISA does not apply here.

ii. Pure Eligibility:

1. E.g., Alexander v. Choate (see below): Will a hospital pay for more than 14 days of hospitalization or can it impose a hard cap at 14 days?

2. ERISA fiduciary duties apply here.

iii. Mixed Questions:

1. If the insurance contract covers “medically necessary” treatments then there is a clear mixed decision.

2. “In practical terms, these eligibility decisions cannot be untangled from physicians’ judgments about reasonable medical treatment.” (Pegram, 1028).

2. Pegram v. Herdrich (U.S. 2000) [pg. 1024]

a. Facts:

i. Patient has a pain in his groin. Doctor orders patient to get an ultrasound at another, farther facility that is owned by the HMO providing coverage.

ii. The farther facility can’t schedule the patient for eight days, and in the interim his appendix bursts and causes disease.

b. Incentives:

i. Financial structure put in place by HMO led to bad decision-making by the doctor.

ii. Structure: Doctors share in “year-end distribution.” The doctor is effectively a shareholder in the HMO, and at the end of the year a portion of the HMO profits are distributed to the doctors in the plan.

iii. Q: Why doesn’t this violate referral fee statutes (like Stark)? Does it depend on the structure of the HMO (e.g., no violation if doctors are employees, but violation if they are independent contractors being paid a bonus by the HMO)?

c. Issue: Do mixed decisions, such as the one that is made here (considering coverage and medical treatment) fall under the fiduciary duties of ERISA § 510?

d. Hold: No. “Mixed eligibility decisions by HMO physicians are not fiduciary decisions under ERISA.” (1029).
i. Souter (majority opinion) makes a choice not to make the middle of the spectrum subject to ERISA’s fiduciary duties.

ii. Result: Pure eligibility decisions are covered, pure medical decisions and mixed decisions are not covered.

e. Analysis:

i. Consequences: Souter worried about the consequences of HMO liability. Doesn’t want to make HMOs a guarantor of good care.

ii. Federalization of MedMal:

1. If mixed coverage decisions were subject to ERISA then, in essence, it would preempt Medical Malpractice. This would result in ERISA implicit preemption of state MedMal claims.

2. This was a result that Congress clearly did not intend, and one that would be harmful in the long run to patients.

f. Evaluation of Pegram:

i. Despite lots of complaints after the fact, the result is probably a good one for patients.

ii. By limiting the scope of ERISA fiduciary duties the S.C. also limited the scope of ERISA’s implicit preemption (see above) which, in the end, preserved MedMal actions and probably benefited patients.

6. Rationing of Healthcare

a. General Overview: 
i. [a number of rationing hypos discussed in the class notes at pg. 118 et. seq.]

1. Treatments discussed: dental care, pregnancy coverage, fertility or infertility treatments, Lipitor (cholesterol levels), broken bones, kidney transplant (ESRD), flu vaccines, infectious disease (HIV) testing, infectious disease (HIV) treatment, contraceptives, 

2. Obvious basic point: rationing of care involves difficult tradeoffs that will invariably upset some groups. The goal should be, as Norm Daniels suggests, providing “accountability for reasonableness.” To find a method to make limit setting decisions in a way that makes the reasons transparent, and establishes a basic process that is reasonable for all stakeholders, even if it doesn’t result in their desired outcomes.
ii. One Proposal: QALYS (Quality Adjusted Life Years) or DALYS (Disability Adjusted Life Years)

1. Basic calculation depends on an examination of two counterfactuals: 

a. How much longer will a patient live with the treatment than without it?

b. How much better will those subsequent years be with the treatment than without it?

c. Consider both the number of additional life years and the increased quality of those years.
2. DALYs vs. QALYs: although QALYs don’t presume that people living with impairments have a lower quality of life in any moral sense, it does calculate a difference between the two.

b. § 504 of Rehabilitation Act and the ADA

i. Oregon Plan

1. Change in Medicaid Coverage Decisions:

a. Goal is to increase the coverage of the state Medicaid program.

b. Attempts to do this by using “what you have, not who you are” to determine Medicaid coverage. This is a departure from the traditional Medicaid model, which often makes demographic-based coverage decisions.

c. Result: Use QALYs to rank condition/treatment pairings, then cover as many of the highest-rated entries on that list as possible.

2. Alleged Discrimination: (both Clinton and Bush administrations)

a. If you are a disabled person then saving your life (restoring your prior level of functioning, but not making you “fully-functioning”) might be worth less than saving the life of a non-disabled person.

i. Q: Can’t DALYs just be used to address this concern?

b. Examples of Discrimination [pg. 965]: cover liver cirrhosis not caused by alcohol, but don’t cover if caused by alcohol. Rank care of low birth-weight babies below heavier babies.

3. Defense of Oregon Plan: (me) Underwriting Exception to ADA
a. The Oregon plan draws a neutral line, using QALYs, to determine how to allocate limited medical resources. This is not discrimination; this is an economic-based decision.

i. It is true that treatments below the line may disproportionately impact the handicapped, but this was not the intent. Analogize to McGann. 

ii. Cost-Based QALY Plan:

1. Statutory Provision: ADA contains a provision that permits “underwriting risks” to be considered. Enables insurers (not doctors) to consider the anticipated cost of treating various disabilities.

2. The plan is cost-based because QALYs help improve efficiency. The more efficient Oregon’s Medicaid plan is (or any plan for that matter), the more subscribers it can attract and, ultimately, the more coverage it can provide.

3. QALYs discriminate not against individuals but against inefficient treatments (as judged by QALYs), for purely financial reasons. There is no individual discrimination, nor even a moral or policy judgment. It is pure economic efficiency.

b. Response to the Cost-Based QALY Argument (Malani)

i. QALYs fundamentally discriminate:

1. The discrimination lies in the QALY formulation itself. They are fundamentally discriminatory in undervaluing disabled life years.
2. Response: This can be fixed by using DALYs.
ii. Lower Probability of Success:

1. Problem: there is a lower probability of success for a treatment, given a pre-existing disability. OR there may be a higher cost to achieve the same level of success, given a pre-existing disability.

2. Analysis: This does seem to purely consider costs. If you can use this to show that the reason disabilities are excluded is that they are not “otherwise qualified” due to cost reasons, as above, then that might be a successful argument.
iii. Casebook Summary: 

1. QALYs don’t fit into the ADA exception.

2. “However, the statutory exemption for underwriting practices does not appear to sanction the use of QALYs or other measures of a given treatment’s effectiveness. Unlike restrictions based on underwriting risks, eligibility restrictions based on effectiveness are not based on the risk of a subscriber illness and its predicted cost. They are based, instead, on predicted outcomes.” (966).

3. Critique: Use (ii) above to show how QALYs really do look at predicted cost: both cost of full recovery and likelihood of achieving full recovery.

4. Outcome from Oregon: Political process mucks up the Oregon plan in all kinds of ways. It ultimately surmounts ADA difficulties but not before bastardizing the QALY rankings. Other states have not followed the Oregon model.

ii. Statutory Requirements (ADA and § 504 of Rehab. Act) [pg. 965]

1. [See earlier section on Wrongful Rejection for much more detail]

2. Statutory Provision, § 504: “no otherwise qualified handicapped individual in the United States, as defined in section 706(7) of this title, shall solely by reason of his handicap, be excluded from the participation in, be denied the benefits of, or be subjected to discrimination under any program or activity receiving federal financial assistance”
3. Statutory Difference: For our purposes the only difference to know is that ADA applies beyond just programs that receive Federal funds (Rehab. Act).
iii. Alexander v. Choate (U.S. 1985) [pg. 955, optional case]
1. Facts:

a. Rationing problem in Tennessee. Rationing is not done using QALYs, but by the state trying to control costs by limiting hospital stays. Reduces coverage of stays from 20 days to 14 days.

b. Class-action suit on behalf of disabled patients, alleging disparate impact on disabled subscribers.

c. Statistically there is a disparate impact: 20% of disabled people spend more than 14 days, but only 8% of non-disabled patients spend more than 14 days.

2. Hold: No violation of the ADA or Rehab. Act. No discrimination.

3. Analysis:

a. Disparate impact vs. Discriminatory Intent.

i. The S.C. agrees with the plaintiffs that the Rehab. Act does not impose a discriminatory animus requirement. There need not be specific intent to discriminate against the disabled in order to establish a violation.

ii. However, the Court finds that the rule has a neutral basis, which is acceptable.

iii. Rationale: To require exactly equal outcomes between disabled and non-disabled would prioritize the disabled. The goal of the statute was to ensure equal treatment, not equal outcomes.

b. Alternatives proposed by plaintiffs:

i. Court rejects alternatives that might have saved money while producing less of a disparate impact.

ii. Rationale: the state had a neutral basis, and that is enough. Not going to require the state to think about every possible alternative in every rationing decision.

c. Contract Case

i. General: Use contract (as opposed to ADA / Rehab. Act, above) to challenge a rationing decision.

ii. Zorek (NY 1966) [pg. 975] 
1. Facts:

a. Doctor puts an overweight patient on a starvation diet (“Duncan’s regime”).

b. This is forced starvation, so the doctor wants to keep the patient in the hospital for monitoring. The insurance company denies coverage for the hospitalization because there are other viable (and less expensive) alternatives for treatment.

2. Hold: Hospitalization is covered under the insurance contract.

3. Analysis:

a. Insurance contract says that all “necessary” treatment will be covered. Since the doctor decided that hospitalization was medically necessary, the court holds that this particular contract covers hospitalization.

b. Rule: remember that contract claims depend on the specific contract. The outcome in Zorek is not generalizable to other coverage decisions without looking at the contract. Where the contract is ambiguous you are likely to get a favorable outcome in favor of the insured.
4. Unspoken canon of construction: Construe ambiguous insurance contracts in favor of the insured.

d. ERISA

i. General: Use ERISA to challenge a rationing decision.

ii. Bechtold v. Physicians Health Plan of Northern Indiana (7th Cir. 1994) [pg. 978]

1. Facts: 

a. Woman (Bechtold) has breast cancer. Doctor recommends an experimental (at the time) treatment of chemotherapy plus bone marrow transplantation. Insurance company (“employee welfare benefit plan”) denies coverage.

b. Patient brings suit under ERISA, arguing that the insurer has a fiduciary duty to provide coverage. 

2. Issue: Does a coverage decision violate an insurer’s fiduciary duty under ERISA?

3. Standard of Review: 

a. Under the ERISA statute the standard of review is de novo “unless the benefit plan gives the administrator or fiduciary discretionary authority to determine eligibility for benefits or to construe the plan.” (980).

b. However, if the plan retains discretion to decide issues of medical necessity (i.e., it doesn’t delegate that authority to the doctor or to another independent authority) then the court will review coverage decisions only for abuse of discretion.

4. Hold: Insurance contract does not cover this particular treatment for breast cancer.

5. Analysis:

a. Not covered because the contract says that “experimental treatments” are not covered.

b. Experimental treatments are defined by government entities, and the Medicare manual considers this to be experimental. Thus, not covered.

6. Note: This case is decided on Contract grounds and, as such, belongs above with Zorek. The point is the ERISA standard of review.

7. Provider Reimbursement

a. Medicare:

i. Hospitals 
1. Early History

a. Medicare Adoption:

i. Medicare adopted in 1965 as a claims administration body.

ii. Initial Medicare reimbursements were simply for whatever claims were filed (“claims reimbursement”) which resulted in costs that were substantially out of line.

b. Reasonable Cost: 

i. In response Medicare set up a reasonable cost standard of reimbursement. Basically, Medicare was searching for substantial deviations from the average cost for other similar procedures.

ii. Memorial Hospital / Adair County Health Center v. Bowen (D.C. Cir. 1987) [pg. 1000, not assigned]

1. Facts:

a. The hospital had a really bad pharmacy so they engaged a private pharmacy firm to improve service.

b. The hospital improved its pharmacy approach, but it was very costly (quality comes at a cost) so it charged exorbitant rates. Medicare balked at reimbursement.

2. Analysis: Quality Adjustment
a. Court held that Medicare must consider quality when determining that something is “substantially out of line” and, hence, not reimbursable.

b. Medicare must look at other pharmacies offering the same quality of care, not just the same basic underlying service or treatment.

3. Critique: Race to the Top
a. The problem with this analysis is that if quality is a salient factor for reimbursement price then it will produce a race to the top.

b. There are incentives for providers to always match (or slightly exceed) the highest quality competitor.

c.  “Cost Plus”

i. Medicare responds to quality adjustment by revising its reimbursement rules to use “cost plus.”

ii. What the “plus” includes:

1. Generous Depreciation: [class notes, pg. 127]

a. The point of depreciation is that it acknowledges that hospital assets are not the same as having cash in hand. While valuable, they lose value over time.

b. Generous depreciation allowed hospitals to count the depreciation loss (generously calculated) against their taxable income. 

c. Result: This reduces the tax liability of capital investments, because they depreciate much more quickly. This promotes technological innovation and uptake, which hospitals might not be able to afford if existing assets were not fully depreciated.

d. Critique: Encourages expensive capital investments that might not be strictly needed.

2. 2% Adjustment: 

a. Add a 2% margin on top of allowable costs.
b. Rationale: Necessary to provide a margin to cover errors in cost accounting by Medicare. Note that the purpose of this is not to provide an economic profit to the hospital.
c. Critique: Increases overall spending.

iii. Result of “Cost Plus”: Consolidation
1. Scheme encouraged hospitals to buy diagnostic labs, because then it could make its own profits and the labs profits, since Medicare was reimbursing the hospital for the cost that the lab charged.

2. Response: Medicare quickly picked up on this. Instituted a rule that said that “costs” could not include those paid to a related entity.

3. Note: This is basically another version of an anti-kickback law. 

2. Post-1983: DRGs
a. Generally:

i. The basic idea is to pay a fixed amount to cure a specific ailment or provide a specific medical service or treatment.

ii. Goal: Provide the hospitals (provider) with an incentive to be efficient, which will hold down Medicare’s overall reimbursement costs.

b. Structure of DRGs: Weight and Base Cost
i. Every diagnosis receives a weight (more severe the diagnosis, the higher the weight).

ii. That condition-specific weight is multiplied by a base cost.

1. The country is divided into geographic regions and then the average cost per patient per condition (average DRG value) is calculated.

2. Rationale: Average DRG value is used to account for the fact that medical care and treatment varies in different regions of the country (e.g., due to fixed costs like labor and real estate).

iii. Note: There is also a fixed cost component that each hospital can multiply its DRGs by. Depends on factors like teaching load, amount of indigent care provided, etc.
c. Benefits of DRGs: A form of capitation which gives an incentive for hospital to manage the illness, start to finish, as efficiently as possible.
d. Problems with DRGs:

i. Dynamic Adjustment Problem:

1. Ratcheting Effect: If hospitals cut back on treating someone (i.e., they treat more efficiently) then the average DRG in the area is recalculated downward. This serves only to squeeze the hospitals margins even tighter.
2. This is good because it puts savings back into the system, but it is bad because it reduces the private incentives of the hospital to actually cut costs.

ii. Cream Skimming: Hospitals have an incentive to select healthy or lower-risk patients in any DRG, or to pick up patients from the most profitable DRGs.

iii. Up-coding (“DRG Creep”): Classify illnesses as more serious than they actually are in order to obtain a higher DRG weighting and, hence, more reimbursement.
iv. Re-admittance: Since hospitals are paid per DRG there is an incentive to discharge patients and then readmit them (a form of double billing).
v. Focus on High Returns: Encourage hospitals to focus on DRGs where they are making the highest gains (see Cream Skimming). If DRGs are not perfectly calculated this might result in sub-optimal investments in or provisions of healthcare.

ii. Doctors: CPTs in 1990s

1. Generally:

a. Medicare adopts a prospective payment system for physicians as well: CPT codes.

b. Essentially the same thing as DRGs, whereby payment levels are tied to the particular treatment.

2. Structure:

a.  Similar to DRGs in that it is a weighting system based on a particular ailment.
b. There is a cost of service adjustment (takes into account cost of doing business in a particular area) but it is different from the market weight. And CPTs do not have the additional fixed cost adjustment that DRGs have.

c. Criticism: recent criticism that the cost of service adjustment has not been substantial enough. Generally, this payment system is very complicated, and involves a number of adjustments and Congressional intervention (from Wiki).

3. Pay-For-Performance (new proposal, NY Times article)
a. Generally: An alternative to consider, especially because Congress is changing Medicare reimbursement to use this method.
b. New Proposal: Doctors qualify for a 1.5% payment bonus “if they report data on the quality of their care, using measures specified by the government.”
c. Goal: 
i. Reward doctors who follow clinical guidelines. Promote high quality of care.
ii. Rationale: in some senses, Medicare rewards quantity and not quality. The more you do, the more you are paid. And if your mistakes result in the provision of more care, Medicare will still compensate. Critique: Of course docs still have to worry about MedMal liability.
d. Criticism of the Proposal:
i. Administrative burden on doctors to report quality-related data on the care they provide.
ii. Administrative not medical standards:
1. The big concern is that this results in administrative agencies and bureaucrats defining proper medical standards of care.
2. By tying Medicare reimbursement to government specified standards, there is a perverse economic standard to do what Medicare guidelines recommend, even if it is not in the medical interest of a patient. “Pay for compliance, not pay for performance.”
a. Critique: This is balanced somewhat by MedMal (tort liability).
b. Counter: But Medicare guidelines could be used as a defense to MedMal. It might easily be argued that it is “customary” or “reasonable” to follow Medicare approved guidelines.
3. Measuring quality of care: Concern is that government cannot accurately measure quality of care, or set appropriate standards.
iii. Quality care expected: Pete Stark doesn’t want to reward doctors for doing what they are already supposed to be doing: providing quality medical care.
iv. Violates Medicare statute
1. This may violate the original Medicare law, passed in 1965, which claimed not to “authorize any federal officer or employee to exercise any supervision or control over the practice of medicine.”
2. Just as insurers shouldn’t tell doctors how to practice medicine, neither should the government. 
b. Medicaid: Very complicated, so just ignore it.

c. Managed Care (Doctors and HMOs)
i. note: In the hospital context the private sector uses a DRG solution very often.

ii. Query: How to pay for specialty referrals? And how are these treated differently from general practitioners (gatekeepers)?

1. Important Question: What is it that the (gatekeeper) doctor, who is frequently capitated, is responsible for? What must the capitation payment cover?

a. Solely her own treatment of the patient?

b. Diagnostic tests as well?

c. Prescription drugs as well?

d. Specialist care as well?

2. Three Approaches to Reimbursement for Specialist care:

a. Primary doctor not responsible for specialist care
i. Specialist care is not included in the capitation payment.

ii. The doctor is only responsible for the primary care she provides. If she refers a capitated patient to a specialist the insurance company pays separately.

iii. Note: there is utilization review to help control costs, but the doctor doesn’t have a direct financial incentive to limit referrals.

b. Specialist care included in capitation
i. Doctor must pay for specialist care out of capitation fee.

ii. Goal: Encourage doctor to only refer patients to specialists when necessary, which helps reduce defensive medicine and costs.

iii. Critique: But this can produce perverse incentives to limit care.
c. Two pools – Sharing of Costs
i. There is a primary pool (capitation pool) which is composed of, e.g., 75% of the capitation fee.

ii. Then there is a secondary pool to which all the doctors in the group or network contribute a certain portion of their capitation fee (e.g., 25%). That money is used to pay for excess specialist care and any excess at the end of the year is split among the doctors.

iii. Rationale: Excess specialist fees are drawn from the overage pool (pool two), which encourages doctors to limit referrals (because they get the money back). Note that if that pool is overdrawn due to unexpectedly high specialist fees then it is the insurer that is on the hook for the additional excess.

3. Other Approaches: Salaried Specialists (UK Approach):

a. Advantage is that it limits the specialist’s incentive to do more tests. This helps with positive defensive medicine.

b. But the downside is that the doctor might not be supply sufficient care.

i. A fixed income means the doctor might choose to leave early to golf, rather than provide more care.

ii. The threat of MedMal will incentivize good quality care, but that might just result in good quality care for a limited number of patients, but with far fewer patients seen overall.

c. MedMal rewards a high quality of care, not a high quantity.

iii. Other Potential Costs for Doctors:

1. Drugs: are almost never included as a physician responsibility in capitated payments.

2. Diagnostic Tests: sometimes included, but not always, in the capitation payment.

d. Drug Reimbursement

i. Query: If you are an insurer (e.g., the government), how do you decide how much to pay for (prescription) drugs?

ii. Duggan article:

1. Takes up this issue in the Medicaid context. How does Medicaid set a reimbursement price for a particular drug?

2. Average Market Price:

a. Medicaid pays, roughly, the average market price (not the average wholesale price but the average sale price in the private market).

b. Problems:

i. Manufacturers drive up prices:

1. There is a clear incentive for drug sellers to drive up the market price, which will drive up Medicaid’s payment amount as well (since it is tied to the average).

2. Critique: This incentive would be there even if Medicaid wasn’t in this market. The demand for a drug is elastic, and there is an incentive for the seller to raise the price as much as demand will support.

3. Counter-critique: The government is a huge part of the market, and it can’t reduce its demand (the government either covers for everyone or doesn’t cover at all).

a. Result is that drug manufacturers continue to charge a higher price because the government is not going to opt out.

b. As long as the government is a large enough percentage of a given drug market, the market will be less sensitive than normal to price increases (because government demand is inelastic), and there will be an incentive to raise the price.

ii. Duggan Example: Antipsychotics

1. Duggan looked at a certain group of psychotics where Medicaid is a large payer in that drug market.

2. Finding: If you compare drugs for which the government is a 75% player in the market to those where the government is not, the cost growth in the former category is 700% over the ten year period 1991-2000.

3. Generalization: Duggan further generalizes to conclude that as the percentage of the market that Medicaid occupies for a prescription drug increases by 10%, the average price of the drug increases by 10%.

c. Possible Solutions:

i. The rising drug prices are not an inevitable result of government purchasing. It is caused by the government deciding to tie itself to the average purchase price.

ii. One alternative might be a cost-benefit analysis:

1. This would allow the government to drop coverage of a drug once it is no longer cost-justified.

2. Goal: Determine how much the beneficiary pool values the drug, and then set a cost-benefit threshold. If the cost rises above that then discontinue coverage.

3. Query: (Malani) Is just paying a QALY sufficient?

a. Problem is that this will stifle drug development overall because there is no subsidization for future innovation and drug development.

b. QALYs work only if the rest of the world is paying QALYs as well. If the rest of the world is paying something less than QALYs, then the price received by the drug manufacturers is something less than QALY, which is going to be non-optimal and which will not support future investment. 

c. When U.S. insurers pay higher than QALYs this acts as a subsidy or transfer to the rest of the world. But it is not a valueless transfer, because we (might) believe that it is worth it in the end to continue to spur drug development and innovation.

4. Response: (me) This might be a good idea because it would allow us to identify more explicitly where we want our R&D subsidies to be directed toward. 

a. Do we want to subsidize pharmaceutical drug development, or do we want to use that money elsewhere in the healthcare system (or in another part of society altogether)?

b. Even within the drug market we could pay above-QALY for certain classes of drugs (e.g., orphan disease drugs) and not others (e.g., Viagra), which would change the research incentives there as well.

iii. Another alternative: 

1. Tie the price to the drug manufacturer’s rate of return, Medicaid excluded. Medicaid pays the same profit margin as the drug mfrs are getting elsewhere. Removes from an average price calculation.

2. Problem: this is hard to quantify, because manufacturers rely on cross-subsidization between drugs to compensate for the majority of drugs which are expensive but turn out to be failures.

3. Inefficient calculations here might lead to reduced incentives for drug development and innovation.

8. Health Insurance Reform [See earlier section on “Healthcare Reform Plans” for overview, discussion of domestic proposals]
a. Two main goals: [earlier section]
i. Coverage: There are roughly 40 million uninsured (and rising) nationwide.
1. Query: Why do we care about coverage, and the uninsured?

2. Self-interest:
a. Argument is that we want to provide insurance because the uninsured ultimately cost society money.

b. Disputed claim: See e.g., Helen Levy. Focuses on the costs of the uninsured. Concludes that a large number of uninsured pay out of pocket, don’t drain societal resources.

3. Normative or Moral Argument: There is a basic right to healthcare (either societal or global human right, See Daniels) that society should endeavor to support.

ii. Costs: 

1. Costs are skyrocketing and HMOs are limited. Capitation and harsh restrictions on network coverage are unpopular, so “managed care” is mostly relatively weaker PPOs that don’t keep down costs.
2. Main Drivers of Rising Cost:

a. Technology: Arguably the only area where raw cost growth can be constrained, by focusing on technological innovation and uptake.

b. Population Growth: Arguably uncontrollable.
c. Rising Real Input Prices: As other careers increase in attractiveness it is harder (more expensive) to recruit and retain good doctors.

b. Alternative (Domestic) Health Care Proposals: [earlier section]
i. Massachusetts Plan

ii. Clinton Plan

iii. Managed Competition

c. Alternative (International) Health Care Proposals

1. remember: the two basic elements that any healthcare proposal must address are coverage and cost control.
ii. Canada:
1. Universal Insurance: [Coverage]
a. Note that this is distinct from universal health care. The key distinction is whether the doctors and hospitals are private (insurance) or are run by the government as well (health care).

b. In Canada insurance is not compulsory, but it is financed by general revenues and available to every citizen that wants it (Single payer system).

c. Also note: Most citizens (90%) have private supplemental insurance, because the Canadian insurance is fairly basic.

2. Cost Control Mechanism: [Cost]

a. Provinces set prices by negotiating with representatives for doctors and hospitals (providers). These providers are typically represented by medical associations.

b. Excess Cost Protection: After the prices are negotiated the associates set a (capitated) price per doctor. If the doctor exceeds the quarterly cap set by the medical association the government pays only 75% of the additional costs generated by that doctor. Rationale: eliminate defensive medicine and reduce excess care.

3. Evaluation and Analysis:

a. Cost and Coverage:

i. Canada does an excellent job on full insurance (coverage).

ii. And it spends (cost) much less than the United States system.

b. Another benefit: Adverse Selection:
i. There is no adverse selection in this system because all the insured are in a single pool. 

ii. This creates much better risk-spreading and cross-subsidization among patients.

c. Downsides:

i. There might be a lower quality of care.

ii. There might also be lower availability of care (queuing argument).

1. Medical care is free, so resources can’t be allocated according to price.

2. They must be allocated through queuing instead. There is prioritization based on medical need however.

iii. Importantly there is also the bargaining power disadvantage. (See UK system)

d. Biggest Downside: Dead Weight Loss
i. The health insurance is funded by taxes but, even with that, Canada is still spending less than us.

ii. Problem with funding through taxes: This produces “dead weight loss” which is where people have an incentive to work and produce less. 

1. When the rate of taxation is very high, this might affect people’s decisions about how many hours to work (or even whether to work, especially when there is universal insurance) if they think that the marginal investment of time does not justify the marginal return on that time (given the high rate of taxation). 

a. For instance, if you pay no tax and you work an extra hour you receive your full hourly rate.

b. If you pay 70% tax you get a much lower return for your extra hour of work.

2. This might lead to a sub-optimal level of production on a society-wide level.

e. Addressing Dead Weight Loss:

i. Query: What are other ways money to fund health insurance could be raised and distributed?

ii. Sin Tax Proposal
1. tax certain goods (e.g., gasoline or tobacco) to pay for health care.

2. Benefits: (me) Taxing these goods might reduce consumption, which would have its own health benefits. And it might work well because, at least for “addicts,” demand might be relatively inelastic (see below).
3. Critique: Can’t raise enough (7%-8% in Canada, 16%-20% here) money through this method.

iii. Head Tax Proposal
1. The best way around dead weight loss is to impose a tax on something with inelastic demand, where people cannot change their decision-making based on the tax.
2. A “head tax” is great in this regard, because the only way to avoid it is to die. This generates revenue with no corresponding disincentive.

3. Critique: Although it does have the disadvantage of being a flat tax which means that it is not progressive. This means that either it won’t raise as much money as you want, or it will be onerous on the poor or unemployed. You could scale it, but then it would just be an income tax.
f. Query: How much dead weight loss is actually created? This (which is an empirical unknown) must be weighed against the efficiency gains from a single payer system.

i. Result: When the book reports that the U.S. system is 40% more expensive than Canada’s system, it isn’t considering the costs of dead weight loss.

ii. Goal is to strike the proper balance between distribution (via universal insurance) and efficiency (minimizing dead weight loss).

iii. Germany:
1. Sickness funds
a. There are roughly 1,200 of them, organized around professional or trade groups (e.g., doctor, mechanic, etc. 90% of the population is covered by a sickness fund.

b. Key Distinction: Funds are not held at the employer level, they are much broader. AND 75% of the population is required (individual mandate) to be in a sickness fund.

2. Coverage:

a. Sickness funds cover 90% of the population.

i. By law, once you leave a sickness fund you can’t return to it.

ii. Rationale: strongly disincentivize leaving sickness funds, private insurance.

b. 9% of the population is covered by private insurance

c. Overall: coverage is very good.

3. Costs:

a. Sickness funds set a fee schedule for doctors. If an individual doctor’s fees exceed 140% of the amount allocated by the fund, then reimbursement ceases.

b. Critique (me): Shouldn’t this just result in “fund allocation creep,” similar to what happens in DRGs? 

c. Counter: 

i. (Malani) hasn’t heard of this happening but it might be…

ii. But perhaps…Germany has a different medical ethics culture that discourages this.

iii. Or perhaps…exceeding the fee schedule imposes stringent administrative oversight that is a disincentive for providers.

4. Funding:

a. Sickness funds are funded by contributions from both employees and employers (payroll tax and employer contributions).

b. Result: This leads to less public subsidization than in Canada. Starts to look something like an employer mandate, although with individual responsibility as well.

5. Benefits of Sickness Funds:

a. Cross-subsidization:

i. The larger sickness funds (as opposed to U.S. employer-based plans) allow for greater risk-spreading and cross-subsidization, which in turn produces greater cost certainty.

ii. Response: In our system employers can join insurance groups and create large insurance pools that aren’t bound by employment status.

iii. Counter-response: (me) The German sickness funds are pre-defined, so they might have reduced administrative costs related to creating the pools.

b. Continuity of Care:

i. People moving among employers within an industry or profession are ensured continuity of care because they remain within the same sickness fund.

ii. This is both efficient (administratively, especially) and offers some potential medical benefits for patients (e.g., no lost records, trusting relationship with doctor, etc.).

c. Equality of Coverage:

i. Within sickness funds there is reasonably good equality of care.

ii. Although the 9% in the private market does get the most high-end (economically speaking) patients and employees, which indicates that the overall quality of sickness fund insurance might not be too high.

d. Eliminating Adverse Selection:

i. Broad sickness funds are not composed of adversely selected healthy or sick people. It is an industry-wide mixture.

ii. While the same might be said of most companies in the U.S. (e.g., companies don’t uniformly employ only low-risk or high-risk patients), there are clear exceptions (e.g., employees in Aspen are generally lower-risk than in Montgomery, AL) that sickness funds can avoid.
iii. Note that both systems are better at addressing adverse selection than would be a system that relied on individual insurance decisions. Although neither is as good as Canada where there is no adverse selection because everybody is in the same pool.
e. Portability:

i. Don’t want health decisions to interfere with labor decisions, which should be made on other grounds. Sickness funds allow this by covering an entire profession.

ii. Also, because patients will stay with a sickness group for (on average) a very long time, the sickness fund has a strong incentive to engage in preventative care.

iii. Critique (me): I think this might create a problem for employees that want to have career flexibility, e.g., to leave their profession, try something else, and then come back. (Malani) is not at all worried about the prospect of career ossification.

6. Downsides of Sickness Funds:
a. Dead Weight Loss:

i. All you’ve done is replace government funds with sickness funds. But there is still a payroll tax, which produces disincentives to work.
1. All that matters is that the charge is involuntary. It doesn’t matter who is doing the charging (whether it is the government, or a sickness fund, etc.)

2. Result: This is somewhat true in the U.S. as well. In many jobs employees are more or less forced to purchase insurance because it is subsidized by their employers. To not purchase would be to throw away part of their paycheck. So even the U.S. has dead weight loss problems.

ii. Empirical question: Is dead weight loss greater in Germany than in Canada? Than in the United States? We have no idea.

b. Choice (me):

i. There is one sickness fund for which you’re eligible. If you don’t like it, you’re stuck.

ii. The U.S. system offers (arguably) more choice insofar as you can change insurers without changing your entire profession. You might need to change employers to do it, but this is at least a lower hurdle than changing professions.

iii. Response: The German sickness fund coverage is good, so this is arguably not a big deal.

c. Bargaining Power (See UK system)

iv. United Kingdom:
1. Vertical Integration:

a. Universal healthcare means a single payer and a single provider.

b. This is similar to Canada, only here providers are also working for the government.

i. Doctors are capitated.

ii. Specialists are salaried and hospitals are government owned.

2. Advantages of UK System: 

a. More dimensions of control:
b. Negotiation vs. Employment:

i. There is a large debate in the literature (in almost every profession) about the relative merits of “making” vs. “buying.”

ii. E.g., employ the doctors (make your own healthcare services, as a government) or reimburse them (buy the services)?

iii. Note that in England general practitioners are capitated, so they do bear some of the risk.

3. Problems: 
a. The same sort of financing (taxation, dead weight loss) issues as in Germany and Canada.

b. Bargaining Power
i. General: This applies to all of the alternative systems (Canada, Germany, and UK), but it applies most strongly here.
ii. Problem: 

1. As you increase bargaining power on one side (i.e., by increasing group size, through universal coverage or sickness groups) you reduce the price that providers are paid.

2. As the price falls you reduce the incentive for people to become providers (e.g., to become a doctor, open a hospital, engage in drug development) and, consequently, wind up with substandard quality and sub-optimal investment and innovation.

iii. Query: How do you decide where the optimal price is – that controls price but also minimizes the bargaining power problem?

d. Comparison of the United States System
i. Medicare
1. Part A (which doesn’t charge a premium or co-pays) most closely resembles Canada. Neither use premiums or co-pays, and both are funded by a government tax.

2. Part B requires the payment of a (subsidized) premium. This is like the government entering the private insurance market, so it is most like a private employer in the United States offering subsidized employer-provided healthcare.
ii. Medicaid: most closely resembles Canada in that it provides insurance but doesn’t charge a premium.
iii. Employer provided care: Most closely resembles the German system.

iv. VA and Correctional Facilities: 

1. This is the closest thing in our country to the UK system. 

2. These closed healthcare systems have some amount of vertical integration (e.g., employ their own hospitals and doctors). But note that there is no vertical integration anywhere with respect to drug companies.

3. Rule: Anyplace where the government confines people, and controls their movement, is likely a good candidate for a single-payer/provider like the UK system.

V. Public Health

1. Overview

a. Old School:

i. Malani is generally concerned with infectious disease.

ii. This isn’t completely old school (sanitation and sewers) but it’s older than the modern view which looks at things like cigarette smoking, environmental issues, etc.

b. Why infectious disease?

i. Because X’s health condition matters to Y.

ii. Y wants to know what X is doing, so Y can take precautions. Furthermore, Y wants X to know what X is doing (or what condition he has), so that X can take precautions himself.

c. For reach category below ask:

i. Who can regulate, and under what power?

1. state level: usually will be police power.

2. Federal level: 

a. Interstate commerce power: Almost every infectious disease will satisfy interstate commerce requirements.
b. Spending power (“power of the purse”): can condition state grants, within certain limitations.

ii. What are the limitations on the power to regulate?

1. Constitutional Challenges:

a. Due Process: If it is a fundamental right is at stake there must be a compelling state interest. If it is a non-fundamental right then there is only rational basis review. 

b. Equal Protection: Differential treatment of “similarly situated” people based on impermissible factors.
i. If you target something in a suspect class (race, religion, ethnicity, etc.) then you (you being the state) are subject to strict scrutiny.

ii. If you target something in a quasi-suspect class (gender) you are subject to intermediate scrutiny.

iii. If you target something in another class (e.g., prostitutes in Adams) then there is only a reasonable basis analysis.

c. Fourth Amendment: Illegal search and/or seizure. 

i. See Adams, testing.

ii. There is a requirement of “individualized suspicion” but this may be modified or reduced when the state’s interest is substantial, as in the public health context such that group classification may be OK.
d. First Amendment: 
i. Freedom of religion objection to treatment or testing.

ii. General Applicability statutes are fine, and will not be invalidated under the first amendment.

e. Fundamental Right to Privacy?
2. Testing

a. People v. Adams (Ill. 1992) [pg. 843]
i. Facts: 
1. Prostitutes are arrested and required under state law to be tested for HIV.

2. Illinois statute required mandatory testing for HIV/AIDS of convicted prostitutes; adopted according to police power.

ii. Issue: Does the Illinois statute represent a violation of Equal Protection or Due Process, or the Fourth Amendment?

iii. Hold: No. The statute is Constitutional.

iv. Analysis:

1. Fourth Amendment Claim
a. Argument is that there is an illegal search: blood drawn and tested without a warrant or probable cause.

b. Individualized Suspicion:

i. Generally a Constitutional search requires some level of “individualized suspicion.”

ii. The court does not require it here, however, because there are no specific markers of HIV/AIDS that can be observed to create the individualized suspicion.

iii. Thus, it is membership in a particular group that matters, and that creates the probable cause for a search. In this case, the appropriate group is prostitutes.

c. Important State Action: Public Health Goal
i. The court also makes a point to emphasize the importance of testing to slow the spread of HIV/AIDS.

ii. There must be a balance between state’s interest and the individual’s Constitutional rights.

1. Court must “balance the importance of the state’s interest to be achieved under the statute against the nature and scope of this intrusion on individuals’ Fourth Amendment interests”(846)

2. The importance of the interest here – limiting HIV/AIDS – is sufficient to sustain the governmental intrusion.

iii. The fact that the statute is designed to serve a public health goal, rather than the ordinary needs of law enforcement, is an important distinction.

d. Comparatively Minor Harms:

i. The harms implicated are relatively minor.

ii. The taking of the blood is trivial. And, while there is a potential loss of medical confidentiality (privacy), the prostitutes are convicted so they already have a lower expectation of personal privacy. And, for that matter, the test results are viewed in camera by the court to limit individual exposure.

2. Equal Protection Claim
a. The argument is that because not everybody at risk for HIV/AIDS is tested, and not all prostitutes are at risk, this is both over- and under-inclusive.

b. Issue: Is there a protected class implicated in the testing statute?

c. Hold: No. The statute is not race-specific. Because prostitutes are not a protected class there is no strict scrutiny requirement for the legislature, only a rational basis requirement. And this is clearly satisfied.

d. Analysis:

i. “The issue before us is not whether the state has chosen what all or even most experts would consider to be the best or most effective means of combating the disease, but whether the means chosen by the state can withstand constitutional scrutiny”(848).

ii. If the test survives reasonable basis analysis the Courts will allow a lot of misfit (over- and under-inclusiveness). The method doesn’t have to be the best around, or the one that the court would have picked, it just needs to be reasonable.
3. Reporting

a. Middlebrooks v. State Board of Health (Ala. 1998) [pg. 860]
i. Facts:

1. The state board requires doctors and dentist to report information on patients with HIV/AIDS.

2. but the state doesn’t require out of state diagnostic labs conducting HIV testing to report the same information. The doctor (Middlebrooks) refuses to comply, and ultimately challenges the reporting statute in court.

ii. Issues: Does the statute violate the Equal Protection clause?

iii. Hold: No. Out of state labs are not similarly situated to in-state doctors.

iv. Analysis:

1. Similarly Situated:

a. “The purpose of the Equal Protection Clause is to prevent states from enacting legislation that treats persons ‘similarly situated’ differently”(862)

b. The Court here holds that there is no EP violation, because the out of state laboratories that aren’t required to report are not similarly situated to the in-state Doctors.

2. Remember: The standard of review here is only reasonable basis, because doctors are not a protected class. 

a. However, if the statute was explicitly targeted based on, for example, sexual identity that might have increased the standard slightly.

b. Sexual orientation is not a protected class, but the court has substantial wiggle room in applying its reasonable or rational basis review. For a class that the court is more concerned about (e.g., homosexuals as compared to doctors), the review would be more searching.

b. Other Examples: Reportable diseases as listed by the Centers for Disease Control and Prevention (CDC)

4. Treatment: Jacobson v. Commonwealth of Massachusetts (U.S. 1905) [pg. 798]

a. Facts: 

i. City of Cambridge requires smallpox vaccination, or else imposes a $5.00 penalty.

ii. Jacobsen, who is otherwise healthy, refuses the vaccination, pays the penalty, and then challenges the regulation.

b. Issue: Was the regulation constitutionally permissible?
c. Hold: Yes.

d. Analysis:

i. Equal Protection [note that the inquiry here is the same as in Middlebrooks and Adams, above]

ii. Due Process
1. Analysis:

a. Distinguish between different types of rights that are being taken away

i. fundamental rights vs. non-fundamental right
ii. If it is a fundamental right at stake there must be a compelling state interest. If it is a non-fundamental right then courts conduct what looks like a rational basis review.

a. What is the right being violated here?

i. (me) Patient and personal autonomy – by requiring the vaccine.
ii. (Malani) Is that a fundamental right? Maybe. If it is then the court might require a compelling state interest to justify the violation
2. Result: Supreme Court is going to defer to the reasonable judgment of officials charged with protecting public health. Not clear whether a fundamental right was at stake but, either way, the state interest in controlling smallpox is substantial.
3. The city might have violated Due Process if…

a. It didn’t consider the possibility of individualized harm that a vaccine might cause a particular plaintiff (e.g., if he was very weak, or if he was allergic).

b. If the policy was otherwise arbitrary or oppressive.

4. But in this case the policy was fine; there was non Due Process violation.

iii. First Amendment:

1. Wasn’t raised in this case but it might be.

2. Rule: As long as it is a statute of general applicability it is not going to be struck down under the first amendment simply because it happens to apply to a group which holds incompatible religious views. 

5. Quarantine

a. Note: in some sense quarantines are simply another form of treatment. But there are also restrictions placed on free movement, so there is an actual constraint here.

b. Wong Wai v. Williamson (CCND Cal. 1900) [pg. 866]
i. Facts:

1. There is a San Francisco regulation that gave the Dept. of Health the power to enforce any regulation authorized by the Board of Supervisors. 

2. The Dept. of Health then requires, without authorization from the Board, that all Chinese residents of San Francisco be inoculated for bubonic plague before leaving the city.

ii. Hold: The regulation is invalid (ultra vires).
iii. Analysis:

1. Ultra vires action? [Improper Delegation]

a. The statute is challenged, and the Dept. of Health loses (regulation overturned) because the regulation was not authorized by the Board of Supervisors.

b. Note that this isn’t a constitutional limitation, but it is a limitation. What it is: a clear example of Constitutional avoidance canon.

2. Equal Protection: The concern is that the regulation is directed only a t Chinese, but the court doesn’t address its analysis here.

c. Query: What counts as a quarantine?

i. Typically when you quarantine it is a two-level quarantine.
1. Two Levels:

a. Primary Area: Quarantine immediately at the spot of the outbreak. Might encompass a radius of a few blocks.

b. Secondary Quarantine: this might encompass the city limits, or the county, or even the state.

i. Basic idea is to seal the immediate area but you are also concerned about stopping infected people that have moved out of the primary area.

ii. Balancing the effectiveness of the quarantine (what is the largest quarantine zone that the state can maintain) against the limitations on free movement that this places on people.

2. Larger Quarantines:

a. A larger quarantine (e.g., the entire state) allows people a relatively high degree of free movement (e.g., they can go to the grocery store, to the beach, to relatives, etc.). However, for some people (e.g., business travelers) it is going to be just as restrictive as a one-block quarantine.

b. Similarly, while a large quarantine (if it can be enforced) increases the likelihood that infectious disease will be contained, it is also impacting an increasingly large number of people who are so far from the outbreak that they are not at all likely to be infected.

3. Generally: In an actual public health crisis, quarantines will likely be made as large as politically feasible (what people will obey) and as practically feasible (what limits the state has the resources to enforce).
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