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I. Legal Reasoning Related to Human Health

a. Philosophical Theories (p. 45-61, 230-241, 688-702 & Week 1 Handouts)

· Tribe – what it means to be a human being. 
· Concern that science might remove our humanity.
· E.g. genetics.
· He says that anything that takes away our free will undermines our humanity. Consider a spectrum from free will to determinism. How you place people in this spectrum may determine what services/benefits they receive.
· Utilitarianism/Consequentialism : 
· What policy provides the maximum utility
· Normative Reasoning
· There are obligations beyond utility
· Based on categorical rules/norms  - most bioethics problems consider several norms not just one, and often tradeoffs are implicated.
· Autonomy
· Based on two common elements liberty and agency. 
· Person is autonomous where:
· Right to freedom to act exists: this implicates ability to control aspects of their own person
· Can be liberty of movement – physical movement.
· Can be bodily integrity where autonomy means right to control what will happen to your own body.
· Can be the freedom to make unfettered cognitive choices. 
· Agency exists – capacity to reason and make judgments.
· Can be competency – ability to understand – there are many ways to judge this, e.g. can they say what is best, do they understand risks/consequences. This is really a gradation.
· Can be capacity – based on status
· Paternalism is the mirror of autonomy – it is where a person doesn’t make their judgments for themselves.  This can be judged  on several standards, e.g. what is best.
· Justifications for overriding autonomy – harm, offense, paternalism (risk to self and others), diminished capacity (can’t make their own decision so a surrogate decision must be made. 
· Non-Maleficence
· Duty not to harm others – see p. 56
· This is a defensive norm
· Beneficence
· Requires not only the avoidance of harm but that you do good as well. 
· This is an affirmative norm. 
· Often the government is only seen to have a duty of Non-Malificence not beneficence.
· Special relationship usually requires beneficence, e.g. researcher subject, doctor patient. One party has special knowledge which means that they need to act in a certain way.
· Justice
· Procedural Justice – sometimes called natural justice – in US called procedural DP. Anytime a liberty/property interest is taken from you get a fair process – decided by an impartial decision maker, under fair procedures.
· Just Desserts – Proportionality in punishment: When the government visits penalties they should be proportional/fair. This encompasses the idea of cruel and unusual punishment.
· Substantive concept: If you are deprived of liberty/property it should be taken for a good reason. Arbitrary action may be unjust, sometimes you may need a good/compelling reason, in some cases just plausible. 
· Distributive justice: Considers the fairness of the allocation of a set of benefits or burdens. 
· Could be based on equality where everyone gets a fair share.
· Could be merit based.
· Could be need based. 
· Could be power/fame based.
· Could be based on efficiency.
· Rawlsian Theory – If you want to make a just decision you make it under a veil of ignorance. 
b. Economic Reasoning ( p. 772-813, Week 2 Handouts)

· General economic theories might effect peoples behavior in considering incentive and disincentive frameworks. 
· Applied to Issues of Health Insurance:
· Purpose of insurance is to distribute risk across a pool. 
· Traditional Insurance is where the whole pool faces the same risk and if you don’t face it you leave. The harm would be particularized, of a certain severity and probability across the population, e.g. fire insurance. For this to work the pool must be large, and the market based on general probability/random occurrences.
· Normal v. Moral Hazard:

· Normal – a hazard that is governed by the laws of probability – high numbers/randomness. 
· Moral – a risk controlled in part or in whole by the behavior of the policy holder
· Question becomes do you insure both types of hazard equally?
· There is injustice if there is cross subsidization – doing that creates incentives to engage in risky behavior. 
· However there is not clear cut free will in terms of sickness.
· Treatment is usually not under the control of the insured.
· Insured doesn’t bear costs of insurance – employer sponsored. 
· Insured doesn’t bear costs of treatment – third party pays.
· Insurance as a business (contract which is fair as long as you can bargain between rational individuals, you would also focus on making the insurance companies industry work) v. Social Enterprise ( you would want cross subsidies here)
· Rating Schemes.

· Experience Rating: 
· Advantages: Eliminates Moral hazard for individual, lower costs, keeps insurance companies viable, eliminates cross subsidization, Justice – fair share. 
· Disadvantages: Prices the sick out of the market (NOTE we will still treat at ER), In attempts to keep costs down we have created a crisis at hospitals – esp. teaching hospitals, Excludes coverage for conditions which need treatment, e.g. pre-ex., may discourage people from getting tested.
· Community Rating
· Advantages: Everyone gets care and at the same reasonable and affordable rate. Sick and poor are more likely to gain access. Spreads risk. 
· Disadvantages: When everyone gets the same premium healthier/younger individuals will shop for cheaper insurance, they will leave, premiums for the stay behinds will increase, then the next level will leave, premiums will rise again and eventually the plan will go belly up, unless government subsidized.
· There are always subtle ways to cherry pick, which under any scheme will lead to market stratification.
· Solutions: Risk adjustments: Charge a premium or tax for younger healthier populations – problem is that usually the government can only recover part of the difference. Cost Sharing: Deductibles, co-insurance etc… This is done as a partial answer to the moral hazard issue – really just dampens evenly across the board.
c. Risk Assessment/Relative Risk ( p. 511-519, Week 3 Handouts)

· Rating Schemes.

· Experience Rating: 
· Advantages: Eliminates Moral hazard for individual, lower costs, keeps insurance companies viable, eliminates cross subsidization, Justice – fair share. 
· Disadvantages: Prices the sick out of the market (NOTE we will still treat at ER), In attempts to keep costs down we have created a crisis at hospitals – esp. teaching hospitals, Excludes coverage for conditions which need treatment, e.g. pre-ex., may discourage people from getting tested.
· Community Rating
· Advantages: Everyone gets care and at the same reasonable and affordable rate. Sick and poor are more likely to gain access. Spreads risk. 
· Disadvantages: When everyone gets the same premium healthier/younger individuals will shop for cheaper insurance, they will leave, premiums for the stay behinds will increase, then the next level will leave, premiums will rise again and eventually the plan will go belly up, unless government subsidized.
· There are always subtle ways to cherry pick, which under any scheme will lead to market stratification.
· Solutions: 
· Risk adjustments: Charge a premium or tax for younger healthier populations – problem is that usually the government can only recover part of the difference.
· Cost Sharing: Deductibles, co-insurance etc… This is done as a partial answer to the moral hazard issue – really just dampens evenly across the board.
· Pooling High Risk Communities: Melds into communities of uninsurable/hard to insure, and says that they have to be subsidized, the question is by whom. Government can’t afford and private insurance companies don’t want to do this. 
· Insurance Discrimination and ERISA:

· The ERISA Vacuum:

· Pre-emption – supercedes all state laws that “relate to” “any employee benefit plan”. 
· This doesn’t apply to the regulation of insurance. 
· However, risk retention plans (where employer covers all costs) are not insurance, thus are not subject to state and local regulation. 
· Employers like this because it means that regulation is less varied. 
· Consumers hate b/c the state can’t enact protective legislation.
· This is a vacuum because the federal doesn’t regulate and the states can’t.
· Cases:
· McGann: ( was in a plan, and employer finds out that he has HIV, they close plan and re-open a new plan, with a much lower HIV coverage rate, ERISA doesn’t prevent b/c they were not singling out a person but changing coverage with respect to a condition.
· Winslow: ADA case, if you discriminate among classes to complete exclude coverage that is not allowed. ADA allows discrimination if the employer has sound actuarial data that justifies it. The ADA permits ‘normal practice of insurance’.
· Law and Economics:

· Posner – individuals engage in behavior because they are utility seekers (utilitarian). Government’s only role is to make sure that they are not mislead, so they should supply information.  The market will determine the level of disease and injury. 
· Public health story – there is a point at which the bug gives up – as epidemic increases the prevalence and incidence go up until saturation, there are fewer that can be infected so it dips and then the cycle continues. 
· Risk and the Public

· Many government regulations deal with exceedingly low risk. Public views risk differently than scientists and economists. 
· Science bases their approach on a very simple mathematical formula which considers probability and severity of harm. 
· Public takes a different view based on salience of risk ( which is how forward it is in their mind), heuristics ( simplifying assumptions). Public tends to tolerate higher harm from voluntary risks.
· Breyer argues that the only way to overcome is to set up an independent body, not subject to political pressures who would decide how money is allocated.  The major criticism is that this is anti democratic.
d. Constitutional Theory (p. 529-543, Week 5 Handouts)

Basic issue is tradeoffs between government and interference with freedom.

· New Federalism (Lopez)
· The limits on the power of the federal government are increasing for the first time since the New Deal era. 

· Considers if there is consistency at the state level in dealing with this.
· Police Powers of the State:

· Under the 10th the states have lots of power – protect health, safety, welfare and morals of the people. 
· Limits on Public Health Power. 
· Must be appropriate for the individual
· Methods must have a real and substantial relation to the ends. 
· Can not have a plain and palpable invasion of rights
· Must refrain from acting in an arbitrary manner or outside the bounds of what is necessary.
· Separation of Powers and Public Health:

· Legislative branch is the most democratic in theory, and has the power to directly regulate.
· Pros: Accountability to needs and desires of constituencies, Power of the purse so they can make sure that things happen, Fact finding procedure. 
· Cons: subject to external and financial pressure.
· The executive is narrowly construed to enforce legislative mandate.
· More technically oriented and somewhat insulated from the political process. 
· Targeted in their focus – which can be good but can create tunnel vision.
· Judiciary adjudicates problems between the branches.
· This is seen as the worst in terms of health policy. 
· They may create and spur innovation and they have the added non health value of fairness.
· Government can use spending/taxing power to induce behavior (e.g. South Dakota v. Dole)
· First Amendment

· There are places where speech conflicts with government interventions.
·  Philosophy of free speech is based on intrinsic value (normative forms of reasoning, e.g. self realization, personhood, etc..)
· Some allege the Harm or offense (prevent harm or offense (libel or slander) principle, saying that these are the only reasons to ban speech.) 
· Holmes suggests a marketplace of ideas, the only way to get at the truth is to let all views be heard – Tribe argues the truth is drowned out – money and power considerations.
· Content Based v. Content Neutral:
· Content based if the differentiation is based on ideas or messages then you know that it is content based – could be subject matter. Require a demonstration of compelling state interest, and that no less restrictive means of achieving it exist. 
·  Content neutral applies to all types of expression – doesn’t try and separate an idea or topic, e.g. anyone trying to have a parade needs a permit only during certain hours – not about the type or content of the parade. 
· You can judge the type of legislation facially.
· Doe (case about pornographic movie booths) was content neutral because there was a public health rationale. 
· Government Speech – where government itself is giving information to the public. 
· This is rarely questioned, e.g. drug tsar making deals with t.v. show re: content.
· This type of speech gives only the facts and there doesn’t appear to be coercion involved, however, it is not completely value free. 
· Government restrictions on commercial speech
· Idea here is that government should come in and defend population health
· Argument that if you can ban the activity you can ban speech about it, as this may be seen as a lesser intrusion.
· Commercial speech relates solely to economic interests of the speaker and does little more than propose a commercial transaction
· Product Identification
· Form of advertising
· Confers benefit on the speaker. 
· Receives intermediate level of review, other categories get strict scrutiny (Central Hudson Test)
· Is speech concerning a lawful activity/is it misleading? This is an on/off if it doesn’t pass, then regulation would be constitutional. The standard is higher for regulation of truthful speech
· Is the nature of the government interest substantial. 
· Does the regulation directly advance that interest?
· Regulation must be no more extensive than necessary.
· Government Compelled Commercial Speech, e.g. disclosures and labels.
· Fairness Doctrine: If you are advertising with certain claims, need to pay to advertise opposite claims.
· Sovereign Immunity

· States can’t be made parties to federal actions without the consent of the state. 
· They can’t even be forced to be parties in the state courts. 
· Freedom of Association:

· The bathhouse cases upheld the closing of the bathhouses on public health grounds and found no violation of constitutional rights. 
· Freedom of Religion:

· The vaccination case didn’t uphold a religious exemption to compulsory vaccination, but most states allow this sort of exemption.
· KEY CASES:

· Lopez: Guns near schools, limits government ability to act under the commerce clause to regulate welfare. 
· 44 Liquormart (1996):  Rhode Island enacted two separate prohibitions against advertising retail price of alcoholic beverages. They say that that this is ok regulation under the Central Hudson Test. 
· Greater New Orleans Broadcasting Assn: Federal statute bans radio and tv broadcast of any ad or info concerning lottery or gambling. The court says this violates the 1st amendment.
· Doe v. City of Minneapolis:  Government restraint on adult video stores content based v. content neutral. There is a different standard of review depending on the intention of the government restraint – speech related or ancillary goals. 
· St. Marks: Bath House case – involves in part freedom of association, most cases upheld the closure of bathhouses 
· Brown v. Stone: Vaccination case. SC held that not only the vaccination statute was constitutional (this is a majority view – most courts do), and that the religious exemption was unconstitutional (this is a minority view – most state courts have upheld the religious exemptions)
e. Anti-Discrimination Theories ( p. 673-686, Week 6 Materials)

· Americans with Disabilities Act

· The Act:
· Title I – employment – this is public health issue because handicap applies to health conditions. Doesn’t just involve a person being fired, but also adverse treatment, failure to promote, or failure to give differential compensation (note: this could extend the amount of benefits given.
· When a person applies for a job there can’t be any testing, screening medical examinations or even questions about medical history pre-offer. 
· If there is this type of action post-offer that is OK but it must be consistent.
· If there is a decision not to hire post-offer as a result of screenings you are in a better position to sue because you have already established that you are qualified, they gave you an offer. 
· Title II – public Services, includes any state and local government services. This doesn’t apply to activities  at the federal level.  This implicates action by the state and local government health related agencies. If agency develops a policy it must not discriminate.
· Title III – public accommodations – accommodations public or private to which the public has access.  Housing is not covered under title III.
· Analytical Framework:
	Disability
	Qualified/Eligible
	Reasonable Accommodation
	Undue Hardship

	 - Physical/Mental Impairment

- “Regarded as…”

- “Record of”

a) 
	 - Qualifications Standards

- Direct Threat (arline)
	(Kohl)
	


· First question, is there a disability?
· Definition: Physical or mental impairment that substantially limits one or more of the life activities or functions
· Must be a substantial limitation – can’t be trivial or insignificant?
· EEOC says that all of the major functions of life – breathing, walking, etc…
· The SC has considered asymptomatic HIV is a substantial limitation because of the profound way this changes your life (Bragdon)
· Mitigating Measures – 
·  Old view: if you have a person with a health condition they may be able to gain relief through technology. If you would be disabled absent mitigating measures, the fact that you have the mitigating measures doesn’t make you not disabled.  
· New View: The critical question has become with this conditions are they eligible for service, or could they do the job.  So now if a person with a mitigating measure would not be disabled then the person is not a person with a disability and is not eligible for protection under the act. 
· “Regarded as” – does the person regard them as having that disability  - perception based.
· E.g. person modeling VS has a mastectomy, not real substantial impairment but she is now seen that way. 
· The employer may say this person is not able to do a whole range of jobs like she is doing.
· “Record of “ – person used to have a substantial limitation but no longer does.
· IF NOT DISABLED ANALYSIS STOPS/ IF NO DISABLED GO
· Second question: Are they qualified?
· Definition: the person is able to perform the job or function that they are being asked to perform. Can they meet reasonable performance criteria in the job description/are they eligible for the service or benefit. 
· If they can do but would pose a serious risk or direct threat to selves or others, they are not qualified. 
· Arline: Direct Threat considers nature of the risk (mode of transmission), probability of the risk, severity of the harm if risk materializes. 
· IF QUALIFIED STOP, THIS IS DISCRIMINATION, IF NOT QUALIFIED GO. 
· Third Question: Could the person be made qualified through the use of reasonable accommodations?
· Definition: Something that with reasonable effort on the part of the employer could enable them to do the job. 
· The accommodation can’t change the very nature of the job.
· IF WITH REASONABLE ACCOMMODATIONS THE PERSON WOULD STILL NOT BE QUALIFIED OR WOULD STILL POSE A DIRECT THREAT THEN THEY LOSE> 
· IF WITH ACCOMMODATIONS THIS WOULD WORK THEN YOU GO ON.
· Fourth Question: Do the reasonable accommodations impose an undue hardship?
· Does it mean that the employer would have to spend so much it would be unreasonable to ask the employer to do this?
· This depends a lot on the nature of the employer, size etc…
· Kohl (the hepatitis B case seems to stop here)

· Current Issues:

· There was a Title 2 case which turned on whether the ADA was based on 14th amendment power (equal protection) or on Article I power (Commerce Clause). If based on 14th then they can abrogate Sovereign Immunity( sue states), if based on Commerce Clause they can’t. 
II. Health Care System

a. A Systems Approach ( p. 702-732)

· National System (e.g. Great Britain)
· System where the government is the provider of health care. 
· Government owns hospitals and PCPs.
· Funding comes from a global budget. Allocate a certain amount for different groups, this becomes part of the political debate a budget time. 
· Universal access to care, in a way that saves money because you can’t overspend your preset budget. 
· Inadequacy:
· Choice 
· Rationing – availability of elective procedure, we do that in the US in various ways.
· US has this under the Veterans Administration and the Indian Health Service. 
· Single Payer System/Single Source (e.g. Canada, Sweden)
· The government doesn’t own the hospitals or pay doctors but it provides a health insurance system that is government paid.
· US has this in Hawaii, Medicare and Medicaid.
· All Payer System (e.g. Japan, Germany, NY State)
· There are multiple payers across different kinds of systems of paying but they pay in a way that is systematic and uniform.
· Managed Competition 

· Hybrid concept to manage horizontal competition. 
· The US System

· There are three forms of health care that are our system
· Private System – primarily employer sponsored, includes fully insured, risk retention and individual plans. 
· Non- group individual plans are for the wealthy and healthy. 
· Employer Sponsored are the largest plans in the US. 
· Huge incentives through personal income tax – medical dollars are pre tax, and by giving employers a deduction for benefits provided.
· Employees tend to think that they are being given free insurance but this is not really accurate because it is a wage cut.  
· This is incentives is applied evenly across all employers, thus it is wasteful.  It also encourages more spending at the margins. 
· Government system – include Medicare and Medicaid. 
· Medicare A – hospital, all eligible beneficiaries are enrolled automatically, includes inpatient home healthcare and hospice care. 
· Medicare B – supplemental and there is voluntary enrollment. PCP, outpatient, ambulatory, diagnostic testing, pt and ot. 
· The access to care given to elderly on a theory of merit – the elderly are more deserving. 
· Medicaid is only for the eligible poor. 
· Direct Service System – Military, VA and NA.
· There is pressure to move all of these systems towards a managed care approach. 
b. Theoretical Justifications (p.688-702, 739-772)

· Moral Justifications for the Current System of Medicare

· Separate the worthy poor from the unworthy poor. Similarly we consider the sick and the unworthy sick. 
· Some would say health care is a paramount right, others would disagree. 
· Evolution of Managed Care

· Started because we were concerned about escalating health care costs. For a long time it did lower costs, but now they are growing again. 
· Younger and healthier people select managed care because they don’t see worth in bells and whistles plan. 
· In the long term people will get sick, die and incur expenses that is why some organizations have gone broke. 
· There are many tradeoffs when you consider cost control.
· Quality
· Customer Service – this is also in part because there is immunity from liability. 
· Fee for service does satisfy some consumer needs, choice, quality (access to specialists and tests). 
· Managed care providers are paid on a system of capitation. 
· Staff Model HMO – everyone based in a set of offices that people in the program can visit and are limited to the people on staff. Can only get services if referred by a staff member. 
· Preferred Provider Organization – Managed care system that recruits doctors to be plan participants to create a panel. You aren’t limited to the panel but there is a benefit reduction if you go out of the panel, and also are subject to U&P. 
· Some managed care systems also manage or limit referrals, or at least to provide an incentive for the PCP not to refer, maybe by creating a referral budget.
· More on Managed Competition

· There is a market place of plans and you have a HIPC responsible for negotiating with all the health care plans in the area. 
· The HIPC is in essence a quasi governmental entity with bargaining power. 
· You require each plan to offer the same set of benefits – milder versions say not the same service but equivalent services.  That allows you to make good value comparisons.
· There will be service inequities even where the same coverage is provided.
· Could limit the range of costs and squeeze out some of the differences.
c. Theories of Just and Efficient Distribution. 

· Big Questions

· Should everyone be guaranteed Health Care?

· How should we provide greater access/coverage?

· Single payer, pay or play (require employers to provide or pay a tax), employer mandates (require provision and purchase to avoid free rider issue)
· How will we fund increased access?
i. Cost ( p. 813-818)

· Manage costs by creating incentives for PCPs to limit referrals/tests, and by creating incentives for people to go in side the network – see evolution of managed care above.
ii. Access ( p. 818-831)

· A large number of the uninsured are only uninsured for a short period of time.  Risk depends on the risk factors for that individual and the amount of time that is spent uninsured.
· Uninsured population tends to be young, and time is short. 
· Managed care was supposed to help the problem of un-insurance – reduce costs, reduce premiums. – this has not worked because costs have risen under managed care. 
· As a solution they have tried to increase insurance portability. This hasn’t worked as planned because they make people bear the whole cost. 
· In addition we have the problem of the underinsured. This is a population who has coverage of some sort, but not enough to provide complete, full or high quality services. 
· This can be caused by low re-imbursement levels.
· There are many providers who decide not to provide the service to certain populations.
· Some plans place caps on coverage for certain services – think mental health parity.
· Issues in Mental Health Parity – Cost, Difficulty of Diagnosis, Fraud. 
· Barriers to Access:

· Financial:
· Do you have a job, that offers coverage, which meets your needs?
· If no job, eligibility is the next barrier – you need categorical eligibility for government programs. Only possible change is having a kid, otherwise this is a static barrier. 
· Income if you have no job and aren’t eligible for government coverage, can you afford to pay for your own coverage.
· Structural Cultural Barriers:
· Language
· Color and Ethnicity – there seem to matter a lot, although the cause is not clear. Poor ethnic populations having all kinds of different health status measurements, tend to get sicker, have different outcomes, and get different treatments prescribed.
· Immigrants and the Homeless – access issues because of fear, and homeless can’t be found for follow up care. 
· Utilization rates of Services – some populations use more
· Cost Shifting strategy-  denied care in the private sector and are forced to seek charitable care or seek emergency care. 
· Systemic Solutions

· Managed Care: not worked for cost and access. 
· Medicare and Medicaid – still using categorical eligibility requirements, so we won’t make a dent. 
· Emergency Care:
· Hill Burton Act 1946 – federal government gave hospitals federal assistance, in exchange they have to provide services to the poor. 
· COBRA requires all hospitals with an ER to not turn away until stabilized. 
· HIPPA portability – but this hasn’t made a statistical change in the population.
iii. Justice ( p. 831-840, 860-867)

· When a person is denied access what kinds of rights do they have to appeal that decision (procedural justice). 
· Note when you gain procedural justice you lose cost savings
· When you are denied a low cost high benefit treatment courts will be sensitive, when you are denied a high cost low benefit treatment courts are likely to be sympathetic to patients b/c managed care has been vilified. When there is a high cost, no demonstrable benefit treatment, these would be cases with high verdicts. 
· Substantive element of justice, there must be a good reason for the decision. 
· The SC takes the language medically necessary to mean that there is a right and a wrong approach, but that is not necessarily the case. 
iv. Quality (p. 867-877)

· Hard to measure. Complicated by the fact that medicine is a science and an art, so outcomes and courses of treatments will differ markedly across providers.
· MDS don’t have the right amount of information – they don’t always get a good clinical history because of skill and time considerations. 
· Consider interpersonal skills. 
· Training is different
· Different MDs will have different knowledge bases based on the condition and their training.
· Accountability issues- some may not be subject to peer review.
· Quality may also implicate structure – what is the capacity of the system to provide care.
· Solutions:
· Clinical Practice Guidelines: an independent entity would produce guidelines for treatment based on symptom presentment. Require compliance and measure.
· Professional self regulation: peer review, self audit.  NOTE: peer review deliberations are privileged in 49 out of 50 states.
· Risk Management:  Hospitals could create systems of error prevention mechanisms. 
· Outcomes revolution: measure treatment outcomes to find variability and substandard practice. Explicit criteria are now seen as more important – compare the result – reliability(does everyone agree) validity ( is what you say true).
· Enterprise Liability – tort reform.
· Enterprise Liability as a paradigm for the problem of medical error.

· Three Kinds of Medical Error
· Overuse of technologies – un-needed tests or treatments whose adverse effects cause injury or death. 
· Underuse of technologies. 
· Misuse – appropriately prescribe but the treatment is administered incorrectly or the treatment is the wrong one because of interactions. 
· Goals of the Torts System
· Compensation for injury 
· Incentives for better practice
· Punishment
· Possible Approaches
· Capitate Damages – this is the favorite Republican Plan. 
· No Fault Compensation – everyone who is injured or dies in medical care receives compensation irrespective of negligence – avoids underreporting, avoids defensive medicine, but doesn’t address incentives and punishments. Removes administrative costs of the system. 
· Enterprise liability – removes doctor from liability – patients can’t sue the doctors who made the error, but they can sue hospital/MCO who would then be liable. 
· Benefits: Deep Pockets, cost Spreading. Frees MDs to practice how they want to (enterprise pressures may have the same result). May finally get to the root of the problem – incentives to MDs just don’t cut it. 
· Downsides: Removes personal accountability for mistakes, but there would be incentives created at the institutional level. 
· Reporting issues – right now MDs aren’t encouraged to report, here they might be, but we may even need to give more protection in the form of confidentiality.
· Some use outcome measures which look at the outcomes of various treatments. 
· There is the HEIDIS report card, required by Medicare and Medicaid from managed care companies. 
· Doctors don’t like because the patient mix might skew the results and health plans can game the system. 
III. Public Health System

a. Foundations of Public Health Law ( p. 484-50)

· This is much more based on a population approach. 
· Outbreak, trace all the people who have and then find out what caused. 
· Study of the legal powers and duties of government to assure the conditions for the healthy and the limits on power of government to intervene to safeguard a sphere of autonomy liberty free expression and property.
· Government Responsibility: there are things we can’t accomplish as individuals because of the commons, this is where government comes in. 
· Population based perspective – we tend to look at death as the cause on the death certificate instead of considering the real underlying behaviors. 
· Mission is broad, control epidemics, insure clean air and water, insure mental health. 
· Criteria for public health action:
· Scientific Basis
· Significant Risk
· Means that meet ends – restrictive response
· Least Restrictive alternative
· Mandatory Testing/Screening – issues – bodily integrity, paternalism (risk to self v. risk to others), privacy
· Reporting Requirements – issues – Privacy, but many of these types of requirements exist in the US. 
· Contract Tracing/Partner Notification – issues – widely practiced, but people have a hard time with it because of privacy rights that are implicated. 
· Quarantine/Isolation – issues – freedom of movement, freedom of association, autonomy interest. 
· Property and taking considerations.
b. Environmental and Behavioral Threats to Health ( p. 502-511)

IV. Bioethics

a. Dying Process

i. Right to Die ( p. 1097-1113, 1118-1134)

· Definition of Death

· Used to be defined by beating heart and vital lungs
· Great spiritual significance to the heart – symbolizes feeling.
· Technology changes mean that you can be ‘alive without a beating heart. 
· Harvard Brain Death Study/Uniform Determination of Death Act:
· Lack of blood flow, irreversible cessation of circulatory and respiratory functions. 
· Irreversible cessation of the entire brain including the brain stem. 
· If you have brain death by law you are dead and you no longer have any interest in treatment or beyond. 
· You may have an interest beyond death because you have an interest in your memory.
· Bodily integrity is supported by Common Law, State Statute and Liberty Interest under the Constitution. 
· Competence v. Incompetence

· Competence is the most important attribute a human has because it regulates autonomy. (NOTE: this may not be a good distinction because each type deserves dignity)
· Decision about competence rests on social and legal judgment that a patient lacks sufficient ability to understand a situation and make an informed choice. 
· Height of standard will be determined by how you view autonomy – low standard means more autonomy less paternalism. 
· Standards for surrogate decisions:
· Best Interest Decision: the surrogate is only interested in what is best for the person, this is the standard we use for children. 
· Substitute Judgment Standard: make the decision the person would have made if they were competent. 
· Judged by statements to friends and family
· Problems – conflict of interest, changing mind, instructions may be muddy. 

· Legal ways to insure this standard (Advanced Directives):
·  Living Will: Person makes a statement about how they want to be treated if certain conditions arose. Better than an off the cuff or casual statement. 
· Durable Power of Attorney: Not Substantive designates someone else to make decisions for you. 
· Why do we need these laws?
· Traditional Power of Attorney lapses at the point of incompetence. 
· Living will can’t be clear enough and therefore we allow durable poa. 
· Living will ties the hands of close friends and family – durable poa allows judgment. 
· Objections: in altered state you may have different wishes or values. 
· If no advance directive who makes decisions?
· Health Care Professional: Know more about medicine and related quality of life issues, but often the doctor doesn’t know the patient. 
· Courts: They can hear all of the evidence and make an impartial judgment, but courts can be cumbersome and intrusive, and judges have no special knowledge. 
· Family: They are the ones closest to the patient, but there may be a conflict of interest or split. 
· Witholding Treatment v. Withdrawing Treatment

· This distinction is inadequate because there is action be the MDs which is the causative factor. 
· Consequentialist concern because this creates an incentive for the MD to not intervene initially for fear that they can’t later withdraw. 
· Duty of care may require action or inaction depending on circumstances or desires – so duty is key not act v. omission. 
· Ordinary v. Extraordinary Action

· The courts have allowed abatement of all kinds of treatment, withdrawal of hydration, nutrition, respiration. 
· Personal decision to refuse treatment for invasive bodily solution is a constitutional and ethical right.  
· Cases:

· Cruzan:  The court finds that the clear and convincing evidence standard imposed by Missouri is constitutional.
ii. Physician Assisted Dying (p. 1134-1153)

· Cases give patients broad authority to decline treatment, even if it would be life sustaining and/or giving. They have mostly rejected distinctions between types of treatment.
· The court has not found a constitutional right to participate or assist in suicide. 
· Active Euthanasia v. PAD

· Active Euthanasia – directly causing death, most states have laws prohibiting this, e.g. giving injections or placing the pill in patients’ hand or mouth. This is not mitigated by consent.  (People v. Cleeves – friend of an AIDS –patient).
· PAD – assisting in the dying process.
·  Assisted Suicide is statutory offense in some states, but in some states there is no law in effect. 
· PAD means you don’t provide the direct means but you provide advice, or write an rx. 
· Oregon expressly permits by referendum.
· Double Effect – a case where the MD prescribes medication, intent is pain relief, effect is likely death. The SC has said that this is ethical and legal. 
· Pain relief is beneficent, where intent to kill is not.
· From a consequentialist pov we don’t want to remove incentives to relieve pain
· Withdrawal of Treatment v.  PAS

·  There is a traditionally recognized right to refuse treatment. 
· Moral Distinctions:
· The act/omission distinction is poor, in each case there is a clear causal relationship between the act and death.
· In both cases they are dying from their disease and in both the MD is hastening death.
· The other issue is intent – what you will or desire – one maybe respect patient right to refuse the other may be death.
· NOTE: you may be able to reframe in the context of government interference with the MD patient relationship telling the MD what they can and can’t do.
· Cases:
· Washington/Glucksburg: if 14th amendment is not implicated, then the court just uses a rational basis/minimum rationality test- state must show legitimate state interst, means related to ends. This is a highly deferential state law.  If the 14th is implicated, e.g. the interest is constitutionally protected, but not fundamental then it uses a middle ground test – balancing tests. Finally if the right is fundamental then there is strict scrutiny, is there a compelling state interest, means strictly necessary, least restrictive alternative.  Generally the court finds that right to PAD is not a constitutionally protected interest by framing the question narrowly and considering history.  The court here does a balancing test. 
· NOTE: 5 justices have found some sort of constitutionally protected interest – stevens (dignity and character of memories), Souter (purposeless restraint constitutionally protected), Breyer (Right to die with dignity – avoidance of suffering), O’Connor/Ginsburg (perhaps a person has a constitutional interest in controlling circumstances of imminent death).
· Vacco v. Quill – MD who withdraws life sustaining treatment may not intend death thus the distinction between withdrawal of treatment and PAS is a valid one. The court found no EP violation where the NY law allowed withdrawal of treatment but not PAS.  There is a traditionally recognized right to refuse treatment.Note this is different than Cruzan because there were competent people so there was clear and convincing evidence. 
b. Human Genome Project ( p. 1-15, 31-49)

· 30-40% of health is based on genetics. 
· However, having a gene for something doesn’t tell when you will get it or how severely the condition may impact you. 
· ISSUES:
· Privacy/Confidentiality
· There are many medical information databases out there. 
· Much of this information can be very sensitive. 
· There are tons of inchoate genetic databases, stored tissue samples, etc… e.g. heel stick. 
· Duty to Warn
· Issues about informed Consent
· Intellectual Property Issues
· Discrimination
· Legislative Responses:
· Pure Prohibition on research or utilization of genetic data.
· Front Loading – impedes the collection of genetic data, restrict testing and screening. 
· Informational Management Approach – this doesn’t prevent collection but regulates the information once it is collected, e.g. discrimination not allowed.
· Privacy v. Security Laws – Under which circumstances can the information be used, stored or disclosed.  
· Clearly we have genetics exceptionalism – different rules for genetics than for other types of information. 
· In considering justifications for this difference consider the uncertainty inherent in genetic material. 
· Also consider the hypo where the non Bra-ca 1 woman would not be protected against discrimination but the bra-ca 1 would. From a justice pov this may not be justified. 
· Also consider that this type of information impacts more than the individual patient, but also their family and offspring.
c. Human Subject Research

