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	CHAPTER 1: LAW & THE HEALTH SYSTEM – AN INTEGRATED APPROACH 
CB 001 – 012


INTRODUCTION
· Two health systems:

· Health care system devoted largely to improving individual health outcomes

· Study of the HC system focuses on financing, organizing, & delivering of personal medical services.

· PH system is devoted to safeguarding & improving health outcomes in the population.


· PH system focuses on interventions designed to improve morbidity & mortality (M&M) in the community.

· Law & PH 
· PH is defined by law

· Law creates PH agencies, designates their mission, provides their authority, & limits their actions to protect a sphere of freedom outlined by the Constitution.

· Fundamental challenge of agencies is how to use the law as a tool to improve the public’s health.

· Law & Personal Health Care

· Health care executives interact w/ attys on a daily basis on issues ranging from regulatory policy, antitrust, & liability to labor relations & joint ventures.

· The law provides regulatory oversight of physician practices, legislation mandating that certain insurance benefits must be provided, & judicial ruling imposing liability for substandard medical care.

· Distrust b/t legal & medical professions is deep & has adverse implications for patient care.

· Interconnections
· Historical
· PH & HC are mutually dependent & interactive.
· Boundaries b/t the 2 did not emerge until the early to mid-20th century.
· From 18th – beginning of 20th century
· PH dominant concern in the US
· Most of the nation’s investment in health involved disease prevention & sanitation
· Mid-20th century
· Advances in medical technology & hospital care permitted more intensive & effective individual medical treatment.
· Development of biomedical model & focus on individual treatment of disease uncoupled medical care from PH’s population-based approach.
· Personal HC began to supplant PH as the dominant system
· Spending on PH declined & increase on personal health 
· Later-20th century
· Medical care dominated resource, public & media attention
· Bioterrorism – PH reemerges in awareness of public & policy makers
· Present - Both systems undergoing significant changes (financing & organization)
· Biomedical system
· Medical care driven by market forces opposed to becoming a gov’t function
· Since 1990s emergence of managed care – has eroded physician dominance in medical delivery
· PH system
· LHD (local health dept) are moving away from providing direct services (family planning & primary care)
· Concentrating on providing population-based core PH functions (health education, surveillance, policy development)
· Conventional wisdom is that PH services will either shift to private sector or provided through public-private collaborations.
· Still interdependent
· Health of population depends on both systems
· Both contributed to expanded longevity, a reduction in the overall burden of disease (i.e., reductions in tobacco-related M&M)
· Example – Obesity
· Individual social choices in eating patterns & exercise habits
· Environment (misleading marketing & advertising materials, lack of fresh fruit & veggies in low income areas) encourages poor eating choices.
· Complex medical problems 
· insurers debating whether to cover the increasing HC costs of treating obesity
· Long-term care providers are dealing w/ the costs of purchasing equipment to lift obese pts.
· Reducing obesity problem (M&M costs) requires both interventions at the individual pt. level & at the population level.
· Pelman v. McDonald’s Corp. (2203) – Πs alleged the became overweight & developed health problems related to obesity (diabetes, coronary heart disease, etc…) & other adverse health effects as a result of ∆s conduct & business practices in marketing fatty foods to consumer.
· Injury prevention
· PH policy perspective
· Mandating the use of helmets for motorcyclists & bicyclists is appropriate b/c it would reduce injury-related M&M costs.
i. Such regulation potentially interfere w/ personal freedoms & social choices
ii. Failure to mandate helmets results in higher E/R dept. & related HC costs.
· Process of PH regulation has a direct impact on the personal HC system
· Focusing on similarities b/t the 2 systems will reveal interesting policy connections & suggestions for the development of legal doctrine.
· i.e., privatization of both systems increases the importance of legal oversight.
· Moral questions – 
· To what extent should & individual’s social & behavioral choices affect the personal HC he/she receives?
· If an individual’s health status is a function of factors beyond their control (i.e. genetic / environmental factors) should that mitigate the individual’s responsibility for unhealthy lifestyle choices?
· Should PH eschew interventions in areas involving individual lifestyle choices?
· Current Legal Connections
· Development of judicial doctrine 
· during ascendance of personal HC, legal system supported rulings that ensured physician domination of the HC enterprise
· During managed care, supported industry cost containment strategies at expense to individual’s access to HC.

· Both – law supported the “winner” in the marketplace.

· Similar supportive relationship b/t law & PH
· Jacobson v. Massachusetts (1905) – courts generally deferred to the PH system to determine what policies are necessary to protect the public’s health.  

· Essence of law & PH is balancing the tension b/t protecting the community’s health w/o unduly intruding into & individual’s personal freedoms.

· Key to understanding the interaction b/t PH & personal HC is the balance b/t protecting populations w/o sacrificing individual liberties or an individual’s access to HC that the legal system holds sacrosanct.

· 2 Fundamental Questions:

· What separates a PH from a personal health issues?

· What are the policy & legal implications flowing from how the issue is characterized?

RECURRING THEMES

· BROAD THEMES
· the role of gov’ts & markets in shaping the contours of PH & medical care
· who decides how resources should be allocated
· the application of risk assessment or cost-benefit analysis to PH & medical issues
· the contrasting, & sometimes conflicting, values across law, PH & medicine
· the ethical & religious implications of developments in science & medicine
· the use & misuse of scientific evidence & medical experts in making public policy
· accountability, professionalism & value conflicts
· Competing Values

· Law stresses process, while PH stresses prevention & protecting the community, & medicine stresses the importance of individual health outcomes.
· competing values that must be reconciled across these domains:
· philosophical – involving concerns for social justice
· religious – involving debates over the definition & meaning of life
· economic – involving how to distribute scientific advantages
· institutional – involving who controls public policy responses
· law acts to mediate the conflicts
· Example: tension b/t economic & social justice models – how to allocate scarce resource
· Allocation decision require trade off b/t access to care, quality of care & costs of health care
· Primary issue in PH – whether to shift the delivery of services to the private sector b/c of resource constraints.
· In reality, a truly just allocation of services may not be economically optimal, while economically efficient system will leave some w/o access to personal or PH services.
· Dominant ethos in US revolves around an individual’s freedom to make personal & behavioral choices
· Those choice come into conflict w/ need to protect community (individuals refusal to get vaccinated)
· Each component faces difficult challenges in balancing individual choices w/ competing communal obligations
· Future-Oriented Problem Solving

· Contemplate how progress or developments in medicine & PH shape the future & how the law should develop to facilitate or restrain scientific advances.
· Law has developed overtime & prior legal doctrine may be inadequate to resolve new issues.
· Courts look to other areas of law to develop legal rules when new technology appears
· Interdisciplinary Approach

· PH is dependent on epidemiology & biostatistics for providing scientific basis of decision-making
· Medicine is dependent on science (evidence-based medicine) to determine appropriate clinical decisions.
· Approach problems through ethical reasoning, a population-based perspective & quantitative & scientific reasoning
· Professionalism & Accountability

· Key feature of the law is to ensure accountability of social institutions in both public & private sectors
· Through legal doctrine (tort) & regulatory policy (quality care regulation)
· Private law concepts (patient-physician relationship) can be applied to PH systems in ways that will improve its ability to meet its responsibilities to protect the public’s health.
CLASS NOTES

· Public Health

· Historically PH was at it’s height in first half of the 20th century when their was a concerted effort to deal w/ problems:

· i.e. epidemics, chronic problems (nutrition / work environment), mandatory restraints (seat belts)

· Leading case: Jacobson mandatory immunization

· These problems did not get resolved in the market place – consumers didn’t have the info.

· Defines what the scope of authority of gov’t agencies

· Individual Medicine

· Individually related (injuries, sickness, etc…)

· Most resources for PH shifted over to IM – some have shifted back to PH b/c of bioterrorism

· Providers (where most of the jobs are for lawyers – most money is)

· Regulators (gov’t entities that look at how care is provided, insurance regulate their reimbursements)

· Consumers (patients, employers paying for the health insurance)

· Revolution – ascendancy of managed care

· Independent health, UNIVERA, Blue Cross - Blue Shield (before we pay for this you have to call us & get prior approval)

· Canada has single payer system : US takes individual pieces to address issues, i.e. Medicare, Medicaid (elderly & poor), Children, Veterans – still 45 million people uninsured


[image: image1]
· One absolute right to health care, if you get to an ER & it is an ER.

	CHAPTER 2: FOUNDATIONS OF PH 
CB 012 – 041


I. PH LAW: THE FOUNDATION
CB 12
A. Defining Concepts
· PH Law – the study of legal powers & duties of the state to assure the conditions for people to be healthy & the limitations on the power of the state to constrain the autonomy, privacy, liberty, propriety, or other legally protected interests of individuals for the protection or promotion of population health.
1. State’s Powers, Duties, & Limits
· Legal maxim salus populi est suprema lex – the welfare of the people is the supreme law
· Constitutional perspective – police power provides hx wellspring of authority to protect the common welfare.
· Limits on power:
· Often gov’t acts to promote the common good, it often diminishes personal interests in autonomy, privacy, or liberty.
· Constitution affords gov’t a great deal of authority to safeguard the population, but it also explicitly preserves & protects a sphere of individual freedoms.
· Primacy in govt’ matters of PH are to provide mutual protection for health, safety & security.
· PH achieved only through collective action
· The community as a whole has a stake in environmental protection, hygiene & sanitation, uncontaminated food & drinking water, safe roads & products, & control of infectious disease.

2. The Health of Populations
· PH strives to improve the functioning & longevity of populations.
· Purpose:
· To monitor & evaluate the health status of populations as well as to devise strategies & interventions designed to ease the burden of injury, disease, & disability.
· To promote the PH’s & safety.
· PH differs from medicine
· Medicine has primary focus on individuals
· PH seeks to understand conditions & causes of ill-health (& good health) in the populace as a whole.
· PH seeks to assure a favorable environment in which people can maintain their health.
· PH agencies care about individuals too, i.e. agencies offer programs to the poor specifically conditions that have “spill-over” effects (STDs, HIV, TB)

3. The Role of Communities & Civic Responsibility
· PH is interested in communities & how they function to protect & promote or endanger the health of their members
· Community has shared hx, language, & values
· PH want to understand
· What health risk exist among populations
· Who engages in risk behavior (i.e., smoking, consuming high fat diet, engaging in unsafe sex)
· Who suffers from the high rates of disease (cancer, heart disease & diabetes)
· Observe difference in risk behavior & disease based on race, sex, or socioeconomic status
· PH encourages individual attachment to the community.
· Those who feel they belong to a community are more likely to strive for health & security for all members
· Collective responsibility for the mutual well-being of all individuals
· Community involvement in PH decision-making so that policy formation becomes a genuinely civic endeavor
4. The Salience of Prevention
· PH emphasizes the prevention of injury & disease, as opposed to amelioration or cure.
· PH prevention may be defined as interventions designed to avert the occurrence of injury or disease.
· Vaccination against infectious disease
· Health education to reduce risk behavior
· Fluoridation to avert dental caries
· Seat belts or motor cycle helmets to avoid injuries

5. The Mission, Functions, & Services of PH
· Core functions of PH:
· Prevent epidemics
· Protect against environmental hazards
· Promote health behaviors
· Respond to disasters & assist communities in recovery
· Assure the quality & accessibility of health services
· Essential services:
· Monitoring community health status
· Informing & educating people about health
· Enforcing health & safety legislation
· Mobilizing community partnerships
· Researching new insights & innovations
· Epidemiology – the study of the distribution & determinants of health-related states or events in specified populations, w/ the underlying premise that “disease, illness, & ill health are not randomly distributed in a population.”
· Biostatistics – analyzes data derived from the medical & biological sciences; collection, organization, & summarization of data & the drawing of inferences about a population when only a subset of the population is observed.
B. The PH System
· PH agencies are still structurally weak in each of their core components – legal foundations, workforce, data systems, & laboratories.
· PH face severe cuts due to the current state budget crisis
· IOM finds PH agencies are in “disarray”
Institute of Medicine, The Future of the Public’s Health in the 21st Century
· ACHIEVEMENT & DISAPPOINTMENT
· Health-related expenditures = 13% of GDP / 41M people lack health insurance
· US have lagged behind those of their counterparts in most other industrialized nations.
· US ranked 28th in infant mortality among 39 industrialized nations
· Area of chronic disease were highest in the US among a group of 30 industrialized nations
· Vast majority of health spending, as much as 95% by some estimates, is directed toward medical & biomedical research.
· Behavior & environment are responsible for 70% of avoidable mortality & HC is just one of several determinants of health.
· Other factors – social & environmental factors
· HEALTH AS A SOCIAL & POLITICAL UNDERTAKING
· Good health is fundamental to a good society
· Potential individual power to promote health & the role they can play in an intersectoral PH system include the community, the HC delivery system, business, the media, & academia.
· Gov’t - regulates private & nonprofit actors to ensure that they perform in ways that promote health & provides economic incentives for engaging in health-promoting behavior & disincentives for engaging in risk behavior
· ISSUES THAT MAY SHAPE THE NATION’S HEALTH STATUS
· Societal Norms & Influences
· PH approaches undertaken by gov’t agencies
· Consistently under-funded & importance in keeping populations healthy have been overlooked.
· Systemic problems
· Gov’t component of the nations PH system in disarray (backbone)
· Suffer from grave under funding, political neglect, & continued exclusion from the very forums in which their expertise & leadership are most needed.
· Lack of coordination
· PH workforce is inadequate
· Lacked optimal connectivity & technology
· State labs unable to meet the needs for the monitoring & tracking of known infectious agents
· Medicare provides little coverage for preventive services.
· THE PH SYSTEM & ITS KEY ACTORS
· Health care providers can contribute to PH surveillance & assessment of community health status
· Entities that operate w/in the community can collaborate w/ other partners to monitor health & investigate health-related needs
· Communities can become involved in policy development
· Academia informs, educates & empowers people about health issues, assure work-force competence, evaluation & research
· Business & employers have the opportunity to promote health & prevent disease & disability in their own workforces, also provide HC payment for personal HC services.
· Mass media can educate, inform, & thus empower communities w/ accurate & timely health communications.
· The Essential PH Services (see fig. 2.1 pg. 23) 
· Monitor health, Diagnose & investigate, Inform, educate people, Mobilize community, Develop policies & plans, Enforce laws & regulations, Link people, Assure a competent workforce, Evaluate effectiveness, accessibility, & quality, Conduct research
· PRESENT & FUTURE CHANGES NEEDED FOR A HEALTHY NATIONS
· Adopt a population health approach that builds on evidence of multiple determinants of health
· Strengthen the governmental PH infrastructure—the backbone of any PH system
· Create a new partnership to build consensus on health priorities & support community & individual health actions
· Develop appropriate systems of accountability to ensure that population health goals are met
· Assure that action is based on evidence
· Acknowledge communication as the key to forging partnerships, assuring accountability, & utilizing evidence for decision making & action
· CONCLUDING OBSERVATIONS
· Health is shaped by both innate factors (e.g. genes, ages, & sex) & other influences from the social, economic, natural, built & political environments, ranging from the availability of shelter & food to questions of social connectedness & behavior.
NOTES & QUESTIONS
· State PH Legislation.  
· IOM - one main problem w/ the PH system is the lack of modern enabling legislation.
· PH statutes are outdated, built up in layers over decades & inconsistent w/in & among states.
· Statutes often fail to provide PH officials w/ adequate sources of power & fail to conform to modern constitutional requirements of due process of law.
C. The Population Focus
Ali H. Mokdad et al., Actual Causes of Death in United States, 2000
· Most diseases & injuries have multiple potential causes & several factors & conditions may contribute to a single death.
· Challenge to estimate the contribution of each factor to mortality
· Deaths in US in 2000 was 2.4M
· Tobacco
· Decline in smoking from 1995-1999 to 2000.
· Appx. 435,000 deaths attributable to smoking in 2000 (increase of 35,000 in 1990)
· Increase of 35,000 due to secondhand smoking & 1,000 infant deaths due to maternal smoking.
· Poor Diet & Physical Inactivity
· In 2000 the mean estimate of overweight-attributable deaths among nonsmokers or never-smokers was 543,797 (indicating an increase of 76.6% over 1991 estimates w/ more than 80% of excess deaths occurring among individuals w/ class 2 &3 obesity)
· Estimate that poor diet & physical will cause an additional 15,000 death a year
· Nutritional deficiencies alone were reported as the causes of 4,242 deaths in 2000
· Estimate that 400,000 deaths were attributable to poor diet & physical inactivity
· Alcohol Consumption
· 2000, 18,539 alcohol-induced deaths (16,653 persons were killed in alcohol-related crashes)
· Estimate another 34,797 deaths in 2000
· Best estimate for total alcohol-attributable deaths in 2000 is ~85,000
· Microbial Agents
· 2000, influenza & pneumonia accounted for 65,313 deaths, septicemia for 31,224, & TB for 776
· Some of these deaths attributable to other factors (smoking, poor diet, & alcohol consumption)
· Estimate ~ 75,000 deaths were attributable to microbial agents in 2000
· Toxic Agents
· 1900s many improvements made in controlling & monitoring pollutants
· US EPA reported 25% decline from 1970-2001 in 6 principal air pollutants
· ~24,000 deaths per year from air pollution (range 22,000 – 52,000)
· ~55,000 deaths attributable to toxic agents in 2000
· Motor Vehicle
· 43,354 deaths in 2000 of motor vehicle crashes involving passengers & pedestrians (decline from 47,000 in 1990)
· Alcohol related crashes declined from 22,084 in 1990 to 16,653 in 2000
· Firearms
· 28,663 deaths among individuals in US in 2000 (decline from ~36,000 in 1990)
· Largest declines were in deaths from homicides & unintentional discharge of firearms.
· In 2000 – 16,586 suicide, 10,801 homicide/assault, 776 unintentional discharge, 230 undetermined intent, 270 deaths were due to legal intervention (#s obtained from death certificates)
· Sexual Behavior
· ~ 20M person are newly infected w/ STD each year in US.
· In 2000, HIV resulted in 14,578 deaths (1990 – 27,695 deaths)
· Illicit Use of Drugs
· ~ 3M individuals in the US have serious drug problems
· ~ 17,000 deaths in 2000 (a reduction of 3,000 from 1990 rpt)
· Other Factors
· Unknown pollutants or exposure, poverty & low education levels, lack of access to proper medical care or preventative services, biological & genetic factors greatly affect risk
· COMMENT
· ½ of all deaths in 2000 could be attributable to a limited number of largely preventable behaviors & exposures
· Interventions to prevent & increase cessation of smoking, improve diet, & increase physical activity must become higher priorities in PH & HC systems.
· Account for about 1/3 of all deaths (smoking, poor diet, lack of physical activity)
NOTES & QUESTIONS
· Health & Behavior: Are Individuals Responsible for Their Own Ill-Health? 
· People must take responsibility for their own lives.  
· If so, than should they be held accountable for those decision in relation to their health?  
· Where would society draw the line b/t risk behavior w/in the normal range & extremely risky behavior?
· Health & Behavior.  
· PH scholars view behavior is largely determined by the environment in which people live.
· Principal environmental determinants:
· Physical or built – transportation, bldg, green spaces & roads
· Natural – clean air, water & other natural resources
· Informational – comprehensible information on health behaviors & lifestyles
· Social – social networks, social support, loneliness
· Economic – complex interacts among socioeconomic status (SES), psychology, behavioral, & health-care related factors
· Work – pay, job, demands, control, job security.
Geoffrey Rose, Sick Individuals & Sick Populations
· THE DETERMINANT OF INDIVIDUAL CASES
· Why did this patient get this disease at this time?
· The whole basis of case-control method is to discover how sick & healthy individuals differ.
· Search for risk-factors – more susceptible to disease
· Aetiological force: the risk in exposed individuals relative to risk in non-exposed individuals.
· THE DETERMINANTS OF POPULATION INCIDENCE RATE
· 2 kinds of aetiological questions:
· Seek causes of cases, Seek causes of incidence
· To find the determinants of prevalence & incidents rates, we need to study characteristics of populations, not characteristics of individuals
· HOW DO THE CAUSES OF CASES RELATE TO THE CAUSES OF INCIDENCE
· Whether exposure varies similarly w/in a population & b/t populations  (or over a period of time)
· Case of cigarettes & lung cancer, the study population contained about equal numbers of smokers & non-smokers, were able to identify main determinant of population differences amid trends.
· Non-infectious disease
· Know a lot about the personal characteristics of individuals who are susceptible to them
· But, for a large number of major non-infectious diseases still do not know determinants or the incident rate.
· PREVENTION - Preventive strategy seeks to ID high-risk susceptible individuals & to offer them some individual protection
· The “High-Risk” Strategy
· Tradition & natural medical approach to prevention
· Screening is used to detect certain individuals who thought they were well
· Advantages:
· Leads to intervention appropriate for the individual advised to take them
· Enhanced subject motivation – have special reason to stay on treatment (i.e. smoker who has specially high risk for cardiorespiratory disease)
· Motivates physicians – allowing them to feel more comfortable intervening (gives them the feeling there is a proper & special justification for intervening)
· Offers a more cost-effective use of limited resources
· Offers a more favorable ratio of benefits to risks – b/c benefits are larger
· Disadvantages & limitations
· Difficulties & cost of screening
· Repeated screening at suitable intervals
· Problems w/ uptake & tendency for the response to be greater amongst those sections of the population who are often least at risk of the disease
· Discovery of borderliners w/ no appropriate treatments
· Strategy is palliative & temporary
· Does not seek to alter underlying causes of the disease but to id individuals who are particularly susceptible
· Strategy is behaviorally inappropriate
· Lifestyle constrained by social norms
· Difficult for some people to step out of line w/ their peers
· The Population Strategy
· Attempt to control the determinants of incidence, to lower the mean level of risk factors, to shift to whole distribution of exposure in a favorable direction.
· Traditional PH form involves environmental control methods
· Modern PH from it is attempting (less successfully) to alter some of society norms of behaviors.
· Advantages
· Radical – attempts to remove the underlying causes that make the disease common
· Behavioral appropriate – change the social norm (health education, campaigns)
· Disadvantage
· Offers only a small benefit to each individual (most would have been all right anyway for many years)
· Health education tends to be ineffective for individuals & short term
· Small expectation of benefit which can be easily outweighed by small risk
NOTES & QUESTIONS
· Prevention Paradox.  “preventive measure which brings much benefit to the population offers little to each participating individual”
	SCOPE OF PUBLICH HEALTH
CB 041 – 076


II. THE LEGITIMATE SCOPE OF PH 
CB 41
· PH professes to ground assessments & interventions solely on science.
· PH must deal w/ personal behaviors & social policies that call for ethical evaluation
· No issue more politically controversial in PH than the field’s legitimate scope.
· Modern PH embraces broad approach, addressing socio-economical-cultural foundations of health.
· Critics claim modern PH overreaches by delving into areas that are inherently political (i.e. redistribution of wealth & status in society)
A. Socioeconomic Status
Angus Deaton, Policy Implications of the Gradient of Health & Wealth
· “Poorer people die younger & are sicker than richer people”
· What is the Gradient?
· The relationship b/t health & income is referred to as a “gradient” to emphasize the gradual relationship b/t the two; health improves w/ income throughout the income distribution, & poverty has more than a “threshold” effect on health.
· Non-income differences in health.
· Marked differences in life expectancy by race & by geography.
· 20 yr gap b/t white men in healthiest counties & black en in unhealthiest counties.
· Addressing health inequalities.
· Some people find inequalities unjust & believed should be addressed in health policy
· What Causes the Gradient if not Income?
· Two-way causality b/t health & income, differential access to health care, & health related behavior.
· Effects of health on income. 
· Ability to work & effect on earnings (i.e. disability)
· Retiring b/c of illness earlier
· Effects of income on health.  
· Risk of becoming disabled much higher in people who are poorer, less educated & lower social status.  Illness that cause retirement higher in poorer people
· The access argument.  
· If access to care is the major cause of the gradient, the appropriate policy is to address the structure of the HC industry, including not only the provision of insurance but also the ways in which different groups of people are treated differently w/in the system.
· Effect of life-saving technology.  
· New technique & knowledge can generate a gradient, even when none previously existed.  
· Role of health-related behavior.  
· Health-related behavior involving the use of tobacco, alcohol, & drugs; & sex play an important part in determining the gradient.  Directing policy toward behavior will only change the behavior w/o changing the fact that the poor are less healthy than the rich.
· A Direct Link From Income to Health?
· Good evidence that there is a direct casual link to health from some aspect or correlate of SES.
· Importance of education.  
· Empirical evidence shows that education is protective of health; evidence from a range of rich countries shoes that an additional yr of education reduces mortality rates (at all ages) by around 8 percent.
· Redistributing the wealth. 
· Hypo: The most effective means of reducing mortality would be to eliminate social inequalities by redistributing wealth.  Data shows in US this would not be true.  
· Inequality almost certainly affects health, but income inequality is not the key.
· Should Economic Policy Be Health Policy?
· Components of individual welfare.  
· Individual welfare is neither health nor wealth but depends on both.  More & better education improves both earnings & health, making it doubly attractive.
· Pareto criterion: that a policy that harms no one while making at least some people better off is a good thing.  Innovations are beneficial to health, although some people’s health would improve while others health stays the same or is improved less.  
· Pareto criterion would say this is good, while PH would argue inequalities are inherently bad & innovations that increase them are bad.
· Directing policy at both wealth & health.  
· Need for more general health policies.
NOTES & QUESTIONS
· The “Big Idea” of the Explanatory Power of Disparities in Wealth.
· Gradient of health & wealth
· A relationship b/t SES & health outcomes that is deep, persistent, & cross-cultural.
· “what matters in determining mortality & health in a society is less the overall wealth of the society & more how evenly wealth is distributed. The more equally wealth is distributed the better health of that society.”
John Lynch et al., Is Income Inequality a Determinant of Population Health?
· Little support for the idea that income inequality is a major, generalizable determinant of population health difference w/in or b/t rich countries.
· Income may influence some health outcomes, i.e. homicide
· H/e, reducing income inequality by raising the incomes of the most disadvantages will improve their health, help reduce health inequalities, & generally improve population health.
NOTES & QUESTIONS
· Social Status as a Determinant of Health.  
· Income is not the only, or necessarily even the most important determinant of health & longevity.
· Social standing appears to be important for healthy, happy, long life.
B. The “Built” Environment
Richard J. Jackson & Chris Kochtitzky, CDC, Creating A Healthy Environment: The Impact of the Built Environment on PH 
· Introduction
· Less traditional factors: housing characteristics, l&-use patterns, transportation choices, or architecture or urban-design decisions as potential health hazards.
· Environmental PH initiatives have historically been among the most effective approaches for assuring healthy living conditions.
· Applying PH criteria to l&-use & urban design decisions could substantially improve the health & quality of life 
· Land-use & Its Effects on Air Quality & Respirator Health
· Sprawl – depends on individual motor vehicles to flourish
· Increase in driving time results in an increase in air pollution & in the incidence of respiratory diseases.
· 1997, on-road vehicles accounted for 58% of CO emissions in the US
· Automobile related pollution was responsible for more deaths than traffic accidents
· Imperative that new transportation options be developed & implemented in order to help alleviate the PH problems related to worsening air quality
· The Built Environment & Physical Activity
· Provides both opportunities for & barriers to participation in physical activities
· Determinant in a persons physical activity
· Negative environments in neighborhood - i.e. absence of sidewalks, heavy traffic, hills, street lights, crime, etc.
· Positive environments in neighborhood – i.e. enjoyable scenery
· Lack of structure or facilities (sidewalks, parks)
· Fears about safety
· People tend to get less exercise as outlying suburbs further develop & the distance b/t malls, schools, & places for employment & residence increase.
· Many different types of urban design encourage sedentary living habits which contribute to poor health outcomes.
· Other Potential Health Effects of L&-use Decisions
· Residents w/ surrounding greenspace had a stronger sense of community
· Urban heat islands increase the demand for cooling energy, increase health risks associated w/ heat related illness & deaths, & accelerate the formation of smog.
· Sprawl increase the risk of flooding.
· Planners, Architects, Engineers, & PH Professionals Can Make a Difference
· CDC, 4 most important challenges PH challenges for new century that are significantly linked to some of the l&-use urban design issues.
· Integrating physical activity into our daily lives;
· Cleaning up & protecting the environment

· Recognizing the contributions of mental health & overall health & well-being

· Reducing the toll of violence on society.

· PH sector need to address the issues by:

· Support research to determine impact that changes in the built environment can have on PH

· Participate in local planning process.

· Work w/ planners & other l&-use professionals to provide them w/ the strong PH arguments they need to support “smart-growth” designs & initiatives.

NOTES & QUESTIONS - CDC report rec’d backlash.  Should the CDC get involved in these types of issues?
C. Critique of the “New” PH 
Richard A. Esptein, Let the Shoemaker Stick to His Last: A Defense of the “Old” PH 
· Let individuals make their own decisions in regard to health.
· Idea that the marketplace has free speech to promote unhealthy foods.
· Epstein feels the new PH uses the term “epidemic” to justify state regulation to limit tobacco consumption or control obesity, even though those activities are not communicable.
· The new PH extends to regulation into inappropriate areas.
· PUBLIC HEALTH
· Why regulate here?
· Early PH initiatives were tied closely to the control of communicable diseases
· Quarantines & Related Sanctions
· Quarantine measures were common in the American colonies before independence.  
· Quarantine interfered w/ the ordinary liberty to travel, but the gains to PH outweighed the losses
· Vaccination
· Began w/ Edward Jenner’s discovery in 1796 that exposure to the mild cowpox made people immune to smallpox.  
· 100 years later, Jacobson v. Massachusetts (1905) challenged the power of the state to expose someone to the smallpox vaccine.  
· Morals
· PH law pre-1937 dealt w/ areas considered “sinful” & targeted individual practices & shut down public nuisances the saloons & prostitution houses where activities occurred.
· THE MODERN PERIOD (p. 63)
· Quarantine & Similar Sanctions
· Quarantines have not been used much in recent years b/c of the general success in controlling contagious diseases.  
· There are also more private responses to outbreaks, such as individuals are more selective of sexual partners, they are more willing to take vaccines, & other means to protect themselves.
· Vaccination

· The expansion of tort liability post 1968 has had negative pubic health implications, & now people sue when they experience illness after a vaccination.  

· Traditional tools for PH regulation are weaker today than in the 19th century.

· Public Morals

· Today, the emphasis is on voluntary compliance w/ norms in the effort to reduce the spread of disease.  (use of condoms to prevent STDs)

· Economic & Social Regulation

· Obesity- Idea that “epidemic” is the wrong way to think of the obesity problem, it’s just that the population is at greater risk for obesity.

· Would a “fat tax” on unhealthy foods help regulate the obesity problem?

· Government Insurance- Argument for extensive regulation of individual practices since the gov’t is the first & last resort insurer
Lawrence O’ Gostin & M. Gregg Bloche, The Politics of PH : A Response to Epstein
· Is There a “New” PH 
· This encompasses a research agenda & commitment to apply scientific findings in the public sphere to reduce the social burdens of disease (this has broadened 19th century emphasis on control of infectious disease).  Authors believe that PH professionals,Legislators & regulatory bodies should craft evidence-based responses to contemporary health risks, provided that the responses balance the benefits of improved health against potential economic costs & impositions on personal liberty.
· The Politics of Market Failure
· Market failure can only be discerned by reference to some normative conception of what people are supposed to achieve.
· People who have risky, unconventional sex or who abuse drugs should bear the full social price of their behavior – or perhaps even an inflated price.  “Moral hazard” is the propensity for individuals to demand more of something when they bear less than its full cost & this is not possible without a normative judgment about how much of the thing they should ideally demand.
· The Politics of Personal Responsibility
· Those who overindulge should bear the costs that come w/ their choice.  The authors (Gostin & Bloche) say this is inefficient, b/c it passes part of the cost of overindulgence from those who incur it to calorie-counters who show restraint.
· The Politics of Causation
· Epidemiologist tend to understand causation as a complex web of interactions between prior phenomena (basically a web of interactions that make the occurrence being studied less or more likely ) by using this plodding method epidemiologists can come up w/ correlations & probabilities of causal relationships.
· Epstein proclaimed that something is or is not a cause of a disease & that policy makers should intervene or restrain themselves accordingly.
· The authors however feel that political, cultural, & moral influences should be adopted in the selection of disease prevention strategies
CLASS NOTES - What are the different views one can take in defining the problems in PH .
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III. REASONING IN PH : RISK, EFFECTIVENESS, COST

A. Assessing & Regulating Risk
Frank B. Cross, The Public Role in Risk Control
· Risk assessment is a widely used form of reasoning in PH regulation.  It is important to understand the risk posed to the community’s health.  Scientists understand risk according to probability assessments (the chance that something will occur & the severity of its effects).  Lay people’s understanding however includes personal, social & cultural values.  Policy in the real world is confounded by scientific uncertainties, human values, & political compromise resulting in “overregulated risk” (e.g. removal of apples treated w/ pesticide Alar from supermarkets) combined w/ “underregulated risk”(e.g inadequately regulated personal handgun industry)
Stephen Breyer, Breaking the Vicious Circle: Toward Effective Risk Regulation
· Public’s evaluation of risk problems differs widely from consensus of experts in the field & encompasses the following aspects of risk perception.

· Rules of thumb- helps us make decisions quickly but it oversimplifies thereby inhibiting an understanding of risk.

· Prominence- people react more strongly & give greater importance to events that stand out from the background.  

· Ethics- strength of our feelings of ethical obligations diminish w/ distance. E.g. we feel stronger obligations toward family, neighbors, & friends than those in distant places that we don’t see but only read or hear about. 

· Trust in Experts- not easy for people to judge between experts when experts disagree w/ each other.  Since the mid 60’s has been an increasing distrust of experts.

· Fixed decisions- a person who has made up his or her mind about something is very reluctant to change it.

· Mathematics- most people have a difficult time understanding the mathematical probabilities involved in assessing risk. People consistently overestimate small risk & underestimate large ones.
NOTES & QUESTIONS
· Science, Rationality & Values
· U.S. v. Ottati ( famous case involving the “superfund” toxic clean up law where the court rejected the EPA’s claim that the International Minerals & Chemical Corporation did not clean up a toxic waste site sufficiently.  
· Industrial Union DepT., AFL-CIO v. American Petroleum Institute (Benzene case- how much exposure to a harmful chemical is safe?) Sup. Ct held that OSHA had the burden of proving, based on substantial evidence, that long term exposure to Benzene at low levels presents a “significant risk of material health impairment”
· Decisions about proper exercise of PH powers require thoughtful balancing of complex social, scientific, & legal issues 
B. Cost-Effectiveness Analysis
John D. Graham, Evaluating the Cost-effectiveness of Clinical & PH Measures
· Cost Effectiveness Analysis (CEA) is an analytic tool that can be used to evaluate the outcomes & costs of interventions designed to improve health.

· CEA provides ratios that show the cost in monetary terms of achieving one unit of health outcome.  

· The measures of health outcomes most commonly employed are the number of lives, life-years (LY), disability-adjusted life years (DALYs) & quality adjusted life years (QALYs) gained

· Under standard economic accounts, gov’t should favor regulatory responses that maximize health benefits.

· The influence of CEA on resource allocation disease is most direct when alternative interventions for a specific health problem are explicitly & rigorously analyzed in a particular study.

· For CEA to become a more influential tool, the analytical community needs to achieve more consensus about the methods & conventions employed in CEA.
NOTES & QUESTIONS
· The critique of cost effectiveness analysis - not everyone believes that sterile estimates of costs & benefits represent a fair way of evaluating policies arguing that PH policies cannot be compressed into a single aggregate number.
· John F. Morrall, III - Conducted a classic study purporting to show that gov’t often spends exorbitant sums to avert very small risks. 

· Lisa Heinzerling pointed out flaws in Morrall’s methodology including that his estimates are inflated b/c they do not count other regulatory benefits such as preventing respiratory illness & ecological harm.
IV. STATE POLICE POWERS: PROTECTING HEALTH, SAFETY & MORALS
CB 85
· Justice Marshall in Gibbons v. Ogden- first Supreme Court justice to refer to the police powers.
· “The immense mass of legislation, which embraces every thing within the territory of a state, not surrendered to the general government:  all which can be most advantageously exercised by the states themselves.”  
· The story of state PH powers often begins w/ the refusal of Henning Jacobson to comply w/ an early 20th century Cambridge Massachusetts ordinance compelling smallpox vaccination.  
Jacobson v. Massachusetts (1905)
CB 85
Facts:  Jacobson does not want to be vaccinated for smallpox & he’s over 21 y/o.  He wants an exception made for him.
Issue:  Validity of vaccination laws in Massachusetts.  
Rule:  The statute establishes the absolute rule that an adult must be vaccinated if it were apparent or can be shown w/ reasonable certainty that he is fit for vaccination.  (1) Power derived from police powers for common good. (2) Board of health must make a finding that due to PH /safety they can make certain decisions.  (3) Question as to if there could be a partial plan for vaccinating only some people.  
Rationale:  The safety & health of the people of Mass. are for that commonwealth to guard & protect & the legislation enacted by Mass. did not invade any right secured by the Fed. Gov’t.  The court placed emphasis on the police power of a state & made the point that this was not the case of an individual that could show w/ reasonable certainty the he is not a fit subject of vaccination, or that vaccination by reason of his then condition would seriously impair his health or probably cause his death.  If the individual could show that he was not fit for vaccination, the court established that it would be presumed that the legislature intended exception to its language in order to avoid results that would lead to injustice, oppression, or absurd consequences.
NOTES & QUESTIONS
· Judicial deference to the state police power

· For most of American hx, con. law courts have deferred to the state PH regulation under the police powers.
V. SURVEILLANCE & PH RESEARCH
CB 94
· to achieve collective benefits, PH authorities systematically collect, store, use, & disseminate vast amounts of personal information commonly in electronic form.   PH authorities monitor health status to identify health problems diagnose & investigate health hazards, conduct research to understand health problems & find innovative solutions & disseminate information to inform, educate, & empower people in matters related to their health. 

A. Reporting Injuries or Disease
· B/c state & local governments rely heavily on clinical reports of disease & injury every state requires physicians & laboratories to report certain events that cause harm, specified infections, & diseases.

Whalen v. Roe (1977)
CB 95
Facts:  In response to concern that certain drugs where being diverted into unlawful channels the New York legislature in 1970 created a special commission to evaluate the State’s drug-control laws.  The commission found the existing laws deficient b/c among other things, there was no effective way to prevent the use of stolen or revised scripts, to prevent unscrupulous pharmacists from repeatedly refilling scripts, to prevent users from obtaining scripts from more than one doctor, or to prevent doctors from over-prescribing.  The NY state act required all prescriptions for schedule II drugs be prepared by physician in triplicate on an official form that identifies the prescribing physician, the dispensing pharmacy, the drug & dosage, & the name, address, & age of the patient.  The forms are delivered to a receiving room at Dep’t of health in Albany each month where there are sorted, coded, logged.  The data is then recorded on magnetic tapes for computer processing where certain precautions are in place to maintain privacy.  Appellees contend that the statute invades a constitutionally protected “zone of privacy” including an individual interest in avoiding disclosure of personal matters & an interest in independence in making certain kinds of important decisions.  

Issue:  May the state of NY record in a centralized computer file, the names & addresses of all persons who have obtained, pursuant to an MD’s prescription, certain drugs for which there is both a lawful & unlawful market?
Rule:  Despite the risk that some individuals concern for their privacy may lead to avoidance or postponement of needed medical attention, disclosures of private medical information to doctors, hospital personnel, insurance companies, & PH agencies are often an essential part of modern medical practice even when the disclosure may reflect unfavorably on the character of the patient.
Holding:  This record keeping is not an invasion of any right or liberty protected by the 14th Amendment.  
B. PH Research
· PH authorities collect data both for the purpose of surveillance & research.  Ethical controversies have arisen from the conduct of PH research including:  Tuskegee study (studied the course of untreated syphilis in African American males)
· Investigators in federally funded human subject research must comply w/ the “common rule” which requires, among other things, informed consent & ethical review by an Institutional review board.  PH officials, however, do not have to provide these formal safeguards.

Amy L. Fairchild & Ronald Bayer, Ethics & the Conduct of PH Surveillance
· Does the collection & analysis of data always constitutes research & therefore requires ethical oversight.

· In a 2002 report the world health bank said in part that surveillance is not research

· The guidelines governing research & clinical practice cannot be imported to the PH setting where the first priority must be the protection of the communal welfare.
NOTES & QUESTIONS
· the distinction between surveillance & PH research
· Public surveillance consists of two major categories: 
· (i) disease reporting to a PH authority as required by law & w/ patient consent 
· (ii) disease registries & records maintained w/ patient consent.  
· The need for routine ongoing & accurate collection of personally identifiable health information without patient consent from PH surveillance purposes enables rapid responses to emerging infectious & bioterrorism or other PH threats.  
· Furthermore, the authority of governmental PH agencies to collect such data is found in the laws of every state & has been affirmed by the U.S. Supreme Court.  Reporting requirements are subject to public review, legislative oversight, & judicial review when challenged in court.
· Which view is preferable- one that would require ethical review for all PH surveillance activities or one that would rely on ordinary constitutional & political oversight at the state level?
CLASS NOTES

· Economics – US market has to be competition
· 10 MINUTE BRIEFING ON ECONOMICS
· In the US, we have anti-trust laws
· Assumptions:
· Consumers have perfect knowledge
· Suppliers have no transition costs (they can be making one thing one day & then another thing another day).
· There are balancing forces on supply & demand, & there is a “sweet spot” where at a certain price, an optimal allocation of resources is possible.  
· Everything in the private economic center can be worked out without any gov’t regulation so that in markets the optimal point is reached.  The voice of the consumer is matched to the quantity of goods produced.  If it worked ideally, we wouldn’t need gov’t intervention in markets.
· EXTERNALITY- where the transfer of costs doesn’t happen- the manufacturer isn’t paying the full cost of what it costs to make widgets.  
· When money from gov’t funds are put into private insurance programs, there is a distortion of supply/demand & cost, & it’s difficult for the marketplace to sort out any differences & competition.  
· If there is a new flavor of Jell-O, this will affect the demand curve & likely more Jell-O will be produced.  
· Manufacturers are always looking for ways to decrease their costs.  
· Economically, innovation is helpful & benefits everyone.  
· We don’t live in a perfect world w/ perfect knowledge, & there are transaction costs for the manufacturers, & there are products out there that don’t behave well under the Quantity – Price model.  Addictive products take the free will aspect of things out of the situation.  
· When the situation doesn’t hit the optimal price/demand spot, issues come about.  
· Epstein said the old PH made sense to him, as vaccines were produced & people who wanted to be vaccinated consumed them.  
· PH Interventions Comments
· Can be unpopular w/ consumers
· Usually the benefits outweigh the risks, but some people argue individual choice.
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VI. HEALTH PROMOTION, PERSUASION, & FREE EXPRESSION

· Most important goal of health promotion is to alter the informational environment so that the public can hear messages conducive to their health & avoid messages that encourage risk behavior.
· Government can put out health messages to the population & can constrain the speech of others by limiting advertising & promotions of hazardous
A. Health Communication Campaigns: gov’t Speech
· What should the government’s role be in health promotion?
· Example: Should the gov’t be able to run campaigns saying, “Smoking causes wrinkled skin & cancer?”
B. Regulation of Commercial Speech: Advertising Restrictions
· PH official’s attempt to control the information environment are not confined to health education campaigns.
· Restraint on commercial speech can be one of the most important health promotion strategies.
Lorillard Tobacco Co. v. Reilly (2001)
CB 104
Facts:  Tobacco companies sued the AG of Mass. in response to new laws regulating the sale of cigarettes & tobacco products (typically to minors) & where the products could be sold.  The goal of the tobacco regulations was to eliminate deception & unfairness in the way cigarettes & smokeless tobacco products are marketed, sold & distributed in Mass. in order to address the incidence of smoking by children.  Where does the Attorney General get the power to make these regulations?  No outdoor advertising within 1,000 foot radius of a school or playground.
Rule:  Application of the Central Hudson test- p. 122 Note 2. : (1)  For commercial speech to be protected by the First Amendment, it must concern a lawful activity & not be false, deceptive, or misleading; (2) The gov’t interest asserted must be substantial; (3) The regulation of commercial speech must directly advance the governmental interest asserted; (4)  The regulation must be no more extensive than necessary to serve the government’s interest.  

Issue:  Do the regulations violate the First Amendment rights?
H/R:  The Court views commercial speech under a standard of INTERMEDIATE SCRUITNY & the gov’t carries the burden of justification.  These sales practices & regulations for sales withstand First Amendment scrutiny.  The means chosen by the State are NARROWLY TAILORED to prevent access to tobacco products by minors, are unrelated to expression & leave open alternative avenues for vendors to convey information about products & for would-be customers to inspect products before purchase.  The First Amendment constrains state efforts to limit advertising of tobacco as long as the sale & use of tobacco is lawful for adults, the tobacco industry’s protected interest in communicating information, & that customers could receive those information.  States are free to combat the problem of underage tobacco by appropriate means.  
Pearson v. Shalala (1999)
CB 113
Facts:  Dietary supplement marketers Pearson & Shaw asked the FDA to authorize for health claims in order to boost the sales of their products.  A “health claim” is a claim made on the label or in labeling of a dietary supplement that expressly or by implication characterizes the relationship of any substance to a disease or health related condition.  The FDA must evaluate a health claim based on significant scientific evidence before it can be authorized.
Arg:  Pearson & Shaw (on appeal of the FDA’s decision to reject the claims for lack of sufficient evidence) claim that:  (1) Their First Amendment rights have been impaired.  (2) Under the Administrative Procedure Act (APA) the FDA was obliged to articulate a standard more than the undefined “significant scientific agreement.”  (3) This “non-definition” has void for vagueness concerns (Fifth Amendment) - FDA’s definition is so vague it deprives the producers of liberty & property without due process.
Rationale:  Application of the Central Hudson Test
· Is the asserted gov’t interest substantial?  YES

· The gov’t has an interest in protecting the public’s health & making sure of the accuracy of info. in the marketplace.
· Does the regulation directly advance the governmental interest asserted?  NO

· Too attenuated that the health of consumers is advanced DIRECTLY by barring health claims not approved by the FDA.
· Does the fit between the government’s ends & the means chosen reasonable?
· The ends/means test doesn’t appear reasonable- disclaimers are constitutionally preferable to outright suppression.
· Extensiveness – Is the regulation no more extensive than necessary?  NO

· The gov’t could just require the labeling of these products as “not approved by the FDA.”
Holding:  Case is reversed & remanded from the FDA’s rejection of the authorizations.  Case is remanded to the FDA for reconsideration of the health claims.  Court does not address the definition issues, as it’s unnecessary b/c the court agreed w/ the appellants that the APA requires the agency to explain why it rejects their health claims.
NOTES & QUESTIONS
· What is commercial speech? (p. 121)
· Sup. Ct. says commercial speech is expression related solely to the economic interests of the speaker & it’s audience that does no more than propose a commercial transaction.
· The Central Hudson Test (p. 122)
· Must concern a lawful activity & not be false, deceptive or misleading.
· Government interest asserted must be substantial
· The regulation of commercial speech must directly advance the governmental interest asserted

· The regulation must be no more extensive than necessary to serve the government’s interests.  

· Truthful Speech or Misleading Speech? (p. 122)

· The Court affords no constitutional protection to false or deceptive commercial speech.  

· This is difficult b/c commercial speech is rarely unequivocally “truthful” or “false.”

· The Interest to be protected under the Commercial Speech Doctrine (p. 123)

· Targeting Young People (p. 123)

· The Supreme Court has made it clear that manufacturers cannot promote unlawful uses of a product.

· The Normative Value of Commercial Speech (p. 123)

· The Supreme Court recently started using close scrutiny in its analysis of commercial speech (prior to 1990 the Court afforded a low level of constitutional protection to commercial speech).
C. Compelled Commercial Speech: The Public’s “Right to Know”

· Gov’t requires businesses to label their products (ingredients) & to warn of potential bad effects (drugs, vaccines)

· Gov’t requires disclosure of info. for consumers (performance of managed care organizations) workers (health & safety risks) & the public (chemicals in drinking water).

· Gov’t mandates counter advertising of health information as a counterbalance to ads for hazardous products.
International Dairy Foods Association v. Amestoy (1996)
CB 125
Facts:  FACTS:  Πs-appellants appeal from a dist. ct decision denying their motion for a preliminary injunction.  The dairy manufacturers challenged the constitutionality of a VT statute which requires dairy manufacturers to identify (label) products which were or might have been derived from dairy cows treated w/ recombinant Bovine Growth Hormone (rBGH) used to increase milk production.  Dairy products from herds treated w/ hormones are identical to those of untreated herds.
Issue:  Does the dairy labeling statute violate the 1st Amendment?

Rationale:  Court looked at irreparable harm & the Central Hudson test.  (1) Irreparable Harm:  Dist. Ct. found that appellants had not demonstrated irreparable harm to any 1st Amend. right.  This ct disagrees, as the statute requires appellants to make an involuntary statement when they sell their products.  (2) Likelihood of Success on the Merits:  Ct did a Central Hudson analysis & found the VT statute failed on the 2nd prong (substantial interest).  The consumer’s interest & the right to know are NOT sufficient enough to justify compromising the constitutional rights of the dairy farmers.
Holding:  R & R – the dist ct abused it’s discretion in failing to grant the preliminary injunctive relief to the dairy manuf. 
Dissent (Leval):   Majority disregards VT’s interests in wanting to provide information to consumers who might have concerns about health, cow health, biotechnology & the survival of small dairy farms.  The long-term effects of hormones in dairy are not known.  Just b/c the health risk is unknown doesn’t mean we can’t disclose information about it.
NOTES & QUESTIONS
· Information & Risk Disclosure

· 2nd Cir. Ct. of Apps argues that the power to compel truthful speech is constitutionally permissible ONLY IF the gov’t has a strong PH interest- satisfying consumer curiosity is an insufficient governmental objective.
	INFECTIOUS DISEASES
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VII. CONTROL OF INFECTIOUS DISEASES: NATURALLY OCCURRING EPIDEMICS & BIOTERRORISM

· Malaria, measles & acute respiratory or diarrheal infections are still one of the greatest causes of mortality globally.

· Endemic diseases (TB) have re-emerged in more virulent, multi-drug resistant forms.

· The sanitary movement - late 19th century id’d poverty, overcrowding, & poor sanitation as causal factors in disease.  
Lawrence O. Gostin et al., Ethical & Legal Challenges Posed by Severe Acute Respiratory Syndrome
· ETHICAL & LEGAL RECOMMENDATIONS FOR RESPONDING TO SEVERE INFECTIOUS DISEASE THREATS
· Important to evaluate the global response to SARS & the scientific, legal & ethical issues surrounding epidemics.
· Precautionary Principle for Ethics of PH (from class notes)
· An obligation to protect populations against reasonably foreseeable threats, even under conditions of uncertainty.
· Seeks to forestall disasters & guide decisions making in the context of incomplete knowledge. 
· Importance of isolation & quarantine in SARS.  
· Isolation applies when someone already has the disease.
· Quarantine occurs before someone has the disease.  

· Procedural justice requires a fair & independent hearing for individuals subjected to burdensome PH actions.
· Due process requirements are important b/c fair hearings affirm the dignity of the person.
· Due process also ensures accurate decision-making.
· SURVEILLANCE & CONTACT TRACING: THE LIMITS OF PRIVACY
· Surveillance raises issues about right to privacy.
· The state has to meet rigorous standards:
· An Important Need to Know & Intervene
· Transparency Regarding Uses, the Potential for Disclosure & Harm
· Consultation w/ the Community at Risk to Minimize Stigma
· Legitimacy of PH  Purpose
· ISOLATION & QUARANTINE: THE LIMITS OF LIBERTY
· Scientific Assessment of Risk – always want to know how dangerous the disease is, & how it spreads.
· Targeting Restrictive Measures - Great if you could limit it to people who are infectious, but this is hard to achieve sometimes.
· A Safe & Habitable Environment - Bad example is the Superdome in New Orleans- it was an awful place for people.  
· Fair Treatment & Social Justice - Fairness may require consideration of compensation, particularly for the poor who loose vital income during quarantine & isolation.  
· Procedural Due Process - Fair hearings affirm the dignity of the person.  Due process ensures accurate decision-making.
· Sup. Ct. has noted that civil confinement is “a significant deprivation of liberty that can engender adverse social consequences.”
· The Least Restrictive Alternative - PH  authorities should resort to isolation or quarantine only if it is the least restrictive or intrusive alternative.  
· TRAVEL ADVISORS & RESTRICTIONS: LIMITS ON THE FREEDOM OF MOVEMENT
· The right to travel is virtually important legally, economically, & politically.
· Limiting Travel Is Justified by a Legitimate PH Purpose
· The Right of Return to a Person’s Home Country Should Not Be Denied
· Travel Advisories to SARS-Affected Areas Are Warranted to Accurately
· Travel Restrictions to SARS-Affected Areas Are Justified Only Where Return Travel Imposes a Serious Risk to Others
· CONCLUSIONS
· There is no way to avoid the dilemmas posed by acting without full scientific knowledge.
· Failure to act can have bad consequences on PH, while actions that unnecessary are viewed as based on hysteria & draconian.
· The safeguard is TRANSPARENCY- making clear the bases for restrictive measures.
NOTES & QUESTIONS
· Influenza Pandemic Preparedness: PH Powers, p. 138
· These PH powers have been discussed by experts as having a bearing on preparedness & control for influenza.
· Animal/human interchange
· Case finding
· Case Contact investigations
· Medical preventions & interventions
· Community hygiene

· Travel limitations

· Decreased social mixing/increasing social distance

· Civil confinement

· Reduction of international spread
A. Restrictions of the Person: Isolation & Quarantine
· Historically, society’s only response to epidemics has been to separate out the healthy from the sick.  

· ISOLATION: the separation of known infected persons from the uninfected for a period of time that the disease is transmissible.

· QUARANTINE: The separation of those exposed to infection, but not definitively known to be infected, for the period of incubation of the disease.  

Jew Ho v. Williamson (1900) (A reminder that PH measures can be used for prejudice & subjugation).
CB 140
Facts:  The BOH of SF adopted a resolution authorizing the bd. to quarantine 12 city blocks after 9 people in the area died of bubonic plague.  Ho resided in the quarantine area & alleged that the resolution was enforced only against persons of Chinese race & nationality, & not against persons of other races.  Ho alleged that there weren’t any cases of bubonic plague within the limits of the quarantined area within the 30 days before the filing of the complaint.  The quarantine is discriminating in character - it discriminates against the Chinese population in the city & favors people of other races.  
Issue:  Was the quarantine in this area a reasonable regulation? 

H/R:  The court will uphold any reasonable reg. that may be imposed for the purpose of protecting the people of a city from the invasion of epidemic disease.  The gov’t has considerable power to safeguard the health & well being of citizens.  H/E, the power has limits in a constitutional democracy.  Ct. looked at scientific evidence of the epidemic, which did not support the implementation of a quarantine of this size in this area.  → The quarantine is unreasonable, unjust & oppressive.  It is also discriminating in character & is contrary to the 14th Amendment.
City of New York v. Antoinette R. (1995)
CB 142
Facts:  AR has infectious TB.  City health commissioner sought to enforce an order requiring forcible detention in a hospital.  The purpose of the detention was to allow for completion of an appropriate regime of medical treatment.
Issue:  Can AR be detained to finish her course of TB medication, where the failure of a TB patient to complete an effective course of therapy creates the likelihood or relapse & facilitates the development of drug resistant strains of the disease?
H/R:  New York City Health Code § 11.47 gave the Commissioner of Health the Authority to order for the removal or detention in a hospital a person w/ active TB.  The prerequisite for the order is that there be a substantial likelihood based on the person’s past or present behavior, that the individual cannot be relied upon to participate or complete a course of medication.  Based on Antoinette R.’s past behavior where she had withdrawn treatment for TB, attempted to hide symptoms of her illness, & exhibited that she did not understand the severity of her condition, she will be detained in order to complete her TB therapy (unless her circumstances change & indicate that she can be relied upon to complete the prescribed course of medication without being in detention).
Greene v. Edwards (1980)
CB 144
Facts:  G was involuntarily confined in Pinecrest Hospital pursuant to the terms of the WV TB Control Act.  He alleges that the Act does not afford procedural due process b/c: (1) It fails to guarantee the alleged TB infected person w/ the right to counsel; (2) it fails to insure that he may cross-examine, confront, & present witnesses; & (3) it fails to require that he be committed only upon clear, cogent & convincing proof.
Issue:  G was not provided an atty before he was committed.  Does the WV TB Control Act violate his DP right to an atty?
Rule:  Due process requires that a person charged under the West Virginia statute be afforded: (1) adequate written notice detailing the grounds & underlying facts on which commitment is sought; (2) the right to counsel; (3) the right to be present, cross-examine, confront & present witnesses; (4) the standard of proof to warrant commitment to be by clear, cogent & convincing evidence; & (5) the right to a verbatim transcript of the proceeding for purposes of appeal. 
H/R:  Due process concerns should not be ignored just b/c of PH issues.  As counsel was not appointed for G until after the commencement of the commitment hearing, he is permitted a new hearing.  The statute violated his due process rights.

NOTES & QUESTIONS
· Gov’t actions in quarantine/isolation situations are tolerated provided there are:
· Clear substantive standards (e.g. significant risk based on scientific evidence)
· Fair procedures (e.g. an individualized hearing)
· Equitable treatment (e.g. evenhandedness in application)
B. Compulsory  Vaccination: Immunizing the Population Against Disease
· Vaccinations are among the most widely used & cost-effective PH interventions.  
· The rate of complete immunization of school-age children in the US (more than 95%) is as high or higher than in most other developed countries.  
· The morbidity & mortality rates for common childhood illnesses including measles, pertussis & polio have been dramatically reduced.
· All states require proof of vaccination as a condition of entering school.  
· All sates grant exemptions for children w/ medical contraindications to immunizations.
· 48 states grant religious exemptions
· Some states grant exemptions for parents who profess philosophical convictions in opposition to vaccination.
Garrett Hardin, The Tragedy of the Commons
· Social theory concept from William Forster Lloyd in 1833
· Example of a pasture open to all, & there is an expectation that each man will try to keep as many cattle as possible in the pasture.  This might work well for years & years, as there are tribal wars, poaching & disease to keep the numbers of both man & cattle below the carrying capacity.  However, one day the goal of social stability is realized, & there is a tragedy.  Each man wants to increase his herd without a limit, in a world w/ a limit or carrying capacity of available resources.  
· Ruin is the destination toward which all men rush, each pursuing their own best interest in a society that believes in freedom, but there is a limit as to the society’s resources.  
· Pollution
· Toxic substances are put “into the commons” based on the interests of each person who finds it easier to discharge the pollution into the common than to purify it.  
· The “tragedy of the commons” can be prevented in this case by implementing coercive laws or taxing devices that make it cheaper for a polluter to treat his pollutants than to discharge them untreated.
· Mutual Coercion Mutually Agreed Upon
· The only kind of coercion recommended by the author is that which is mutually agreed upon by the majority of the people affected.  

· Every new enclosure of the commons involves the infringement of somebody’s personal liberty.

NOTES & QUESTIONS
· Herd Immunity - Protection against disease is achieved through attaining a sufficiently high level of immunity within a given population & makes exposure to the infectious agent unlikely.
· Free Riders - Those who gain the benefits of herd immunity without incurring the small burdens of vaccination. Free riders create community-wide dangers.
· Bandwagoning - Vaccination decisions are influenced by the actions of others. Individuals are less likely to be vaccinated following a visible adverse event in their community.  
Brown v. Stone (1979)
CB 152
Facts/PP:  Appeal made by a father against an injunction to compel the School District to admit the son as a student without compliance w/ the immunization requirements.  
Issue:  Claim that father is a member of the Church of Christ & therefore b/c he had a certificate from his minister, he is trying to get a religious exemption from vaccination for his son.
Rule:  Mississippi statute requires, “A certificate of religious exemption may be offered on behalf of a child by an officer of a church of a recognized denomination.  This certificate shall certify that parents or guardians of the child are bona fide members of a recognized denomination whose religious teachings require reliance on prayer or spiritual means of healing.”
H/R:  Voiding of the religious exception, but the underlying statute to protect schoolchildren from disease is upheld.  The exception would provide for the exemption of children of parents whose religious beliefs conflict w/ the immunization requirements, & would discriminate against the great majority of children whose parents have no such religious convictions.  It this is upheld it would violate the 14th Amend.  If the religious exemption from immunization is to be granted only to members of certain recognized sects or denominations whose doctrines forbid it, & to individuals whose private or personal religious beliefs will NOT allow them to immunize their children, then the protection of school children in the community is compromised.
Boone v. Boozman (2002)
CB 154
Facts:  Boone had to show she received the HepB vaccine to attend school.  Mom objected based on religious reasons.
Arg:  (1) Sincerely held religious beliefs – Mom’s beliefs were based on revelations she had & her personal relationship w/ God.  (2) Free Exercise Clause- Mom argues against compulsory immunization- law is not neutral & generally applicability as it discriminates against people w/ certain religious views.  (3) Substantive Due Process, (158)  Mom argues for heightened protection.  (4) Distinction asserted by Π from Jacobson & Zucht, p. 159  - These cases were decided based on a declared health emergency involving smallpox, & in this case Hep B presents on “clear & present danger.”
Rule:  The Arkansas statute provided that “no child shall be admitted to school without proof of immunization from certain diseases (including Hep B).”  (1) Sincerely Held Religious Beliefs- a belief must be rooted in religion to be protected by the religion clauses of the First Amendment. (2) Free Exercise Clause- must satisfy the neutrality & general applicability requirements, must be justified by a compelling governmental interest & must be narrowly tailored to achieve that interest. (3) Substantive Due Process- no state shall deprive any person of life, liberty or property without due process of law. 
H/R:  Π is denied request & one subsection of the Arkansas Code is stricken as unconstitutional. (1) Statute's religious exemption provision, which only recognized objections based on tenets or practices of "recognized church or religious denomination," violated mother's Free Exercise & Establishment Clause rights, but (2) severed remainder of statute, requiring immunization without religious exemption, was constitutional. 
C. Compulsory Treatment
· Treatment not only benefits individuals by eliminating symptoms, but also benefits society by reducing or eliminating infectiousness.  
· Most PH statutes authorize mandatory treatment of contagious disease, whether or not the person is competent to make the decision for himself.  
· Treatment must be medically appropriate so that the person benefits from its imposition.  
Ronald Bayer & David Wilkinson, Directly Observed Therapy for Tuberculosis: History of an Idea
· DOT has emerged as the standard of care in the treatment of TB in the USA.

· Universal/near universal adoption of DOT policies has provoked opposition from some PH officials, who believe their own programs were effective without the need to put resources to such a labor-intensive effort.
	BIOTERRORISM
CB 163 - 221


D. Bioterrorism: The Intentional Dispersal of Pathogens to Destabilize Political & Social Structures
· bioterrorism:  the intentional use of a pathogen or biological product to cause harm to a human, animal, plant, or other living organism to influence the conduct of gov’t or to intimidate or coerce a civilian population

· bioterrorism is designed to instill panic & destabilize social & political structures, so its impact is greatly magnified beyond the morbidity & morality associated w/ the etiological agent 

Donald A. Henderson, The Looming Threat of Bioterrorism (p. 164)

· Biological weapons are the most feared, & the ones we are least prepared for 

· Virtually all federal efforts in strategic planning have been directed toward crisis management after a chemical release or explosion 

· The expected scenario after the release of an aerosol cloud of a biological agent is entirely different 

· Invisible, odorless, tasteless … no one would know until days or weeks later that anyone had been infected (depending on the microbe) 

· Patients would begin appearing … need special measures for patient care, lab work, epidemiology

· PH administrators would face the challenge of emergency management of a problem outside of anyone’s experience 

· Probable agents 

· realistically, only a few can be cultivated & dispersed effectively to cause deaths & threaten functioning of a large community 

· 11 “very likely to be used,” w/ the top 4 being: 

· Smallpox, Plague, Anthrax, Botulism

· top 4 are associated w/ high case fatality rates 

· smallpox & anthrax can be grown easily & cheaply, & dispersed by aerosol

· Likely perpetrators 

· While these agents are naturally occurring, a high level of expertise is needed to identify the particularly virulent strains of these agents 

· Mass producing them is also beyond the average laboratory 

· So, although not stated in the article, it would most likely have to come from a source that has pretty good technological capacity 

· Greatest threats:  smallpox & anthrax 

· smallpox poses an unusually serious threat, b/c everyone is now susceptible as vaccination was stopped 20+ years ago as a result of eradication of the disease 

· as few as 100 infected people would tax the resources of any community 

· hospital rooms equipped to handle such cases are not available, & vaccination of potentially exposed people would have to be undertaken 

· then a second wave of cases would occur … mass vaccination would be desired, but not enough vaccine 

· anthrax also a serious threat w/ 80% fatality rate 

· it doesn’t spread from person to person, but can take 8 weeks to incubate … again, mass vaccination w/ a limited supply of vaccine 

· A look at the future 

· most effective step now is to strengthen the PH & infectious disease infrastructure 

· critical needs: improved vaccines available in large quantities; stronger intelligence to prevent acts of terrorism 

1. Bioterror Countermeasures & Preparedness (pg 167)
· Preparedness & the PH System

· The first line of defense against bioterrorism is a strong PH system 
· Exercises simulating biological attacks demonstrated serious weaknesses in the PH system 
· The vast majority of states have not even undertaken simulations 
· The New R & D Agenda

· During the 2001 anthrax scare, there was an adequate supply of antibiotic through the Strategic National Stockpile, but for many agents effective medical countermeasures do not exist 
· This is largely due to the current lack of a market for such countermeasures … so no one wants to expend on R & D for a product no one currently wants 
· NIH has tried to overcome this lack of interest through grants 
· Project BioShield also was enacted at the federal level … Secretary of Health & Human Services given authority to purchase/use unapproved countermeasures 
· The Strategic National Stockpile (SNS)

· Stockpiles of drugs known to counter bioterrorism are maintained, & 50-ton packages can be shipped anywhere in the country in 12 hours (known as “push packs”)
· DHS says we have enough for 12 million people for anthrax, 100 million for plague, & 50 million for tularemia 
· But, most states don’t have a plan for using the SNS in the event of an emergency 
· Preparedness on the Frontlines

· Smallpox poses an interesting threat b/c only 40,000 healthcare workers (first responders) have been vaccinated … they don’t want to get the vaccine b/c there is risk associated w/ it, a perceived low likelihood of attack, & inadequate compensation for those injured by the vaccine
· Approved vaccines are not even available for some threats like anthrax – controversial after being used in the armed forces (concern about adverse effects) 
· The DOD’s decision to compel soldiers to be vaccinated against their will has been upheld in courts 
· Interestingly, Πs successfully challenged the mandatory vaccination program arguing it violated a statute that prohibits the use of investigational drugs to service members without their consent … the next day the FDA categorized the drug as safe & effective, & the gov’t was again free to vaccinate 
2. Civil Liberties in the Era of Bioterrorism (pg 170)
· The proper balance between civil liberties & public safety in the context of bioterrorism is contentious.  

· Measures designed to control disease invade each of the major spheres of personal liberty: 

· bodily integrity affected by vaccination, physical examination, & medical treatment 

· freedom of movement & association is limited by isolation, quarantine, & criminal sanctions for risk-taking behavior 

· personal privacy affected by disease surveillance & reporting 

· economic interests & freedom of enterprise are affected by regulations designed to protect PH 
· commercial privacy interests are affected by inspections & searches 

· professional & business pursuits are affected by the need for permits & licenses

· rights of property are affected by nuisance abatements & “takings”

· Promulgating legislation for emergency PH powers is controversial b/c two important values are concerned: individual liberty & public safety … these interests often collide

Lawrence O. Gostin, PH Law in an Age of Terrorism: Rethinking Individual Rights & Common Goods
· The current focus on individualism should not be seen as fixed & authoritative, but as transient & culturally derived 

· Individuals gain value from being part of a well-regulated society that seeks to prevent common risks 

· This communitarian tradition is expressed in the “police power” to protect the health, safety, & security of the population 

· Modern efforts at PH reform include drafting the Model State Emergency Health Powers Act (MSEHPA) – 19 states have enacted this act or some version of it 

· this act has galvanized the debate around the right balance between public goods & individual rights 

· it was drafted by consulting w/ governors, legislators, PH commissions, attorneys general, business leaders, civil liberties organizations, scholars, & practitioners 

· MSEHPA requires that a plan be developed to provide a coordinated appropriate response in the event of a PH emergency 

· It facilitates early detection through authorization of reporting 

· Can use or destroy property as necessary (i.e. destroy contaminated facilities) 

· Authorized to treat &/or isolate people who are sick 

· Also recognizes the need to preserve peoples rights 

· Current legislation is antiquated & inadequate 

· state laws predate modern PH science & practice 

· existing PH law does not reflect the current mission, functions, & services of PH agencies 

· laws are inconsistent both within & among states 

· laws fail to provide necessary authority for each of the key elements of PH preparedness: 

· planning, coordination, surveillance, management of property, protection of persons 

· Objections to the MSEHPA

· Federalism

· critics argue terrorism is an inherently federal matter

· however, from a constitutional perspective, states have plenary power to protect the PH under the 10th amendment 

· from a practical & economic perspective, most PH activities take place at a more local level 

· Emergency declarations

· critics are concerned the act could be triggered too easily (like for HIV/AIDS or influenza)

· concern that governor could enact it for a low level risk & that he has too much authority 

· however, there are pretty clear guidelines for what level of risk triggers an emergency, & there are criteria for triggering gubernatorial powers

· Abuse of power 

· as above, criteria for triggering use of power 

· Personal libertarianism 

· critics argue there should be no compulsory power at all, that people will comply voluntarily 

· however, the state needs a certain amount of control 

· not everyone will, in fact, comply 

· there is a necessary trade off between PH & civil liberties … people who pose a threat do not have a “right” to be free from interference necessary to control the threat 

· from a constitutional perspective, rights of liberty & due process are fundamental but not absolute 

· Economic libertarianism 

· complaints that MSEHPA interferes w/ free enterprise 

· the model act follows a classical approach to the issue or property rights … compensation for a “taking,” but none for nuisance abatement

· Safeguards of property & persons 

· the right question to ask is not whether powers are given, but whether powers are hedged w/ appropriate safeguards of personal & economic liberty 

· again, the right inquiry should be whether freedoms are protected through clear & demanding criteria for the exercise of power & fair procedures for decision making 

· compulsory powers already exist … this is not a new & radical idea 

· It is not that individual freedoms are unimportant, but without a certain level of health, safety, & security, people cannot have wellbeing 

George J. Annas, Bioterrorism, PH , & Human Rights 

· Annas argues that the concentration on state-level action misses the opportunity to exercise national PH leadership & promotes a return to paternalistic pre-human rights days of 19th century PH practices 
· It is antiquated to think of PH as a state-level concern 
· There should be national licensure or health professionals, & national patient-safety standards 
· PH & medicine
· should train ER physicians to recognize patients exposed to the most likely bioterrorist agents 
· but, who then is in charge? 
· “PH officials” will be empowered to order examination & treatment, & will be immune from consequences in the event of bad patient outcomes 
· PH should be abandoning paternalism … more likely to be effective if they work w/ physicians & the public, rather than by exerting control over them 
· The prospect of forced treatment would undermine public trust & be counterproductive 
· Democracy & PH 
· this act actually declares that it is intended as a “draft for discussion” & does “not represent the official policy, endorsement, or views” of any of the people that wrote it 
· there is no chance every state will adopt it, so if uniformity is valued, a federal statute is the only way to assure this 
· in the end, we should take more time to draft a better thought out solution that takes constitutional rights seriously, unites the public w/ its medical caretakers, & treats medicine & PH as true partners 

E. Infectious Disease Law in Comparative & International Perspective (PG 181)

· Modern travel, migration, & trade make it almost inevitable that infectious disease, if unchecked, will spread from country to country & region … so do we need more global forms of regulation? 

1. The Who’s International Health Regulations
· Current International Health Regulations are limited in scope & poorly enforced 

Lawrence O. Gostin, International Infectious Disease Law: Revision of the World Health Organization’s International Health Regulations (IHR)
· “Global PH Governance is antiquated & structurally weak.” 
· The IHR has not been significantly changed since 1951
· IHR applies only to cholera, plague, & yellow fever 
· Contains several broad requirements for member states 
· countries must notify the WHO of any case of these diseases 
· must adopt hygiene measures at ports, airports, etc. 
· countries may require health & vaccination certificates for travelers from infected to noninfected areas 
· health measures permitted are “the maximum measures applicable to international traffic, which a state may require for the protection of its territory”
· The WHO has had difficulty enforcing all of these measures 
· The new IHR would change as follows: 
· a new,  “robust mission”
· less concern for interference w/ “world traffic,” more concern for limiting the spread of disease 
· broad scope
· exp& from just cholera, plague, & yellow fever
· global surveillance 
· more rapid & comprehensive data collection 
· standardized data sets; real-time exchange of information using the internet 
· national PH systems 
· empower the WHO to make recommendations for national health measures 
· human rights protection 
· even the revised draft is overly simplified … it should elaborate on specific rights, set science based standards & fair procedures for PH measures 
· good governance 
· should be based on principles of fairness, objectivity, & transparency 
· Gaining compliance w/ the IHR 
· global surveillance is only as strong as its weakest link … 
· trouble getting member states to accept & comply w/ standards 
· some countries may overlook WHO standards b/c it is in their best economic interest to allow free travel, trade, & tourism 
· some countries lack the infrastructure to comply even if they wanted to 
· International relations & the reform process 
· countries must relinquish important aspects of state sovereignty & insular self-interest to come together for a universal good 

	RESTRAINING ECONOMIC INTERESTS
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VIII.  PH REGULATION OF PROPERTY & THE PROFESSIONS: RESTRAINT OF ECONOMIC INTERESTS

· Market versus PH 
· Market economists believe that reg., if desirable at all, should redress market failures rather than restrain free enterprise
· PH advocates strongly oppose unfettered private enterprise & are suspicious of free-market solutions to social problems 
· from a PH perspective, the community can benefit from living in a well-regulated society 
A. Licensing Trades, Professions, & Institutions
Dent v. West Virginia (U.S. 1889)
CB 188
Facts:  Petitioner indicted for violating a WV statute that requires a practitioner of medicine to obtain a certificate from the state BOH.  He claimed the statute violated his 14th amendment rights of due process 

Holding/reasoning:  “the power of the state to provide for the general welfare of its people authorizes it to prescribe all such regulations as in its judgment will secure or tend to secure them against the consequences of ignorance & incapacity.”  “Few professions require more careful preparation by one who seeks to enter it than that of medicine.  Due consideration for the protection of society may well induce the state to exclude from practice those who have not such a license.”  The Sup. Ct. upheld the licensing of physicians on PH grounds in a ruling that remains one of the most important licensing precedents 

B. Inspecting for Violations of Health & Safety Standards (PG 190)

· States & localities have the power to inspect a product, business, or building to ascertain its authenticity (i.e. if it has a license), quality, or condition 
· Inspections invade a sphere of privacy protected by the 4th Amendment, which guarantees the “right of people to be secure in their persons, houses, papers, & effects, against unreasonable searches & seizures.” 
· In 1967, the Supreme Court has held that PH inspections are governed by the 4th Amendment & are presumptively unreasonable if conducted without a warrant (Camara v. Municipal Court)
· The Court recognized an exception to the warrant requirement for administrative inspections of closely regulated businesses (NY v. Burger, 1987)(holding b/c a closely regulated industry has a reduced expectation of privacy, the warrant & probable cause requirements have lessened applicability) 

Blue v. Koren (U.S. Ct. App. 1995)
CB 191
Facts:   DOH conducts inspections on nursing homes (NH).  Blue operates a NH.  DOH conducted a standard survey of her NH under new guidelines, where 5-6 inspectors visited over the course of 5 days.  DOH then conducted an extended survey for 2 days.  Many violations were documented, including violations that could lead to termination of Medicare & Medicaid funding.  Months later an interim visit was made to see if violations had been remedied, which they hadn’t, so steps were taken to terminate Medicare/Medicaid funding.  Ultimately the NH achieved compliance & the action to decertify was abated.

Issue:  Do nursing home operators have a constitutional right to limit inspections of their facilities by gov’t health officials.
Rule:  A warrant less search of commercial premises is reasonable: (1) whether there is substantial gov’t interest that informs the regulatory scheme underlying the inspection or search; (2) whether the inspection is necessary to further the regulatory scheme; (3) whether the scheme provides a substitute for a warrant by alerting the owner to the likelihood of such inspections & by limiting the discretion of the inspecting officials; & (4) NY v. Burger

Holding/reasoning:  The inspections were not unconstitutionally unreasonable.  Expectation of privacy is attenuated in a closely regulated industry.  Π would have to claim the surveys were outside the discretion of DOH b/c they exceed the scope of the survey regulations … but they don’t.  Inspections of NHs do not violate the 4th amendment so long as the inspections are: (1) related to patient care; (2) do not intrude in areas unrelated to patient care in an area the operator has expectation of privacy; & (3) do not interfere w/ the operation of the facility in ways unrelated to the legitimate purposes of the inspection.  There is a tension between the balancing inspections without notice (to catch violations) & privacy/security in our homes & businesses 

C. Nuisance Abatement
· PH law officials have the power to abate public nuisances 
· Public nuisances are typically defined by the legislature … it can be broad …
· e.g. “anything which is injurious to health, or indecent or offensive” 
· include all activities that harm the community or common pool resources 
· The judiciary has sustained a wide spectrum of traditional nuisance abatements, including: 
· diseased crops
· hazardous waste
· unsanitary or dangerous buildings
· public meeting places that increase risk of STDs (see below)

New York v. St. Mark’s Baths (NY Sup. Ct. 1986) 
CB 194
Facts:  NYC sought to shut down a bathhouse in which homosexual sexual activity was openly occurring on the grounds that it was a public nuisance pursuant to state regulation aimed at preventing the spread of AIDS 

H/R:  Ample proof that high risk sexual activity is occurring.  Self-regulatory procedures by St. Mark’s are inadequate, so any less intrusive intervention won’t work.  w/ a demonstrated death rate from AIDS, a compelling state interest has been demonstrated.  There is no real proof that ∆s rights will actually be adversely affected in a constitutional sense … right to engage in sexual activity in the home does not extend to public places.  ∆s provide good arguments that perhaps use of condoms would be a more appropriate regulatory response, or that St. Mark’s actually serves a purpose in educating people about HIV … but … “It is not for the courts to determine which scientific view is correct in ruling upon whether police power has been properly exercised…” (s motion to dismiss the complaint denied.
IX. TORT LITIGATION FOR THE PH : INDIRECT REGULATION
CB 196
· Attorneys & private citizens possess a powerful means of indirect regulation through the tort system 

A. Tort Law as a Prevention Strategy
Wendy E. Parmet & Richard Daynard, The New PH Litigation 
· INTRODUCTION

· Litigation is increasingly being used as a PH tool 
· TYPOLOGY OF PH LITIGATION 
· In deciding cases, courts help delineate the nature & extent of PH authority 
· What is different today is the increasing & sometimes dominant role played by PH concerns … PH advocates have turned to the courts to achieve social change 
· THE LITERATURE 
· Much of the literature analyzing the success of reform litigation has focused on litigation that concerns cases brought against governmental entities 
· Rosenberg focuses on the direct impact of litigation 
· McCann believes the focus must be not simply on court decisions & their direct impact but also on the litigation process, which may have a constitutive impact & “reshape perceptions of when & how particular values are realistically actionable.” 
· Other scholars have considered the impact of product liability litigation … 
· They agree that there is some degree of deterrent effect, but argue over how much 
· PH LITIGATION & DEMOCRATIC THEORY 
· Overarching criticisms ( antidemocratic & paternalistic
· commonly made criticisms
· litigation-centered reform is fundamentally undemocratic
· if change is to occur, it should be through legislation 
· a further criticism in PH litigation: in our market economy, individuals are presumed to have significant freedom as to what risks they wish to incur … 
· PH policies are inherently paternalistic & contrary to the prevailing individualistic/market ethos 
· litigation may be seen as forcing something that neither the public nor its representatives wants 
· counter arguments
· democratically enacted laws still need to be interpreted & enforced  by the courts 
· “common law” has long been an accepted part of our democratic process 
· the legislative process itself might not be as democratic as we think … think special interest groups… tobacco, guns, food industry … 
· litigation might actually force regulation onto legislative agendas through media attention 
· litigation’s discovery process might also illuminate & educate the public 
· THE EFFICIENCY & EFFICACY OF PH LITIGATION 
· one of the fundamental goals of civil litigation is the prevention of socially undesirable activities … deterring the injury-causing behavior or pa private party 
· manufacturers are encouraged to make their products safer or make fewer of them out of fear of paying a huge settlement due to injury from their product 
· some argue that by awarding judgments to injured consumers, tort law may actually increase injuries by making the general public & potential Πs less careful 
· its more plausible that publicity surrounding product liability litigation educates the public regarding potential dangers 
· even if the public is not more careful, manufacturers are in a better position to anticipate & internalize costs associated w/ accidents due to their products 
· another economic concern arises from the significant transaction costs associated w/ litigation … 61¢ of every dollar of asbestos litigation went to attorneys … 
· the question of litigations efficiency as a compensation system should not be confused w/ the systems deterrence effect in making PH improvements 
· PH LIT & THE NATURE OF RIGHTS 
· our culture tends to reduce issues of policy & politics to questions of legal rights 
· in general, rights are viewed as “negative” … that someone refrain from taking an action rather than undertaking an action 
· for judicial decision making to play a more affirmative role
· a legal right would have to mandate that positive steps be taken … such positive requirements are often seen as antithetical to or beyond the ability of the legal system 
· CONCLUSION

· PH litigation may form a critical part of a political struggle to achieve a PH agenda
· it may have a powerful deterrent effect 
· litigation’s articulation & recognition of individual rights can serve as a necessary foundation for more fully protecting PH 
NOTES & QUESTIONS
· Litigation as a form of regulation holds enormous potential for improving the PH , but also entails economic costs & unjust distribution of benefits & burdens 

B. Case Study in Tort Litigation: The Tobacco Wars (PG 201)

· First wave
· 1954, first suit filed 
· Individuals suffering from tobacco-related illnesses filed hundreds of unsuccessful suits 
· Second wave 
· 1983-1992
· Nearly 200 cases filed, theories of failure to warn & strict liability 
· In 1990, jury awarded a verdict for Π 
· Third wave
· health care recovery cases 
· Mississippi AG filed suit for reimbursement of Medicaid expenditures for the treatment of tobacco related illnesses 
· In 1998 the tobacco industry negotiated the Master Settlement Agreement (MSA) w/ 46 states & 6 territories 
· It compensates states in perpetuity, payments of $206 billion through 2025
· creates a charitable foundation to reduce adolescent smoking
· disband Council for Tobacco Research 
· provide public access to documents through the Internet 
· restrict outdoor ads, use of cartoon characters, tobacco merchandising, & sponsorship of sporting events 
· individual cases - these cases have been far more successful than those arising before the MSA 
· class actions - limited success 
· How much has the tobacco litigation improved the public’s health? 
· the public perception of the tobacco industry has changed drastically 
· although the state AG suits are regarded as a stunning success, the money has been used for general education, social programs, tax relief, & other political priorities … few states have actually invested the funds in tobacco control programs 
· if states wanted to fund smoking & prevention programs, why didn’t they just raise the taxes on cigarettes?  Why did they pursue litigation?  

C. Junk Science in the Courtroom: The Illustration of Vaccines & Autism
· It had been alleged that thimerosal, a mercury-containing preservative in vaccines, caused autism
· Studies reject a causal relationship 
· Should such litigation be permitted to proceed? Congress initially limited such lawsuits, then backed off & repealed the grant of immunity 

X. OBESITY: THE EFFECT OF DIET & SEDENTARY LIFESTYLE ON CHRONIC DISEASE
CB 204
· There has been an “epidemiological transition” from infectious to chronic diseases 
· The proportion of overweight & obese children & adults is rising at alarming rates 
· Obesity resulted in $75 billion in medical expenses in 2003, half of which were paid for through Medicare & Medicaid 

Institute of Medicine, The Future of the Public’s Health in the 21st Century 

· The development of obesity itself is influenced by multiple determinants of health, from the genetic to the social & environmental 
· PH officials must consider these dimensions 
· Obesity results in higher incidence of diabetes, cardiovascular disease, stroke, hypertension, osteoarthritis, & certain cancers 
· The estimated direct & indirect costs assoc. w/ obesity are $100 billion annually, which doesn’t include the cost of treating the uninsured or the personal impact of obesity on quality of life 
· The causes of obesity are complex & multifaceted 
· Genetics, nutrition, behavior, environment  

NOTES & QUESTIONS (PG 207)
· PH advocates have an extensive “wish list” of interventions to reduce obesity: 
· regulating the nutrition industry 
· altering the built environment (access to healthy foods, more walking paths, etc.)
· transportation policy (subsidies/tax incentives for mass transit)
· school policy (phys ed, nutrition education, improved school lunches, remove unhealthy snacks)
· tort litigation 

Marion Nestle & Michael Jacobson, Halting the Obesity Epidemic: A PH Policy Approach 

· Barriers to obesity prevention
· PH officials need to recognize that our society’s environment is “toxic” 
· energy intake is high - people are consuming more calories but not expending more 
· American children are bombarded daily w/ advertisements, including at school 
· About 1/3 of food is consumed outside the home where it is difficult to know the calorie count (food eaten outside the home is higher in fat & lower in micronutrients)
· 170,000 fast-food restaurants, 3 million soft drink vending machines 
· energy expenditure is low… 
· neighborhoods are dangerous, no place for walking 
· many school districts have eliminated phys ed 
· PH approaches 
· “In an environment so antagonistic to healthful lifestyles, no quick & easy solution to the problem of obesity should be expected.”
· Government programs should address both “energy in” & “energy out” problems 
· Authors argue the problem is too big for market-based correction; the gov’t needs to be involved in substantial ways 
· sample recommendations: 
· discourage TV watching & junk food advertising: children don’t understand& the concept of advertising; ads for junk food should be banned during shows commonly watched by 10 & under group 
· promote physical activity:  incentives for communities to build bike paths, pass zoning rules favoring sidewalks, traffic free areas, incentives for using mass transit 
· reach children through schools:  require phys ed., resist efforts of marketers to sell soda & junk food snacks in the cafeterias; stricter limits on selling high fat/calorie foods in the schools 
· adjusting food prices:  lower prices of good foods, increase prices of bad foods
· Financing obesity prevention
· commentators have suggested taxes on junk foods 
· small taxes on a wide variety of products is suggested 
· 2/3 ¢ tax per 12 oz. soft drinks 
· 5% tax on new TVs & video equipment 
· $65 tax on each new car or an extra penny per gallon of gas 

Pelman v. McDonald’s Corporation (2003)
CB 212
Facts:  Πs allege McD’s products caused them to become overweight & develop diabetes, coronary heart disease, high blood pressure, & high cholesterol

Claims:  Counts I & II: violations of NY Consumer Protection Act (deceptively advertising their food as not unhealthful & failing to provide consumers w/ nutritional information; inducing minors to eat at McDs through deceptive marketing ploys).  Count III: inherently dangerous food (claim foods have been processed in a way that makes them extra unhealthy, & in a way consumers wouldn’t know about). Count IV: failure to warn of unhealthy attributes.  Count V: sale of addictive products (“the exact basis of Count V is unclear.”).
H/R:  Counts I & II: dismissed for failure to provide any evidence of deceptive ads.  Count III: dismissed due to failure to state a claim, & for lack of proximate cause.  Count IV: dismissed, dangers were “open & obvious”.  Count V: complaint fails to allege the addictive nature of the food sufficiently 

Edward P. Richards III, Is Obesity a PH Problem?  (PG 219)

· The police power & neo-public health

· “neo-public health” is the use of the PH rubric to deal w/ diseases & conditions that are outside of the scope of traditional PH
· car accidents is an example:  gov’t regulation of the car industry, restrictions on individual behavior (speeding, drunk driving), & changes in road design help reduce the risk of injury … “well within the police power”
· “an intermediate case” is tobacco:  smoking & second h& smoke are detrimental, but as long as tobacco is legal its hard to justify laws that would prevent individuals from smoking in situations where the smoke can’t harm others 
· “obesity is a more difficult case” … tobacco is always bad, but food is largely good; “we cannot ban eating” … “the traditional justifications for the use of police power in the case of obesity are much weaker b/c the causal link between any given intervention & reducing obesity is questionable.  There are fat health food fanatics & skinny people who live on fast food.” 
· Is the health department the right agency? 
· health departments are understaffed & under funded 
· they should enforce restaurant labeling requirements & collect epidemiological data 
· beyond that, there are no clear cut interventions to fight obesity … no simple regulatory actions that will make significant differences, & significant long-term weight loss requires ongoing involvement from individuals 
· the author thus argues that this is in individual medicine based problem

NOTES & QUESTIONS
· Disproportionate impact of obesity  
· poor, racial minorities, & women are more affected 
· also a growing problem among children – does this help justify a PH intervention? 
· Diet by fiat? 
· who should bear the costs of medical treatment for weight-related illnesses? 
· If gov’t does have a role, is PH the right agency to develop & implement a strategy? 
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I. Overview & Background

· Health care spending now accounts for nearly 15% of the nation’s GDP.  The US spends more per capita than any other nation in the world.  Spending is expected to rise to 20% over the next decade.  
· In the US there is no HC “system.”  The US lacks a centralizing apparatus for delivering HC & an organizational plan to determine how HC resources should be distributed.  This is considered to be a problem (especially since HC accounts for such a high percentage of GDP).  
· The current “system” comprises a mix of private & public financing, federal & state regulation, tax-exempt & for-profit institutions, & incentives to over-& under-spend.  It is more accurate to call it a HC industry rather than a HC system.  
· How do we organize & finance HC delivery?  Tradeoffs must be balanced: reducing costs of care, improving quality of care, & expanding access to health services.  The US system has been criticized b/c it is inefficient (too costly), doesn’t provide adequate levels of quality care, & leave too many without access (uninsured).  
· 4 conceptual paradigms can be applied to transform the HC system: economic (competitive model); professional (professional self-regulatory norms); rights-based (social justice); & institutional (comparative institutional analysis).  
· Through the competing paradigms framework, three legal & policy issues central to the modern HC enterprise will be addressed: how HC delivery should be organized (competition policy); how it should be financed (insurance coverage); & how errors should be sanctioned (liability).  Which paradigm does the best job addressing these questions: allocation of resources, appropriate legal rules for resolving disputes (tort vs. contract), etc.?   
A. History

1. The Eras of HC Delivery
· Three eras depict HC delivery after WWII.  Three particular tensions transcend these eras: whether physicians or non-physicians should control HC delivery; whether HC should be a private sector activity or a governmentally provided service; & the evolving & increasingly pervasive role the legal system plays.
· ERA 1 – Professional Dominance (1945-1965).  Physicians controlled most aspects of HC delivery, including responsibility for quality of care.  HC was largely a local, private sector enterprise w/ minimal governmental involvement.  Physicians were self-regulating.  Legal system preserved physician autonomy & power in opposition to corporate practice of medicine.  Court deferred to doctors.  That era ended w/ the enactment of Medicare & Medicaid in 1965.  
· ERA 2 – Increasing Dominance of the Federal gov’t (1965 – mid 1980s).  Initially govt. simply provided funds, but it steadily assumed a stronger regulatory role.  Govt. began to emphasize controlling costs & improving quality of care.  
· ERA 3 – Increasing Dominance of the Private Sector (mid 1980s – present).  Emergence of managed care.  Federal gov’t retains an important role in financing HC & regulating, but the private sector now dominates the field.  Drive to remake HC into a consumer-driven enterprise.  Power struggle between physicians & managed care organizations (MCOs) over physician-patient relationship.  Courts sided w/ MCOs, physician autonomy has been eroded.
2. The Changing Institutional Setting of HC Delivery
· Fee-for-Service Medicine.  In 1965, physicians, hospitals, & insurers constituted a triumvirate of separate & distinct entities, known as the fee-for-service system.  Physicians were solo practitioners w/ hospital admitting privileges (i.e., independent contractors), while insurers paid the bills.  In fee-for-service medicine, medical care & insurance were essentially 2 separate industries.  Physicians & hospitals performed the work, separate entities (insurance, Medicare, etc.) financed the care.  In this model, the physician determined what treatment would be provided w/ virtually no interference from the insurer.  Pts retained freedom of choice (i.e., which doctor to go to, which hospital to use).  However, b/c of insurance, pts were not exposed to the true costs of care.  Physicians had every incentive to provide excessive care.  Physician autonomy came at a price—namely rapidly rising health costs. 
· Managed Care.  Widespread dissatisfaction w/ the cost excesses & perceived quality of care deficiencies under the fee-for service system led to the advent of MC as a competing model.  MC combines the financial & clinical aspects of medical care into a single entity, the managed care organization (MCO).  The MC model forces physicians to balance interests: preserving assets for the MCO’s patient population & providing care to their individual patients.  This model introduced competition into the markets for health insurance & promised to stem spiraling HC costs.  Under this system, the pt pays a monthly premium to an MCO in return for a defined set of benefits.  The MCO may provide these benefits itself or it may K w/ other providers to provide the services.  MCO cost-containment practices: aggressive utilization review (review of the services its physicians have provided); capitation (where an enrollee pays a fixed amount per month in return for all the care the enrollee needs); & preauthorization (requiring the MCO’s authorization before providing medical treatment).  These are cost saving measures, but critics claim that it encourages MCOs to underutilize certain services & limited even necessary care to save money.
B. Competing Paradigms

· Is HC a competitive good or should the gov’t determine how the HC system is organized & financed?  Is HC a right, to be provided for by the government, or a consumer good, to be distributed according to the economic laws of supply & demand?  There has never been a right to HC in the United States.  
1. Health Care as a Competitive Market
· Scarce resources will be allocated efficiently to those uses that consumers most value in the marketplace.  If HC is seen as a good to be bought & sold on the market, the relevant actors will automatically create a system that delivers HC as efficiently as possible.  Supply & demand should determine how HC is organized.  
· Proponents: The private sector can do a better job than the gov’t at controlling costs & improving the quality of care.  Pts. become “HC consumers,” who are expected to make the same rational decisions about their HC as they do about their expenditures for other goods & services.  This would counter the fee-for-service system’s propensity to cover expensive, sophisticated care without question.  Providers & insurers would be forced to compete on price & quality to retain customers.  Ultimately, a market-based system places the responsibility for HC decisions on the patients.  
· Problems: HC doesn’t quite fit the traditional notions of a competitive market.  Consumers are not well informed about the product, consumers don’t spend their own money, etc.  There is pervasive uncertainty of costs, difficulty in determining agency relationships (where does the doctor’s loyalty lie?), gov’t involvement (licenses, etc. limit entry into the supply), & codes of professional ethics (profit constraining).  
2. Professional Norms
· Non-market corrective that may be necessary to correct informational asymmetries.  Physicians’ codes of ethics can work to suppress pecuniary influences (b/c of fidelity to patients) & push medical markets to social optimality.  
· Physicians are the constant within the HC system.  Physicians account for upwards of 80% of all medical spending & ultimately determine how much, & on whom, HC dollars may be spent.  
· Preserving patient trust is a critical value that professional norms are dedicated to maintaining.  Professional norms are an important aspect of making clinical decisions & allocating resources between patients & patient populations.    
3. Social Justice
· #1 priority is to ensure access to HC for all Americans.  This model relies on the fundamental moral importance of HC, which requires universal access to health services & the equitable distribution of benefits & burdens.  These ethical & moral values are fundamental to a just & equitable society.  In this model, HC is a right.    
· Problems: Is a right to HC unbounded by reciprocal obligations?  If resources are scarce, how should those resources be distributed in an equitable manner?  Is rationing available HC services a just outcome?  If so, how can rationing decisions be made?  By whom?  How does this model solve problems of rising costs, low quality, etc.?  
4. Comparative Institutional Analysis
· It would be more beneficial to id policy goals & then evaluate which institution (market & non-market) addresses each goal the best.  I.e., patient safety.  If left to the market, HC plans might develop a systems approach that would exclude liability for disclosing medical errors.  The political process would insist on public accountability, either through tort lit. or tighter regs.  An evaluation of which institution best achieves each goal is crucial to determining which model to follow.  
5. Conclusion
· The HC system will continue to reflect an ad hoc mix of market, professional, & governmental arrangements.
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II. COMPETITION POLICY & THE ORGANIZATION OF HC DELIVERY 
 
A. Introduction

· Competition policy, the role of the gov’t in facilitating a free-market HC system, lies at the heart of how the HC industry is organized.  The core assumption of antitrust law is that competitive markets are efficient, meaning that sellers produce goods & services in the least costly manner, prices approximate marginal costs, & resources are allocated to their most valued ends.  This assumption applies to markets where competition takes place in terms of price, as well as to markets where competition is based predominantly on quality.  The tension between health care’s traditional mission & HC as a business characterizes the current era.
· Who owns the HC enterprise?
· To what extent should HC be a market-driven industry, accountable primarily to consumers & shareholders?  
· Should gov’t intervene either to correct market failures or to alleviate the inevitable distributional consequences of a market driven system?
· Should the HC industry be generally accountable to the community.  
Utah County v. Intermountain Health Care, Inc.
CB 244
· “Care of the sick” has traditionally been an activity regarded as charitable in American Law.
· Nonprofit hospitals were traditionally treated as tax-exempt charitable institutions because, until late in the 19th century, they were true charities providing custodial care for those who were both sick & poor.  This changed, however, w/ the transformation of hospitals from social welfare to medical treatment institutions, from charitable to business basis, from “patrons & the poor” to “professionals & their patients.”  
· The distinction between nonprofit & for-profit hospitals is becoming irrelevant.  
· Two models of nonprofit hospitals:
· Physicians’ cooperative.  Hospitals operate primarily for the benefit of the participating physicians.  Physicians enjoy power & high income through their direct or indirect control over the nonprofit hospital.  
· Polycorporate enterprise.  Power is largely in the hands of administrators, not physicians.  Through the creation of holding companies, nonprofit hospitals have grown into large groups of medical enterprises, containing both for-profit & nonprofit corporate entities.  The emergence of hospital organizations w/ both for-profit & nonprofit components has increasingly destroyed the charitable pretensions of nonprofit organizations.
1. Framing the Competition Policy Debate
Regina R. Herzlinger, Let’s Put Consumers in Charge of Health Care

· The essential problem w/ the HC industry is that it has been shielded from consumer control by employers, insurers, & the government.  As a result, costs have exploded as choices have narrowed.  
· To start the shift to a consumer-driven HC system, companies will need to revamp their health benefits in six specific ways:
· Give employees incentives to shop intelligently.  Must have rational decisions.  In the current HC system, consumers are almost entirely insulated from real purchasing decisions; employers select plans, negotiate terms, & pay premiums.
· Offer a real choice of insurance plans.  Need a broad menu of insurance options.
· Charge employees actual prices.  
· Let providers set their own prices.  In the existing system, insurers determine the price they will pay to provider for every “episode” of care.  When excellent providers receive the same kind of payment as inferior ones, the incentive for quality & efficiency is diminished.  
· Adjust payments for each enrollee based on need.  
· Provide relevant information.  People must have information to make reasoned choices.  
· Trust the consumer.  
Thomas Rice, Can Markets Give Us the Health System We Want?

· Answer to the problem of efficiency vs. equity: rely on the markets to allocate resources efficiently, & then employ just the right amount of a special kind of tax & subsidy to redistribute income.  
· If we do not redistribute income, the market is inefficient b/c people want the poor to be better off than they are.  But if we do redistribute income we damage the efficiency that the marketplace is designed to create.  
Kenneth J. Arrow, Uncertainty & the Welfare Economics of Medical Care

· Medicine is different from other businesses (where self-interest is the accepted norm).  
· Differences between the behavior expected of physicians & that expected of the typical businessman.  
· Advertising & overt price competition are virtually eliminated among physicians.
· Advice given by physicians as to further treatment by himself or others is supposed to be completely divorced from self-interest.
· It is at least claimed that treatment is dictated by the objective needs of the case & not limited by financial considerations.
· The physician is relied on as an expert in certifying to the existence of illness & injuries for various legal & other purposes.  
· Is HC so much different from a commodity?  Is HC so special?  Is it more/less important that education, housing, food, & legal assistance (enjoyment of these things is based on one’s ability to pay).   
B. Governance

1. Introduction
· Unlike most competitive markets, where the dominant organizational form is a for-profit corporation, the HC industry is comprised of a mix of for-profit & nonprofit organizational forms.  The industry has evolved (see Utah County case).  
· There is some mixing of profit & nonprofit forms as well as joint ventures.  The choice of any particular governance structure has important implications.  
· In determining the choice of an organizational structure, look to the goals of the organization: if the goal is entrepreneurial: nonprofit; if the goal is improving quality of care: profit.    
· Internal Governance
· Whatever the organizational form, the internal governing structure is crucial to the HC enterprise.  The organization’s governing structure establishes how patient care will be provided & monitored, etc.  
· Bylaws – convey the scope of powers & responsibilities.  
· Fiduciary Duties – the institution’s interest are to be put above any competing interest the administrators & trustees have.  
2. Internal Governance
In the Matter of Manhattan Eye, Ear & Throat Hospital v. Spitzer (1999)
CB 252
Facts: MEETH (nonprofit) petitioned to sell all of its assets.  AG of NY opposed the petition.  Changes in the landscape of medical technology negatively affected MEETH.  Originally there was an effort to deal w/ the problem, but the Board of Directors decided to sell a large facility.  
Issue: Whether MEETH has shown to the satisfaction of the court both that the consideration & the terms of the transaction are fair & reasonable & that the purposes of the corporation will be promoted by the sale of all or substantially all of the hospital’s assets.  
Holding: A charitable board is essentially a caretaker of the not-for-profit corporation & its assets.  There is a fiduciary obligation to advance the nonprofit corporation’s interests in good faith.  The board of directors is charged w/ the duty to ensure that the mission of the charitable corporation is carried out.  While it may be appropriate, in certain cases, to solve financial difficulties by eliminating the organization’s mission by selling its assets & then undertaking a new mission, the duty of obedience mandates that a board, in the first instance, seek to preserve its original mission.  Here, the board needs to do more to try & carry out the mission.
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C. Antitrust

1. Introduction
· Antitrust law: the government’s primary policy mechanism for promoting competition & monitoring the private sector.  It involves the interplay between judicial & regulatory oversight.  Antitrust enforcement is predisposed toward market solutions in dealing w/ price & non-price considerations.  Antitrust lies at the heart of determining the extent to which HC will be dominated by professionalism or by market competition.
Clark C. Havighurst, HC as a (Big) Business: The Antitrust Response

· Goldfarb v. Virginia State Bar (1975) laid to rest the idea that the so-called “learned professions” were somehow exempt from the federal antitrust laws.  Marked the beginning of an era of active antitrust enforcement in the HC sector.   
· Despite continuing uncertainty about how judges will react in individual cases, antitrust law today leaves little leeway for professional competitors to agree not to compete or for organized provider groups to restrict the competitive freedom of their members or other market participants.  
Peter J. Hammer & William M. Sage, Critical Issues In Hospital Antitrust Law
· Modern antitrust law focuses on a firm’s behavior, not its objectives.  Therefore, nonprofit status & similar hallmarks of good intentions are largely irrelevant to antitrust analysis.  
· Hospital-Hospital Relations.  Strictest scrutiny is reserved for agreements between direct competitors—what antitrust lawyers call “horizontal restraints.”  
· Hospital-Physician Relations.  Agreements between parties at different levels in the chain of production or distribution—so-called vertical restraints—provoke less antitrust concern b/c such agreements hold the promise of increased economic efficiency without direct.
2. Changing Market for HC Services
a. Mergers
Federal Trade Commission v. Butterworth Health (1996)
CB 263
Facts: Butterworth & Blodgett hospitals want to merge.  FTC opposes saying the effect of the proposed merger may substantially lessen commission, contrary to the Clayton Act.  Both hospitals are nonprofit corporations & offer comprehensive medical & surgical services.  Both hospitals contend that merger would enable them to avoid substantial capital expenditures & achieve significant operating efficiencies.  
Holding: Must look at the relevant market within which the merged entity would have significant market power.  The relevant market is defined by identifying competitors who could provide ∆s’ customers w/ alternative sources of ∆s’ services.  Look to the product market & the geographic market.  The FTC must show the proposed merger would result in a significant increase in the concentration of power in the relevant markets.  Market concentration is a function of the number of firms in the market & their respective market shares.  In this case, it is estimated that the merger would give the merged entity 65-70% of the market.  The FTC has established its prima facie case.  ∆s argue, however, that nonprofit hospitals do not operate in the same manner as profit maximizing businesses & should be looked at more favorably under the Clayton Act.  Non profit hospitals don’t necessarily raise prices when they can.  There may be an efficiencies defense (arguing that the merger would allow for greater efficiency).  
· Antitrust Laws – Antitrust enforcement is a mix of judicial opinions, federal & state agency regulation or litigation, & private litigation.  Usually the FTC & DOJ initiate litigation, but private parties can as well.  Antitrust laws:
· The Sherman Antitrust Act of 1890 - § 1 imposes a fine or imprisonment for collective action to restrain trade or commerce among the several States.  § 2 imposes a fine or imprisonment for conduct that monopolizes or attempts to monopolize any part of the trade or commerce among the several States.
· The Clayton Act of 1914 - § 7 declares four practices illegal: price discrimination (selling the same produce to similarly situated buyers at different prices); tying & exclusive contractual arrangements; corporate mergers & acquisitions; & interlocking directorates.  These practices are not per se illegal, but are illegal where the effect may be substantially to lessen competition.  
· The Federal Trade Commission Act of 1914 - § 5 prohibits unfair methods of competition in or affecting commerce, or unfair or deceptive acts.  
· The antitrust laws are written very broadly, resulting in a federal common law.  Courts interpret the key issues of market definition, efficiencies, integration, & risk-sharing.  The antitrust laws evince an economic objective of enhancing consumer welfare by preventing practices that reduce competition.  Over time, courts have interpreted the laws to focus on determining whether the conduct unreasonably restrains trade.
· Construction of antitrust laws.  Courts must choose between two interpretive norms: a per se violation (a bright-line test forbidding certain conduct) or a reasonableness test, known as the rule of reason.  
· Per se violations include naked price fixing (i.e., agreements to set maximum prices), certain tying arrangements, & market allocations.  Courts resume, based on previous experience, that such arrangements create market power that restrains trade.  
· In contrast, the rule of reason requires a multifactorial test based on the facts peculiar to the business to which the restraint is applied; its condition before & after the restraint was imposed; the nature of the restraint & its effects, actual or probably.  Unlike the strict application of the per se rule, the rule of reason requires an extensive, fact-based review of the record.
· Courts are now less willing to impose bright-line per se rules.  The choice of legal standard often determines the case outcome: ∆s usually lose if the per se rule is adopted & often win under a rule of reason analysis.  Most HC antitrust litigation is now governed by a rule of reason analysis, which begins by asking whether the organization has market power to raise costs above the competitive price & then inquires into the procompetitive efficiencies to be gained.
b. Competition Among Health Plans
Blue Cross & Blue Shield of Wisconsin v. Marshfield Clinic
CB 271
Facts: Compcare, Blue Cross’s HMO, claims that the Marshfield Clinic (nonprofit corporation owned by the 400 physicians whom it employs) has a monopoly which it acquired & has maintained by improper practices that has excluded Compcare from the HMO market.  The Marshfield Clinic employs all the physicians in Marshfield & in several other towns.  Security, the Marshfield Clinic’s HMO subsidiary, serves its subscribers through the physicians employed by the Clinic.  These contracts are not exclusive (the physicians are free to work for other HMOs).  Compcare persuaded the jury that HMOs constitute a separate market
Holding: HMOs do not constitute a separate market.  An HMO is not a distinctive organizational form or assemblage of skills.  An HMO is basically a method of pricing medical services.
3. Hospital / Health Plan – Physician Relations
· Hospitals are increasingly entering into exclusive contractual arrangements for providing specialty services. 

· Physicians who are adversely affected by these arrangements have tried to use antitrust laws to enhance bargaining power or protect their interests.

a. Exclusive Contracting
Minnesota Association of Nurse Anesthetists v. Unity Hospital
CB 275
Facts:  In Minnesota both nurse anesthetists & physician anesthesiologist are licensed to give anesthesia.  Unity & Mercy Hospitals terminated their nurse anesthetist employees & entered into an exclusive contract w/ Midwest Anesthesia.  Many of the terminated nurses formed Nurse Anesthesia Services, which contracted w/ Midwest to provide services at Unity & Mercy.  Ps claim the contracts were part of a conspiracy by Minnesota to eliminate nurse anesthetists, as a class of lower-cost, equally competent competitors & these sole-source contracts are per se unlawful as a group boycott.
Issue:  Did the sole source contracts violate the Sherman Act?
Holding:  It is not a boycott - legally, a group boycott is a narrow category of per se violation limited to cases where firms w/ market power boycott suppliers or customers in order to discourage them from dealing w/ competitors.  Factually – neither party to the exclusive dealing contract stopped dealing w/ nurse anesthetists.
Rationale:    Exclusive dealing contracts are analyzed under the rule of reason.  Applying this rule, the Πs did not prove that the ∆s possess market power or that their acts had caused actual detrimental effects on competition in a relevant market.  That the Πs chose to work elsewhere is not an antitrust injury.  It reflects only harm to individual competitors, not to competition.  Πs failed to prove actual adverse effects on competition (increased prices, decline in quality or quantity of services available).  Absent concrete proof, Πs must prove market power in a relevant geographic market.
NOTES & QUESTIONS
· From an antitrust perspective it does not matter if the exclusive contract affects physicians, hospitals, or non-physician providers & results do not differ as a function of state or federal jurisdiction.  

· Recently, non-physician practitioners (nurses, physician assistants, midwives, etc.) have provided increasing amounts of primary care.  Changes in state laws have expanded their legal scope of practice, in many cases permitting independent practices.  Physicians have opposed expansive scope of practice laws as a threat to quality of care.  

· General justification of licensure requirements is that they contribute to the quality of health care.  The expertise of the regulatory system, rather than consumer choice in the market, is required for public accountability.  

· Requirements for licensing of HC practitioners has been criticized as a means to control entry into the marketplace (b/c physicians have a economic & professional interests in ensuring their own power), & b/c licensing requirements raise the price of services, restrict access to the occupational market, & slow innovation in healthcare by mandating uniform education.  

· Courts generally view exclusive contracts as pro-competitive vertical arrangements & analyze them under rule of reason.

b. Physicians Group Contracting Practices (Collective Bargaining)
(1) Physicians may attempt to use their collective bargaining power to secure higher market prices
In the Matter of California Pacific Medical Group, Inc. doing business as Brown & Toland Medical Group
CB 279
· Brown & Toland is a risk-sharing IPA in its contracts w/ HMOs to provide services to HMO enrollees in San Francisco.  In 2001, Brown & Toland formed a PPO.  They formed the PPO to promote, among other things, the collective economic interests of the PPO physicians by increasing their negotiating leverage w/ health plans. 

· The PPO network physicians do not share financial risk in connection to the services to PPO patients.  They also lack any significant degree of clinical integration – there is no mechanism to ensure efficiency or monitor practice patterns & quality of care.  

· Once physicians joined the PPO, Brown & Toland chose a fee schedule, presented collective rates, & negotiated contracts w/ health plans on behalf of the physicians.  Brown & Toland PPO network physicians agreed to refuse to contract individually w/ any payor w/ which Brown & Toland was negotiating.  The physicians also were prohibited to contract w/ any payor for less that the Brown & Toland fee schedule.   
· Proceeding against Brown & Toland to cease & desist unreasonable restraint on trade.  
· Product Market – PPO network physicians services to PPOs

· The FTC says the PPO physicians are acting as a single entity but they do not fit into either of the 2 definition of a single entity – they do not share financial risk & they have not integrated their practices.    

· Geographic Market – San Francisco

· Claimed anticompetitive effects: payors compensate physicians at a higher rate than they would have absent the conduct; the conduct hinders competition of physician services in San Francisco; price for physician services have increased; health plans, employers, & consumers have been deprived of the benefits of competition; terms for the PPO contracts were not reasonably necessary to achieve potential clinical efficiencies.

· This network must be big enough to have a market share in the geographic market of San Francisco.

· Strategy for Brown & Toland:
· Make it look like a more integrated situation financially

· Claim there is no market share – there is competitive pressure b/c there are products that can substitute for PPOs.

· In 2004 a settlement was reached:

· Consent order to cease & desist.  They did not have to cancel every contract entered into since 2001, but they had to give the entities the contracted w/ to rescind the contract.  They clinically integrated the PPO network & agreed to do the things necessary to evaluate practice patterns, improve quality, & control cost.

NOTES & QUESTIONS
· Brown & Toland situation illustrates the FTC’s antitrust regulatory & policymaking strategy.  Before reaching settlement the agency posts the proposed settlement on its website for public notice & comment.  As regulatory agencies, the FTC & DOJ have wide discretion to bring & settle a case or to push for judicial resolution.

· Courts have interpreted Sherman Act as limiting the ability of competing firms to boycott another organization or to isolate a competitor who refuses to collaborate.  Per se standard is only used when the boycotters possess market power or exclusive access to a critical competitive element & the boycott is directly aimed at limiting or excluding competitors.  Otherwise they are tested under a rule of reason. 

· To the FTC, a qualified risk-sharing arrangement means that “all providers who participate share substantial financial risk & thereby create incentives to jointly control costs & improve quality.”

· Indicia of risk sharing include: capitation; predetermined revenue for services provided; the use of significant financial incentives; & coordination of care across specialties for a predetermined amount.

· The FTC has not clarified how the burden of shoeing clinical integration & risk sharing may be met.  It is likely that the FTC will need empirical support for such a claim before permitting joint pricing arrangements.
c. Staff Privileges
· Hospitals accommodate physicians requests for staff privileges (allow physician to admit & treat patients at the facility).  When privileges are denied, physicians may resort to antitrust laws to challenge the decision.  

· B/c it is difficult to demonstrate the requisite market power, these challenges usually fail.  Courts have deferred to HC administrators in making these decisions based on their quality of care responsibilities.

Lee v. Trinity Lutheran Hospital
CB 282
Facts:  Π was on medical staff at ∆ hospital & Πs medical & staff privileges were revoked for a variety of reasons (inappropriate use of medicine, failure to follow protocol for drug use, inadequate documentation, etc.).  Health Care Quality Improvement Act (HCQIA) Antitrust Immunity:  HCQIA was passed to improve the quality of care by encouraging doctors to identify & discipline doctors who are incompetent or engage in unprofessional behavior.  HCQIA creates a presumption that the professional review action furthers the quality of healthcare unless the presumption is rebutted by a preponderance of the evidence.  Π claims the revocation of her privileges lacked an objective reasonable basis b/c members of the board that revoked the privileges were in direct competition w/ her.   

H/R: (1) Reasonable belief that the Action furthered quality health care: The objective inquiry focuses on whether the professional action taken against Π was in the reasonable belief that the action was in furtherance of quality HC.  Even a subjective bias or bad faith motives of the peer reviewers would be irrelevant to the objective inquiry.  (2) Reasonable fact gathering: Totality of the process is looked at in assessing if a reasonable effort was made to obtain facts.  (3) Adequate notice & hearing: Failure to provide the Π w/ adequate notice & opportunity to be heard would preclude immunity under HCQIA, but here the action did not occur until after the proper notice & hearing procedures were followed. (4) Reasonable belief that the action was warranted after compliance w/ mandated procedures: The fact that the physicians involved in the process reached an incorrect conclusion on particular medical issues doe not meet the burden of contradicting the reasonable belief that they were furthering HC quality in the peer review process.  (5) Antitrust violations: To prove a violation of Sherman Act, Π must show an agreement in the form of a contract, combination, or conspiracy that imposes an unquestionable restraint on trade.  Although revocation of a doctor’s privileges may eliminate competition by decreasing the number of doctors in a specialty, this alone will not give rise to antitrust violations.

NOTES & QUESTIONS
· HCQIA was enacted in response to the concern that physicians would not participate in peer review activities absent antitrust immunity.  HCQIA also established the National Practitioners Data Bank – state medical & dental licensing boards must report disciplinary action & malpractice verdicts or settlements to the Bank.  (General public does not have access to the Bank.)

· Most challenges to staff privileges denials have failed, regardless of the legal theory offered.  Courts have deferred to HC administrators in making these decisions based on their quality of care responsibilities.
4. Quality of Care
Ambroze v. Aetna Health Plans of NY, Inc.
CB 286
Facts:  Π claims the ∆ coerced them into signing contracts that undermined their anesthesiologists’ independent professional judgment & restrict their ability to compete against each other on the basis of quality.  B/c Aetna enrollees do not pay them directly for services, the physicians can only compete against each other on the basis of service.
Rationale:  The court follows the reasoning in Kartell v. Blue Shiled of Mass. – the relevant antitrust facts are that Aetna pays the bill & seeks to set the amount & terms of that charge.  The only restraint is the one that flows inevitably & properly from the choice by Aetna to buy services & products of a particular type from doctors.  Kartell – Participating doctors were not allowed to charge Blue Shield subscribers anything above & beyond the specified price.  Held that Blue Shield’s ban on balanced billing does not violate the Sherman Act.  Antitrust law rarely stops the buyer of a service from trying to determine the price or characteristic of the product that will be sold.  The claim that Blue Shield’s price scheme is too rigid b/c it ignores qualitative differences among doctors is properly addressed to Blue Shield or to a regulator, not to a court.  Πs argue that Kartell ignores a second layer of competition between doctors who must compete for patronage of Aetna enrollees.  A buyer generally has the right to set the terms of its bargain w/ the seller.  If the seller agrees to the bargain, the seller is therefore committed to perform in the manner that she agreed to perform in the manner that was agreed to.  It is the terms of the bargain & not some other party that restrain the seller.  Whatever restrains Aetna physicians operate under when they signed the agreements, they arise solely from the physicians participation in the managed care pan.

NOTES & QUESTIONS
· Criticism of the Ambroze decision:

· There are multiple & potentially conflicting agency relationships in managed care – a health insurer acts as an agent for the collective insured’s & must take action on their behalf, not on its own self-interest.

· The court failed to consider the physician-patient agency relationship.

· One problem the courts face in examining quality of care under the antitrust laws is that antitrust law must reconcile tradeoffs between price & quality.

· Another problem courts face is that quality of care is difficult to define & measure.

· One of the most notable HC market failures is the information gap.
California Dental Association v. Federal Trade Commission
CB 289
Facts:  CDA restricted ads that a fee is reasonable, that service is inexpensive, & that a customer will receive a discount.  
Holding:  CDA advertising restriction did not constitute a naked restrain on trade.  Rejected the FTC’s quick-look analysis under the rule of reason & held that the agency needed a more detailed review to determine whether the restrictions might have pro-competitive effects.
Rationale:  The restriction might plausibly be though to have a net pro-competitive effect, or possibly no effect on completion at all.  In a market for professional services, where advertising is rare & the comparability of services is hard to establish, it is difficult for customers or competitors to get & verity information associated w/ misleading advertising.
Dissent: The agreements make it difficult for a dentist to inform customers; if customers do not know it will be difficult for them to get a lower price service; that makes it less likely that a dentist will obtain more customers by offering lower prices; that makes it less likely that a dentist will offer lower prices.  To restrain truthful advertising about lower prices is likely to restrict competition & an agreement that inhibits customers from learning about the quality of a dentist’s services has a significant anticompetitive tendency.

NOTES & QUESTIONS
· Goldfarb v. Virginia State Bar, SCOTUS 1975

· The fact that a restraint operates upon a profession as distinguished from a business is relevant in determining whether that particular restraint violates the Sherman Act.  The public service & other features of the professions may require that a particular practice, which could be viewed as a violation of the Sherman Act in another context, be treated differently.
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D. Tax Exemption

1. Introduction
· With the exception of the distribution of revenue, there is little difference in day-to-day operations & strategic objectives between for-profit & nonprofit HC organizations.

· Both rely primarily on patient revenues to cover operating expenses

· For-profits provide community benefits (charity care, community clinics, educational programs, accepting Medicaid patients, etc.)

2. Federal Tax Exemption
a. Retaining Federal Tax Exemption
IHC Health Plans, Inc. v. Commissioner of Internal Revenue
CB 293
Facts:  Church of Jesus Christ of Latter Day Saints formed IHC as a Utah nonprofit corp, which has been recognized as a charitable, tax-exempt organization.  IHC formed IHC Health Services Inc, which provided free HC to indigent patients.  IHC formed Health Plans, Care, & Group to operate as HMO’s w/in the IHC.  Commissioner concluded that neither Health Plans, Care, or Group operated exclusively for the exempt purposes & were not entitled to tax-exempt status.

Issue:  Did Ps qualify for tax-exempt status as organization operated exclusively for charitable purposes?
Rationale:  Exemptions from income tax are a matter of legislative grace – exemptions must be narrowly construed.  In order to qualify the corp. must meet 3 requirements: (1) Must be organized & operated exclusively for exempt purposes;

(2) No part of the net earnings may inure to the benefit of any shareholders or individual; (3) The corp. must not engage in political campaigns or to a substantial extent, lobbying activities.

· Inquiry as to whether a corp. operated for a charitable purpose requires 2 questions:

· Whether the purpose proffered qualifies as a charitable purpose – must serve public rather than private interest.  Must confer a public benefit.

· A benefit which society or the community may not itself choose or be able to provide, or which supplants & advances the work of public institutional already supported by tax revenues.

· Organization cannot satisfy the community benefit requirement based only on the fact that it offers health-care services to all in the community in exchange for a fee.  The organization must provide additional “plus”.  

· Relevant factors: size of the class eligible to benefit; free or below cost products or services; treatment of patients in governmental programs; use of surplus funds for research or educational programs; composition of the board of trustees.

· Whether it was in fact operated for that purpose – must engage in activities that accomplish one or more of exempt purposes specified.  An organization will not be so regarded if more than an insubstantial part of its activities is not in furtherance of an exempt purpose.

· Community Benefit Standard: Under §501(c)(3) a HC provider must make its services available to all in the community plus provide additional community or public benefits.  The benefit must either further the function of gov’t funded institutions or provide a service that would not likely be provided w/in the community but for the subsidy.  The additional public benefit must be sufficient to give rise to a strong inference that the public benefit is the primary purpose for which the organization operates.  In conducting that inquiry the totality of the circumstances is considered.

· Here, Πs provided virtually no free or below-cost HC services & primarily performed a risk bearing function.  They do not subsidize dues for those who cannot afford subscribership. Their sole activity is arranging for HC services for a fee.  There is nothing in the record that shows they conducted research or offered free educational programs to the public.  

· The tax court correctly concluded that they did not operate for the purpose of promoting health for the benefit of the community.

NOTES & QUESTIONS
· Critical policy issues for tax exemption is whether providing medical care per se meets the charitable care requirements
· The current standard is that the org must operate exclusively to the benefit of the community.  The IRS has adopted a multifactor test that petitioners must satisfy such as maintaining community boars, an open medical staff, & a full time e/r open to all regardless of ability to pay, providing non-e/r care to anyone in the community who is able to pay, & providing benefits to the community through research or charity care.

· An integrated delivery system can be compromised of both for-profit & nonprofit entities within a delivery system as subsidiaries of the parent corporation.  

· Orgs cannot use the tax-exempt status to generate more than incidental income from a for-profit subsidiary.  

· The issue is the community benefit provided & the interaction (nexus) w/ the parent org., not the organizational form.
3. Property Tax Exemption
a. Retaining the local property tax exemption

Marshfield Clinic v. City of Eau Claire
CB 300
F/PP:  Π is a nonprofit corporation exempt from fed income tax.  Π appeals summary judgment denying its request for a property tax refund.  Court concluded that Π did not show it used the property exclusively for benevolent purposes.
Issue:  Is the clinic used exclusively for benevolent purposes?  
Rationale:  Property is presumed taxable & exemptions are a matter of legislative grace – strict but reasonable construction to exemption statutes.  The party seeking exemption bears the burden of proof that it falls w/in the statute & doubt is resolved against the party seeking exemption.

· The exclusive requirement of the Wisconsin statute does not require a property must be solely used for benevolent actions – the relevant question is how consequential the questionable non-exempt activity is compared to the total activity on the property.  

· In order to sustain the burden of proof, the association must be able to show actual exempt use.  Generalized assertions & assertions of potential use are insufficient.

· Marshfield claimed that it puts all patient information into a database that can be accessed by researchers & claimed that the patients make up a pool from which researchers can draw subjects & therefore they suggest that all activities on the property lead to research.  But this is just an assertion of potential use, not a demonstration of actual use.  Marshfield failed to show that its use of property to provide medial care to paying patients is incidental to exempt activities.
NOTES & QUESTIONS
· The continuing development of highly integrated delivery systems within an increasingly competitive HC market will put considerable stress on the IRS’s tax exemption guidelines.

· One of the policy goals supporting tax exemption facilities is to provide HC for those who cannot pay.

· Supporters of the competitive market argue that for-profits provide relatively equal amounts of free care, contribute tax revenue to the community, & provide more efficient health care.  They may also argue that the social justice model of publicly funded charity hospitals has failed b/c the public refuses to invest resources into facility modernization – only the private sector can “save” charity hospitals by converting them to for-profits.  Market proponents argue that since it is more efficient to integration for providing health care, the resulting efficiency will generate revenue to provide for uncompensated care.

· Proponents of social justice & equity in HC will counter that the value of community benefits provided by non-profits should outweigh the efficiency gains.
4. Private Benefit / Private Inurement
a. Physician Incentives & Recruitment
· To retain tax exemption, organizations need to ensure that the private benefit is incidental to the tax-exempt purpose of the activity.

· Qualitatively incidental – the private benefit is a byproduct of the public benefit

· Quantitatively incidental – insubstantial in amount when compared to the public benefit
· In analyzing physician incentive compensation arrangements, various factors are used to determine if the arrangement violates the rules against private inurnment & impermissible private benefit:

· Was the compensation arrangement established by an independent board of directors or by an independent compensation committee?

· Does the arrangement result in total compensation that is reasonable?

· Is there an arm’s-lengths relationship between the organization & the physician or does the physician participate impermissibly in the management & control of the organization in a manner that effects the compensation arrangement?

· Does the arrangement have the potential for reducing the charitable services or benefits that the organization would otherwise provide?

· Does the arrangement take into account data that measures the quality of care & patient satisfaction?

· Is the arrangement a devise to distribute profits to people who are in control of the organization?

· Does the arrangement serve a real & discernable business purpose?

NOTES & QUESTIONS
· Physician incentives may receive careful scrutiny under both tax & fraud & abuse laws.

· Recruitment incentives that are likely to improve quality of care in measurable ways are likely to survive regulatory scrutiny.

· The IRS has ruled that physicians per se are not insiders.  

b. Revenue Sharing Arrangements
G.C.M. 39862, 1991 IRS GCM LEXIS 39
· Issue: Does a tax exempt hospital jeopardize its exempt status by forming a joint venture w/ members of its medical staff & selling to the joint venture the net revenue stream derived from operation of an existing hospital for a pd. of time?

· Inurement provision serves to prevent anyone in a position to do so from siphoning off an of a charity’s income or assets for personal use.

· Proscription against inurement generally applies to a distinct class of private interests – typically people who have an opportunity to control or influence an organization’s activities.  Insiders.

· Inurement proscription does not prevent the payment of reasonable compensation for goods or services.  It is aimed at preventing dividend-like distribution of assets or expenditures to benefit a private interest.  

· Some private benefit is present in all hospital physician relationships but the private benefit to the physicians is incidental to the public benefit resulting from having the combined resources of the hospital & professional staff.  The private benefits conferred on physician investors by revenue stream joint ventures are direct & substantial, & exceed the bounds or prohibited private benefit.  

NOTES & QUESTIONS

· 3 tax issues determine if joint ventures between nonprofits & for-profits survive IRS scrutiny:

· (1) Who controls the venture;

· (2) Whether there is a private inurement or benefit;

· (3) How unrelated the business income tax is treated
· The IRS defines excess benefit as the amount by which the value of the economic benefit exceeds the value of the consideration received for providing such benefit.  Fair market value is a key consideration.  Reasonable compensation is the amount that would ordinarily be paid for like services.
· An organization’s compensation is presumed to be reasonable, & not an excess benefit, unless the IRS rebuts w/ sufficient contrary evidence
c. Intermediate Sanctions
· Before 1996, the only remedy for private Inurement transactions was to revoke the exemption.

· Taxpayer Bill of Rights (enacted 1996) – provided the IRS the option of imposing excise taxes on excess benefit transactions.  

· Excess benefit transaction occurs when a tax exempt entity provides an economic benefit to a disqualified person that exceeds the value of consideration received for providing such a benefit.  

· A disqualified person is someone in a position to exercise substantial influence over an organization.
5. Conversions
· Changing a nonprofit to a for-profit entity.

· Conversions generally take 2 forms:

· As communities become unable or unwilling to support the demand for free care so older nonprofits may be unable to modernize or invest in technology to remain competitive.
· Competitive pressures w/in the health insurance industry have forced Blue Cross & Blue Shield plans to reconsider their ability to compete w/ large, national insurers as nonprofits.

NOTES & QUESITONS
· One of the key issues a state attorney general must decide in permitting a conversion is how to distribute the assets.

· Should the fiduciary duty standard be based on traditional nonprofit corporation law principles or on charitable trust doctrine?  

· Nonprofit corporation law – whether the fiduciaries acted in good faith & used reasonable business judgment in agreeing to the conversion

· Charitable trust – whether there is a change in corporate purpose that requires state attorney general or judicial approval.

· Under either standard the transaction must be at fair market value, but trustees have less freedom to act if charitable trust law controls.

· From an efficiency perspective, it seems hard to challenge the market’s decision that uncompetitive nonprofits should be permitted to fail.  Most state laws permit changes to the charitable mission if it is impossible for the institution to meet its nonprofit mission.
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E. Joint Ventures

· A prevalent collaborative form in HC delivery.

· Physicians & hospitals or health systems join to together to own & operate separate businesses.  The arrangements are usually based on complex contractual relationships between the participants & allow hospitals & physicians to offer services that neither is willing or able to provide alone.

· Whole hospital – exempt hospital contributes all the assets to a joint venture w/ a non-exempt organization & the venture is the exempt entity’s primary activity.

· Ancillary – 2 organizations combine assets to organize & operate a new entity where the venture is not the exempt entity’s primary activity.
1. Tax Exemption
a. Retaining Control
· Assuming that the joint venture operates exclusively in furtherance on the exempt mission, where the exempt organization maintains numerical control of the board, the venture should meet the test for exemption.

St. David’s HC System v. US
CB 313
Facts:  St. David’s (tax exempt charitable organization) owned & operated a hospital & other HC facilities in Austin.  It decided to form a partnership w/ HCA (for-profit company that operates hospitals nationwide).  St. David’s contributed all of its hospital facilities & HCA contributed its Austin area facilities.  The partnership hired Galen (subsidiary of HCA) to manage the operations.  IRS audited St. David’s & concluded that due to the partnership it was no longer qualified as a charitable & tax-exempt hospital.
Gov’t Arg:  A non-profit must sacrifice its tax exemption if it cedes control over the partnership b/c it can no longer ensure the activities primarily further the charitable purpose.  

St. David’s Arg:  The central issue should not be which entity controls the partnership, but an operational test – whether the organization engages in activities that further the exempt purpose.
Rule:  A non-profit can demonstrate control by showing: (1) the founding documents expressly state that it has a charitable purpose that takes priority over all other concerns; (2) that the partnership agreement gives the non-profit a majority vote in the board of directors; & (3) that the partnership is managed by an independent company
Rationale:  Court says that even if St. David’s performs important charitable functions it cannot qualify for tax exemption if its activities w/ the partnership further the private profit-seeking interests of HCA.  St. David’s entered the partnership out of need.  HCA entered it for financial convenience.  Uneven bargaining strength.  The partnership documents may not provide St. David’s board w/ sufficient contra.  Galan manages & it is a subsidiary of HCA.  Questionable power to control the partnership by threatening dissolution of the partnership.  There is an issue of fact as to whether St. David’s ceded control.
NOTES & QUESTIONS
· On remand, jury determined St. David’s should retain tax exemption.
· After St. David’s, the IRS issue Rev. Rul. 2004-51 regarding ancillary joint ventures between tax-exempt & for-profit entities.  The ruling dealt w/ non-health arrangements but the reasoning may apply.

· The venture was between a university & a video seminar company; the governing board of the joint venture was appointed on a 50-50 basis (equal veto power).  The IRS approved the arrangement b/c the venture was substantially related to exempt purposes.  The university had control over the curriculum, training material, & standards.  All contracts were negotiated at an arm’s length & entered into at fair market value.  The venture allowed individuals to receive training when they otherwise would not have been able to travel to the campus.
b. Generating Revenue
· Purpose of a joint venture is to generate additional $.  They present the most salient opportunities for insider gain.

G.C.M. 39862, 1991 IRS GCM LEXIS 39
· The presence of a percentage compensation arrangement will destroy the organizations tax exemption where it transforms the principle activity of the organization into a joint venture between it & a group of physicians or is merely a device for distributing profits to persons in control.

· Analysis of net revenue stream arrangements is to ask: What does the hospital get in return for the benefit conferred upon physician-investors?  How does the transaction further the exempt purposes?  

· Here, little is accomplished that furthers the hospital’s charitable purpose: no expansion of HC resources; no improvement in treatment or reduction in cost is foreseeable.  

· Whether admitted or not, the hospitals engaged in the ventures as a means to retain & reward members of their medical staffs.  Profit distributions are made to people having a person & private interest in the activities of the organizations & payment is made out of the net earnings of the organization.  Therefore, the arrangements confer a benefit that violates the inurement proscription.
c. Unrelated Business Income Tax (UBIT)
· Another way to view a revenue generating joint venture is to tax any revenue unrelated to the exempt purpose
IRS PRIVATE RULEING 200218037, 2002 PLR LEXIS 135

· “A” provides MRI services to the general public & is the general partner in “K”, which owns & operates a MRI facility. 

· Section 511 of the Code provides that the term “unrelated to trade or business” includes any trade or business which is not substantially related to the exercise or performance by such organization of its charitable, educational, or other purpose or function constituting the basis for its exception.

· The partnership activity of providing radiology services, overseen by a physician, furthers charitable purpose of providing HC for a section of the community.  The partnership distributions to “A” are not subject to unrelated business income tax under §511 of the Code.

NOTES & QUESTIONS
· Professor John Colombo exemption/UBIT framework:

· 3 propositions:

· (1) Private benefit is analyzed on a per transaction basis, not by looking at the exempt organization’s activities as a whole;

· (2) Financial enhancement is not a public benefit that can offset private benefit;

· (3) The exempt organization must maintain control of a joint venture.

· He argues that a charitable organization is entitled to participate in commercial activities w/o loosing tax exemption.  As long as the joint venture is not the organization’s primary activity, the commercial activity should only be subject to UBIT & should not threaten the tax exemption.  If the commercial activity is related to the tax-exempt mission, it should be viewed as furthering the exempt purpose.  Control should only be one factor in determining the activity’s charitable nature, not the primary factor

2. Fraud & Abuse Laws
a. General Framework
· Joint ventures must be structured to avoid sanctions under the fraud & abuse laws.  

· Incentives to recruit physicians must be at fair market value.  The arrangement will be scrutinized to determine whether inducements for referrals are inherent in the joint venture.

Paul E. Kalb, HC Fraud & Abuse
· Laws generally prohibit 3 principle types of conduct:

· (1) Submission of false claims

· False Claims Act (FCA) – prohibits knowing submission of false claims, statements, or certifications to the government.  Also prohibits causing others or conspiring w/others to submit false claims.

· A provider knowingly submits a false claim if he actually knows that the claim is false or if he acts in deliberate ignorance of or w/ reckless disregard for the truth or falsity of a claim.

· Can be enforced not only by the DOJ but also by private whistle-blowers known as realtors.

· (2) Payment or receipt of kickbacks

· Federal Anti-Kickback statute – makes it a felony of any person knowingly & willfully to offer or to pay remuneration to any other person to induce that person either to purchase a product or to refer a patient (if the cost of the product or service ultimately will be born by 1 of the gov’t health programs)

· Remuneration – broadly defined to include any kickback, bribe, or rebate

· (3) Self-referrals

· Stark I & Stark II laws – physicians may not refer patients to certain types of entities which they or any members of their immediate families have a financial relationship.  

· A financial relationship exists if:

· The physician has an ownership or investment interest in the entity

· There is a compensation arrangement between the physician & the entity

· Exceptions allow physicians under limited circumstances to refer patients to entities from which they rent space or equipment or from which they receive consulting fees
b. Physician Compensation Arrangements—Exceptions
· The anti-kickback & Stark laws prohibit doctors from referring patients to an entity for furnishing designated health services under Medicare if the physician had a financial investment in the entity.  In response to industry objections that the provisions endangered some unavoidable commercial arrangements that were not harmful, Congress provided exceptions to permit certain transactions.
NOTES & QUESTIONS
· Physician compensation arrangements will be scrutinized to determine whether there are incentives for referrals inherent in the joint venture.

· Complicated lease arrangements must be at fair market value.

· Transactions used to recruit doctors (relocation expenses, free rent, unreasonable compensation, etc.) raise tax exemption & fraud & abuse concerns.  

· Gain sharing – physicians share a certain percentage of any cost reductions at the end of the contractual period.

· As long as a gain-sharing arrangement is specifically tied to quality of care objective, it does not violate fraud & abuse laws.
3. Antitrust
· Antitrust considerations will not be a barrier to most joint ventures.
· FTC/DOJ guidelines establish a safety zone within which the arrangements will not result in antitrust scrutiny.  Transactions falling outside that zone will not necessarily lead to an antitrust challenge, but will be reviewed on the facts usually under the rule of reason.
· Exclusive venture – physician participants are restricted in their ability to individually or contract w/ other network joint ventures or health plans.
· Non-exclusive venture – physician participants can affiliate w/ other networks or contract individually w/ other health plans.  
· Agencies will generally not challenge an exclusive network arrangement whose physicians share substantial financial risk & constitute 20% or less of the physicians in each specialty w/ active hospital & staff privileges that practice in the relevant geographical market.
· For non-exclusive joint ventures, the agencies will not challenge an arrangement whose physician participants share substantial financial risk & constitute 30% or less of the physicians in each specialty w/ active hospital & staff privileges that practice in the relevant geographical market.
· The more fully integrated transactions that involve risk-sharing are likely to survive antitrust scrutiny.
· Indicia of risk sharing:
· Capitation
· Services provide in return for a predetermined percentage or revenue
· Financial incentives to achieve cost containment goals
· Coordination of primary & specialty care for a predetermined payment
· Indicia or integration:
· Utilization controls designed to reduce costs & improve quality of care
· Selective contracting w/ physicians committed to efficiency objectives
· Investment in mechanisms to ensure clinical & administrative integration.
4. Joint Venture Problem
	FINANCING MEDICAL CARE
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III. FINANCING HEALTH SERVICES

A. Introduction
· Most complex & controversial aspect of HC delivery is the process by which it is financed

· Individuals rely on a mix of private & PH insurance to finance their HC needs

· Having insurance coverage is necessary but not always sufficient

· Disputes often arise regarding definition & scope of the insurance benefits

Lowell v. Drummond, Woodsum & MacMahon
CB 327
Facts:  The employee suffered from morbid obesity & asserted a claim to the ERISA plan for the expenses of gastric-bypass surgery.  The claim was denied, first on the ground that it was not medically necessary & then on the ground that it was not covered by the plan. 
PP:  Π employee filed a motion for summary judgment in her ERISA action against ∆s, an employer & an ERISA plan, challenging a denial of requested medical-plan benefits.  ∆ filed a cross-motion for summary judgment.  The matter was referred to a magistrate judge for a report & recommendation.
Holding:  The magistrate judge recommended that the employee's motion for summary judgment be granted & that ∆s' motion be denied.
Rationale:  In the employee's action against ∆s, the magistrate judge recommended that the employee be granted summary judgment b/c ∆s' interpretation of the plan excluding coverage of gastric-bypass surgery was not reasonable.  The employee's physician opined that the surgery was medically necessary, & ∆s presented no evidence disputing his opinion.  The surgery met the plan's definition of a "covered expense," as the plan covered surgery & related expenses to the extent medically necessary.  ∆s unreasonably interpreted a plan exclusion to preclude coverage.
Deborah A. Stone, The Struggle for the Soul of Health Insurance
· Compares ad campaigns of the trade associations of health insurance & life insurance industry & insurance companies which symbolize two very different logics of insurance: the actuarial fairness principle & the solidarity principle
· The advertisements have many different layers of meaning:

· How commercial insurers ought to price their health insurance policies

· The struggle over health insurance reform proposals in the States & Congress

· Whether medical care will be distributed as a right of citizenship or as a market commodity

· Competing visions of community

· Overall, mutual aid systems are based on shared definitions of the legitimate reasons for redistribution. While redistribution is necessary in the private insurance industry & there is a core of stable expectation about when people can expect help from one another, the boundaries of legitimate redistribution are constantly under challenge & always being redrawn in our society. 

Brian Ford, The Uncertain Case for Market Pricing of Health Insurance
· Two competing models of how to provide for the payment of medical care expenses:


· Market Model - private insurance provided by  a market-private, for-profit businesses insure individuals who pay a premium for health insurance

· Premium is related to the individual’s risk of requiring medical care & the likely expense of that care

· Focuses on the ability of insurance firms to participate profitable in the market

· Health Insurance - plan to assure the collective payment of medical expenses

· Individuals pay a certain amount to be included in a program 

· This amount does not relate to their actual or expected medical care needs 

· Blue Cross/Blue Shield system is based on this model of medical care

· These two models of HC payment are not just distinct—they are antagonistic of each other

· An insurance market pricing system  undermines the goal of collective insurance—that medical expenses will be paid & that community will share the cost

· Attempts to foster collective assurance of medical care payment regularly undermine actions that are required by a properly working private insurance market
B. Private & Public Insurance Arrangements

1. Private Insurance
· Two main categories of coverage in US:

· Individual (non-group)

· Purchased through the commercial insurance market

· Tends to be difficult to obtain & expensive for people w/ poor health or preexisting conditions

· Employer-sponsored (group) 

· Dominant way Americans obtain health insurance (93% of all privately insured people in 1999 received insurance thru their employer)

· Type of insurance depends on size of employer 

· In response to rising costs, employers are moving away from a system of “defined benefits” (fee-for-service) to “defined contribution”

· Self-insurance is also becoming more popular as a cost-cutting method among employers (usually larger) rather than purchasing insurance for their employees

2. Public Insurance
a. Medicare
· Federal health program for elderly & disabled 

· Administered by CMS

· An entitlement program where all beneficiaries are automatically eligible to receive benefits at age 65

· Hospitals are compensated through a fixed payment system 

· Inpatient services are compensated for based on pt’s specific diagnostic code, Prospective Payment System) (PPS)

· Under PPS, the gov’t projects hospital costs for specific medical categories, Diagnostic Related Groups (DRGs)

· If the cost of care is higher than the projected amount, the hospital loses money

· Physicians are reimbursed through a Relative Value System

· Physicians are reimbursed based on a formula of expected resource use 

· New technology has created questions as to what should be covered under the bundled payment systems & is a highly contested issue today

· Components:

· Part A - hospital insurance program

· Part B – supplemental insurance program designed to pay for physician & outpatient services

· Part C – Medicare + Choice which makes it easier for beneficiaries to enroll in managed care plans (added in 1997)

· Part D – Medicare Rx Drug Program provides the ability to purchase prescription drugs at discount (added in 2004)

b. Medicaid
· Combined federal & state program that provides medical assistance to low-income individuals & families

· To be eligible, you must meet certain financial & other eligibility criteria to enroll in the program (unlike Medicare)

· Three purposes:

· To finance HC for families receiving cash assistance through welfare or the Supplemental Security Income program

· To cover low-income children & pregnant women, regardless of their eligibility for welfare

· A catastrophic insurance program for people whose otherwise adequate income as been consumed by medical bills

· Relationship of federal & state funding:

· Federal gov’t matches state expenditures based on a formula that compares each state’s per capita income to the national average

· To receive these funds, each state must provide coverage to a group of individuals known as “categorically needy”

· Federal gov’t dictates some criteria that the states must meet to receive federal dollars including inpatient & outpatient hospital services; physician, midwife & nurse practitioner services; lab & x-ray services; & nursing home & home HC
C. The Basics of Health Insurance

1. the Mechanics of Insurance: Rate Setting

· All types of insurance operate in fundamentally the same way: the insurer assesses as best it can the risk it will bear for covering an individual or group of individuals against certain losses & then charges its enrollees a premium to cover those losses

· Rate setting is “the process of predicting future losses & future expenses & allocating those costs among the various classes on insureds” 

· Premiums are based on either a community rating or experience rating

· Community Rating – the risk is divided evenly among the enrollees, such that each pays the same premium

· Experience Rating – insurer uses prior claims experience to predict future risk & charge enrollees accordingly
2. Adverse Selection, Moral Hazard, & Risk-Adjustment

a. Adverse Selection
· Process whereby the best risks select themselves out of the insured group

· Insurers worry that they will end up w/ a pool of only high-risk insureds, leaving no low-risks to subsidize those who need costlier care

· To combat, insurers prefer to insure groups rather than individuals

b. Moral Hazard
· Presumption that those w/ insurance coverage will behave differently than those without – these changes in behaviors are known as moral hazards
c. Risk-adjustment
· Mechanism to counteract a health plan’s incentive to select a healthier population (as opposed to enrolling sicker, higher-risk subscribers)

· Insurer, using techniques to predict the medical costs of patients w/ certain diagnoses, pays the provider more to reflect the patient’s relative risk of incurring higher medical costs

· Risk-adjusters include age, family history & diagnosis code 

· Alternative would be to adopt a pure community rating system
3. Pricing Health Care
· Understanding actual costs of a procedure or medical treatment seems “intractable”

· Three reasons for this problem:

· Almost impossible to determine what the actual cost of a procedure is

· Hospitals have long relied on an intricate system of cross-subsidies to support money losing services

· There is no longer any single price for a service b/c MCOs & insurers negotiate a separate price based on number of subscribers & types of services purchased
D. Regulation Health Insurance Markets

1. State Regulation
· Health insurance industry is highly regulated at state level
2. Federal Regulation
· Three major federal statutes that significantly affect health insurers (and sometimes preempt state law:

· ERISA – details below

· COBRA – permits employees who lose their jobs to retain their group coverage for up to 36 subsequent months at employer’s expense

· HIPAA – attempt to permit employees to carry their insurance coverage to subsequent employment & standardize administrative & financial transactions electronically
3. ERISA Preemption
a. ERISA’s Conceptual Framework
Russell Korobokin, The Federal Jurisprudence of Managed Care, & How to Fix It: Reinterpreting ERISA Preemption
· The Federal Regulation of Employee Benefits
· Primary purpose of statute was to regulate private-sector pension plans at the federal level to guarantee the solvency & integrity of such plans for the benefit of employees

· Scope of statute was expanded to provide fed oversight of all employer-sponsored fringe benefit plans including HC
· Statutory Structure
· “Conflict Preemption”: Section 514
· The Relates-to Clause - any state law that “relates to” an employee benefit plan is superseded by fed statute
· The Savings Clause - safe harbor for state laws that “regulate insurance.” Does not preempt business of insurance (business of HC insurance)
· If an employer self-insures they can avoid state regulation (financial risk stays w/ employer)
· Then state cannot tell us what to do
· The Deemer Clause - limits the safe harbor provided to state legislators by the savings clause by clarifying that self-insured employee benefits cannot be deemed insurance companies by the states in order to ensure that saved insurance regulations apply to them
· “Complete Preemption”: Section 502(a)
· Provides federal court jurisdiction for lawsuits brought by ERISA plan beneficiaries & limits the range of remedies permitted to them
· Consequences: (1) ∆ may remove a lawsuit seeking ERISA benefits filed in state court to federal court even if the Π does not plead a federal law violation; (2) the remedies available for a claim that a ∆ has failed to provide an obligatory employee benefit are limited to the benefit due, plus costs of attorneys fees
· ERISA allows no punitive damages, no consequential damages – only benefit you were entitled to
· Health care coverage is not a vested right (unlike pensions)
· The Lynchpin of Managed Care Regulation: What Constitutes an ERISA Plan Benefit?
b. Statutory Regulatory Oversight
Kentucky Association of Health Plans, Inc. v. Miller
CB 349
Facts:  The state statutes required a health insurer to acknowledge the services of any healthcare provider willing to abide by the insurer's plan, thus precluding the HMOs from limiting their provider networks as necessary to reduce patient costs.  The HMOs contended that the statutes were preempted as laws which related to ERISA plans, but the commissioner asserted that the statutes were saved from preemption under 502(b)(2)(A) since they were laws which regulated insurance.  SCOTUS unanimously held that the state statutes in fact regulated insurance & thus were not preempted by ERISA.  The statutes were specifically directed toward entities engaged in insurance, regardless of the fact that the statutes also had the effect of prohibiting providers from entering into limited network contracts w/ the HMOs.  
PP:  Petitioner HMOs sued respondent state insurance commissioner, alleging state statutes which precluded the HMOs from limiting their network providers, were preempted by ERISA.  Upon a grant of certiorari, the HMOs appealed the judgment of the U.S. Court of Appeals for the Sixth Circuit which upheld the state statutes.
Issue:  Whether KY’s AWP statutes are saved from ERISA preemption, by seeing whether the law regulates insurance.
Rule:  A state law must be “specifically directed toward” the insurance industry in order to fall under ERISA”s savings clause; laws of general application that have some bearing on insurers do not qualify.  The law must regulate insurance practices & not insurers to fall under.
Holding:  The judgment upholding the state statutes was affirmed.
Rationale:  A state law to be deemed a “law … which regulates insurance” under § 1144(b)(2)(A), it must satisfy 2 requirements: (1) the state law must be specifically directed toward entities engaged in insurance; & (2) the state law must substantially affect the risk pooling arrangement b/t the insurer & the insured.  KY’s AWP laws substantially affect the risk pooling arrangement b/t insurer & insured thus altering the scope of permissible bargains b/t insurers & insured & satisfies both requirements.
4. Discrimination in Health Insurance
· Concern is the potential for insurers to discriminate against enrollees w/ higher costs
Templet v. Blue Cross / Blue Shield of Louisiana
CB 353
Facts:  Π consulted a physician for various weight related health problems.  The physician informed Π that his condition was life threatening & recommended various medical procedures.  The physician submitted a request for pre-certification of this procedure to ∆ insurance provider, which denied coverage based on an exclusion in the insurance policy which provided that benefits would not be provided for weight reduction programs or treatment for obesity.
PP:  Π sued alleging that ∆'s denial of coverage violated the ADA. ∆ moved for summary judgment. 
Issue:  Whether the exclusion at issue discriminates in the basis of disability?
Rule:  Blanket insurance exclusions do not discriminate against individuals & do not violate the ADA.
Rationale:  The blanket insurance exclusion to exclude coverage for weight reduction programs or treatment for obesity did not violate the ADA prohibition of discrimination since the distinction in coverage applied to all regardless of disability.

	INTERPRETING INSURANCE CONTRACTS
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E. Interpreting Private Health Insurance Contracts

· These contracts are difficult to interpret b/c key terms are inherently ambiguous

· Scholars argue that a strict contractual regime can facilitate the transition to a market-based HC system, however cases prove that the regime is limited

1. Medical Necessity
· Concept often frames the contractual relationship between patients & insurers

· Delineates which procedures & treatments the health plan or insurer will pay for & which it will not

· Policies limit coverage to services that are “reasonable & necessary” or “appropriate to established clinical standards”

· Results in tensions between patients who interpret this broadly & insurers who interpret the language narrowly – since insurance coverage is a contractual relationship, disputes often arise regarding definition & scope of the benefits

a. Non-ERISA Utilization Review
Hughes v. Blue Cross of Northern California
CB 357
Facts:  Mother sued ∆ insurer for breach of implied covenant of good faith & fair dealing after ∆ denied benefits for her son's hospitalization.  ∆ appealed the award of compensatory & punitive damages to Π.  
PP:  ∆ insurer appealed the decision of the Superior Court of the City & County of San Francisco, which awarded damages to Π in her suit for breach of implied covenant of good faith & fair dealing after ∆ denied benefits for her son's hospitalization.
Holding:  The appellate court affirmed the judgment, finding that it was supported by the evidence, that punitive damages were justified to deter socially unacceptable corporate policies, & that ∆ could not raise a new legal theory on appeal.  The court found that the covenant of good faith & fair dealing placed the burden on ∆ to seek information relevant to the claim prior to denying it & that ∆ failed to review all of the medical records.  The court affirmed the award of compensatory & punitive damages to Π after ∆ denied benefits for Π's son's hospitalization.  There was ample evidence to support a finding that ∆ acted unreasonably in denying benefits.
b. Medical Necessity Determinations Under ERISA
· ERISA alters the nature of the medical necessity determination b/c of the standard of review

Fay v. Oxford Health Plan
CB 365
Facts:  Prior to 1996, the Π's employer offered an ERISA plan through a separate insurer which included a benefit for 24-hour in-home private duty nursing.  As of January 1, 1996, however, the employer chose to offer its health plan benefits through ∆, Plan.  On appeal, the Πs challenged the district court's grant of summary judgment alleging, inter alia, that the district court incorrectly concluded that coverage for private duty nursing was unambiguously excluded & that the court erroneously deferred to the Plan's Medical Director's opinion as to the Medical Necessity of in-home care for the spouse.  
PP:  Πs, employee & spouse, appealed from a judgment of the SDNY dismissing their complaint against ∆, insurer/plan administrator (Plan), pursuant to ERISA seeking coverage for 24-hour private in-home nursing care for the spouse under the employee's benefits plan.
Holding:  The court of appeals affirmed the district court's conclusion that the Πs were not entitled to 24-hour, in-home care b/c such care was not generally covered by their HC plan & b/c the health plan had determined such care was not medically necessary in the spouse's case.  The district court's grant of summary judgment was affirmed.
2. Excluding Experimental Cases
Chambers v. Coventry HC of Louisiana, Inc.
CB 368
Facts:  The employee suffered from colorectal cancer that metastasized to his liver.  The cancer was in remission, but there was a strong likelihood that it would recur.  The insurer denied the employee's treating physician's request for authorization to perform a PET fusion scan to detect the presence & precise location of a recurring lesion.  The insurer decided that the PET fusion scan was excluded from coverage b/c the insurer's chief medical officer had concluded that it was experimental.
PP:   Π employee sued ∆ insurer under the ERISA, seeking a temporary restraining order, preliminary injunction, & permanent injunction regarding coverage of a PET fusion scan.  The court denied the employee's request for a temporary restraining order & held a hearing on the employee's demand for a preliminary injunction.
Holding:  The court granted the employee's motion for a preliminary injunction.  The court enjoined the insurer from denying coverage for one PET fusion scan, enjoined the insurer from notifying the health center that the employee was not insured for a PET fusion scan, & ordered the employee to post a bond of $500.
Harris v. Mutual of Omaha Co.
CB 372
Facts:  The insured, a 50 y/o woman, was covered under a group health plan sponsored by her employer & underwritten by the insurer.  The insured developed breast cancer & the costs of her treatment were borne by the insurer.  When the insured was suffering from stage IIIB breast cancer, her physician proposed treating her w/ chemotherapy & bone marrow transplantation.  The insurer determined that the policy excluded the proposed treatment b/c it was "investigational."  The insurer's decision was administratively affirmed by the OPM.  The insured filed an action to enjoin the insurer from denying coverage for this treatment.  
PP:  Following affirmance of ∆ insurer's denial of coverage to Π by the United States Office of Personnel Management (OPM), the court considered the insured's complaint & motion for preliminary injunction.  The insured alleged that she was entitled to coverage for a proposed cancer treatment.
Holding:  The court entered judgment in favor of the insurer & denied the request for injunctive relief.  The court held that the insured's claims were without merit.  A reasonable person reading the policy would be on notice that some services were not covered.
3. Excluding Preexisting Conditions
Bullwinkel v. New England Mutual Life Insurance Co.
CB 377
Facts:  Π wife found a lump in her breast before ∆'s ins. coverage began, which was removed shortly after coverage began, engendering costly subsequent cancer treatments.  ∆ denied coverage under the pre-existing condition limitation in the ins. policy that provided no benefits were payable for conditions, sickness or injury treated or diagnosed in the six month period preceding coverage, concluding that the lump predated the effective date of the policy.  
PP:  Court granted summary judgment in favor of ∆, in Πs' action for recovery of insurance benefits that were denied by ∆ under pre-existing conditions clause. Π appeals.
H/R:  The court determined that the lump was a condition, sickness, or injury for which Π wife received treatment within the pre-existing conditions clause.  The court affirmed the district court's grant of summary judgment in favor of ∆ insurer's denial of insurance coverage b/c Π's cancerous breast lump was an excluded pre-existing condition under ∆'s policy.
Katskee v. Blue Cross / Blue Shield
CB 380
Facts:  Appellant was diagnosed w/ a genetic condition called breast-ovarian carcinoma syndrome, & two physicians recommended that appellant undergo surgery. In preparation for surgery, appellant filed a claim w/ appellee, her health insurer.  Appellee notified appellant that it would not cover the cost of surgery, & appellant filed an action for breach of contract.  Appellee argued that appellant did not suffer from an illness b/c she did not have cancer.
PP:  Appellant sought review from a decision which granted summary judgment in favor of appellee health insurer in an action brought by appellant for breach of contract following appellee's refusal to cover the cost of appellant's surgery.
H/R:  In light of the plain & ordinary meaning of the terms "illness," "bodily disorder," & "disease," the court found that appellant's condition constituted an illness within the meaning of the policy.  The court reversed & remanded the decision of the lower court awarding summary judgment to appellee health insurer, on the ground that appellant's genetic condition constituted an "illness" within the meaning of the insurance policy issued by appellee.

	INTERPRETING STATUTES
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F. Interpreting Federal & State Statutes

· Congress sets forth the range of benefits under Medicare & Medicaid

· Courts & regulatory agencies play crucial roles in determining how those benefits will be distributed & what technology will be covered

· Operationalizing PH programs involves the interaction of all three branches of government
1. Eligibility & Enrollment
McGowan v. Shalala (1998)
CB 384
Facts:  Appellant brought an action against appellee Secretary of HHS for an order that would have compelled appellee Department of Health & Human Services to enroll appellant in the Medicare Part B program retroactive to his initial eligibility, & to pay bills from his coronary bypass surgery.  At the time of his enrollment, appellant had opted not to enroll in Part B, which covered physician's services & required a premium, b/c he was still covered by his employer's insurance plan & coverage would have been duplicated.  However, his private coverage lapsed & appellant did not opt for Part B coverage.  The district court's denial of the relief sought was affirmed by the court on appeal.
PP:  Appellant sought review of a judgment which denied appellant's request for an order to compel appellee Secretary of HHS to enroll appellant in the Medicare Part B program retroactive to his initial eligibility, to pay bills from his surgery, & eliminate a 10% surcharge.
H/R:   Appellant's failure to opt for Part B was not the result of advice "error" by a federal employee but his failure to act.  The court affirmed the judgment that denied appellant retroactive coverage under Medicare Part B b/c appellant knowingly opted not to enroll for Part B coverage, & appellant's failure to so opt while unintentional, was not the result of error by a federal employee.
Pediatric Specialty Care, Inc. v. Arkansas Department of Human Services (2004)
CB 386
Facts:  Arkansas provides services to special needs children under its Child Health Management Services (CHMS) program.  These include diagnostic & evaluative services, pediatric day treatment, & various therapies to children from 6 months to 6 years of age.  The Arkansas Depart. of human Services (ADHS) announced in Nov. 2001 that it would remove therapeutic & early intervention day treatment services from the program. CHMS providers & parents sued against ADHS to prevent them from changing the CHMS program.
PP:  The dist. Court held that the Medicaid Act entitled children to a right to early intervention day treatment services. It also found that although the services would still be available if recommended by a physician, cutting the services would still create a barrier to readily receiving them.
H/R:  The Ct. of Appeals held that children are entitled to day treatment under the Medicaid Act. Pediatric Specialty Care, Inc, 293 F.3d at 480. & also held that it was sufficient that ADHS  continued to provide CHMS like services only when prescribed by a physician. But on remand, the district court argued that changed in methods & procedures of payment must be “consistent w/ the principles of economy, efficiency, quality of care, & equal access. & the Ct. of Appeals affirmed the district courts ruling that ADHS could not alter the CHMS study until it conducted an “impact” study to ensure that the changes were consistent w/ principles of economy, efficiency, quality & access.
2. Coverage Decisions
Timothy Stoltzfus Jost, HC Rationing in the Courts: A Comparative Study
· Under the Medicare program, there are many coverage disputes.  Three of these are discussed in this paper. 
· The first is coverage of new technologies, medical necessity determination, & determinations regarding long term care.  The courts have been most active in cases involving long term care.

· Medicare does not pay for “custodial care” (services that do not require the need for medically trained professionals like dressing, bathing, etc).  Many cases determine whether a beneficiary in a hospital or nursing home was receiving “custodial care”.  
Pharmaceutical Research & Manufacturers of America v. Thompson (2004)
CB 392
Facts:  Org of Rx drug manuf. consisting of PHRMA & 2 non-profit orgs challenged validity of MI plan requiring manuf. rebates for certain state Medicaid & non-Medicaid drug purchases in order to stay on automatic coverage lists.  
PP: The USDC for the D.C. granted summary judgment for the gov’t & appeal was taken.
Arg:  The Michigan Medicaid initiative, which required prior authorization before prescribing certain drugs if their manufacturers failed to provide state w/ rebates greater than those required under national Medicaid agreement, did not create illegal formulary in violation of Social Security Act; Act exempted prior authorization programs from formulary requirements.  Social Security Act, § 1927(d)(1)(A), (d)(4), as amended, 42 U.S.C.A. § 1396r-8(d)(1)(A), (d)(4).
H/R:  (1) The initiative was not illegal formulary under the Social Security Act; (2) approval of portion of initiative requiring manufacturers to give rebates to non-Medicaid state programs was not arbitrary or capricious; & (3) initiative did not violate Supremacy Clause or Commerce Clause.
Weaver v. Reagen (1989)
CB 397
Facts:  Πs were two AIDS patients who were Medicaid recipients. They sued the director of the Missouri Division of Medical Services arguing that the ∆s had violated their statutory right to Medicaid benefits by denying coverage of the drug AZT. AZT is the only FDA approved drug for the treatment of AIDS.  
∆s Arg:  Under the Medicaid Act, once a state opts to provide prescription drugs to Medicaid recipients, it must comply w/ the requirement that “each service must be sufficient in amount, duration, & scope to reasonably achieve its purpose.”  ∆s argued that under the act, Medicaid plans are only obligated to treat patients where treatment is “medically necessary” & ∆s argued that their reliance on FDA’s statement in limiting coverage of the drug to only those patients who meet certain medical criteria is a reasonable exercise of their discretion to place limitations on covered services.
H/R:  The court did not find this persuasive b/c it believed that the FDA regulations were intended not to interfere w/ the practice of medicine but to ensure that manufacturers only marketed their drugs only for those illnesses for which the drug sponsor demonstrated “substantial evidence of effectiveness” On appeal ∆s argued that AZT is not labeled by the FDA for use of the cure of AIDS so its recommendation was “experimental” & not “medically necessary”.  The court said that since there is no cure for AIDS & AZT was the only FDA approved drug marketed for its treatment & the Πs’ physicians have certified that AZT is medically necessary treatment, Medicaid’s approach to the coverage of the drug AZT is unreasonable & inconsistent w/ the objective of the Medicaid Act.
	THE UNINSURED & SYSTEM REFORM
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G. Access to HC for the Uninsured
· 40.9 million were uninsured in 2001 (16 % of Americans)

·  The deterioration of employer-sponsored insurance may be responsible for the growing percentage of uninsured

· Employers do not give insurance plans b/c of rising cost of premiums

· For the uninsured or those without health insurance, access to HC is through free clinics which provide limited care 

· Hospital Emergency rooms are where most uninsured receive care
1. THE HILL-BURTON ACT
· Congress enacted this Act in 1946.  It provided hospitals w/ funds for construction & modernization, in exchange, hospitals were required to ensure that they would provide services on a non-discriminatory basis to the community’s indigent persons.            
2. STATE CHILDREN’S HEALTH INSURANCE PROGRAM (SCHIP)
· Congress enacted SCHIP in 1997 as Title XXI of the Social Security Act. SCHIP provided matching funds to states to broaden coverage to low-income children who do not qualify for Medicaid. 

3. THE EMERGENCY MEDICAL TREATMENT & ACTIVE LABOR ACT (EMTALA)
· Most states mandate that e/r department provide care regardless of a patient’s ability to pay, & the federal EMTALA requires that all emergency department patients be screened & stabilized before being transferred to another facility.
Correa v. Hospital San Francisco (1995)
CB 403
Facts:  Angel Correa accompanied his 60 year old mom, Ms. Gonzalez in to the emergency room of a hospital in San Francisco. After giving her a waiting number, the staff asked her to wait for approximately two hours. Tired of waiting the two went to Dr. Rojas, the director of Hospmed.  As. Dr. Rojas made preparations to transport her to the hospital she expired.  The Π’s sued the Hospital & alleged two violations of EMTALA 1) inappropriate screening & improper transfer & a pendant claim of medical malpractice under local law.
Rule:  To establish an EMTALA violation, a Π must show that: (1) the hospital is covered by EMTALA that has an operating e/r; (2) the patient arrived seeking treatment, & (3) the hospital either (a) did not give the patient an appropriate screening in order to determine if she had an emergency medical condition or (b) refused treatment either by discharging her, or improvidently transferring her without first stabilizing the emergency medical condition.
H/R:  Hospital argues that it had no obligation to screen b/cause Π did not have an e/r medical condition.  H/e, EMTALA requires participating hospitals to provide appropriate screening to everyone who comes to the e/r.  Next, hospital argues that it gave Π the same screening as it gives to all pts.  H/e, the courts have established that hospitals only fulfill its statutory duty to screen when it asks for a screening exam which would id critical medical conditionals. In this case, HSF’s delay in attending to the pt. was so egregious & lacking in justification that it amounted to an effective denial of a screening examination.  Next the hospital argues that it neither denied the Π an initial screening nor refused her essential treatments b/c it gave her a number & asked her to wait.  H/e, according to Dr. Rojas, HSF referred the Π to Hospmed which could mean that it never intended to treat the pt.  Lastly hospital argues that depriving a pt. of an appropriate screening, will not support an EMTALA claim.  It argues that a claim will only be supported if it can be shown that the reason why the hospital deprived the pt. of the screening is b/c the pt. could not adequately pay & since the pt. had ins., the hospital’s concerns would not have been regarding her ability to pay.  Here the court held that EMTALA covers all pts who come to a hospital’s e/r & requires that they be appropriately screened regardless of insurance status or ability to pay.   
Bryan v. Rectors & Visitors of the University of Virginia (1996)
CB 406 
Facts:  Cindy Bryan, the administratix of the estate of Shirley Robertson, sued the ∆s. She alleged that the hospital failed to provide the patient w/ stabilizing treatment & thus violated EMTALA.
Π Arg:  Ms. Bryan is arguing that although the hospital admitted the patient & stabilized her for her condition from the patient’s arrival on February 5th until February 17, the hospital failed to re-stabilize her in response to her heart attach which occurred eight days after the anti-resuscitation order was entered on Feb. 17th. 
H/R:  The courts look to the objective of Emtala. EMTALA is a limited   “anti-dumping” statute & not a federal malpractice statute. Its objective is to get patients into the system who might otherwise go untreated.  Once EMTATA has met the purpose of ensuring that a hospital undertakes stabilizing treatment for a patient who arrives w/ an emergency condition, the patient’s care becomes the legal responsibility of the hospital & the treating physicians. Here if EMTALA was responsible for providing the patient w/ stabilizing care after she was initially stabilized, the hospital would have to provide treatment indefinitely – perhaps for years.(slippery slope). The courts do not agree w/ this reading of the statute.
4. STATE ASSISTANCE TO THE UNINSURED
Harris v. Board of Supervisors of Los Angeles County (2004)
CB 409
Facts:  In 2003, the board of Supervisors of L.A. County voted to reduce expenditures by closing Rancho & by reducing the number of hospital beds at LAC-USC.  In 2002, the county closed other primary HC centers that served poor communities.  These closures overwhelmed county e/rs in which more & more pts. are “dying preventable deaths.”  The proposed reduction in expenditures would exponentially decrease the already reduced availability of services for uninsured & poor pts.  Πs are 8 indigent & uninsured co. residents who regularly rely upon the co. HC system for routine, rehabilitative & e/r care.
Issue:  Whether the Dist. Ct. overstepped its bounds by granting the Π’s request for a preliminary injunction.
∆ Arg: The County is arguing that the injunction would force it to cut other important programs such as vaccinations, routine physicals, & well-baby care for those patients who do not fall under the strict statutory definition of “indigent”.  
H/R:  The contention that any of these other programs will be impacted is more speculative than the probable injury the chronically ill pts. face w/o implementing a preliminary injunctive relief. → the Dist. Ct. did not abuse its discretion by concluding that the Πs justifiably requested a preliminary injunction.
H. Reforming the HC System
Is HC a competitive good or is HC a right?  Should the first approach be to abandon the entire system & start anew or to maintain the status quo while making incremental improvements.
1. INSURANCE-MARKET REFORM
Today, many subscribers who are considered high risk b/c of their medical condition, age, or occupation find themselves excluded from the private insurance system.  The goal of insurance-market reform is to reverse this trend by creating a wide distribution of risk.  
a. Mandated Benefits
Today, employers are under no obligation to provider or continue providing HC benefits.  Under mandated reform, employers would be required to provide health benefits. H/E, small businesses are opposed to this b/c they might be forced to eliminate jobs or even close if they are required to offer health benefits.
b. Direct Subsidies for Coverage of the Uninsured
Despite the rising number of the uninsured, securing access has been subordinated to cost & quality concerns.  One strategy is to provide income-based financial subsidies or tax credits to extend coverage to the uninsured w/o mandating employer participation.  H/E, the downside is that state or federal subsidies may actually provide an incentive for employers to stop offering health benefits.
2. NATIONAL HEALTH INSURANCE
Repeated failed efforts to create a national health insurance policy might suggests that most Americans prefer private insurance plans.  Proponents believe that national health insurance will solve the nation’s HC costs & access problems whereas opponents believe that it will exacerbate existing problems & even create new ones.
a. Prior Attempts
Most recently, Congress rejected the Clinton administration’s proposed Health Security Act that would have nearly achieved universal coverage.  Until the average American voter views his or her own health insurance as completely intolerable, the public will not be willing to abandon the market-based system in favor of universal coverage.
3. MARKET-ORIENTATED MECHANISMS
The failure of the Clinton health plan conferred greater impetus for using market competition to reform the HC system. 

a. Managed Competition
Managed competition is a model that combines limited govt. regulation w/ free-market forces to reduce costs, improve quality, & increase access to care.  In this approach networks of providers contract directly w/ sponsors, usually an employer or the federal or state govt, to provide HC services.  Here the element of consumer choice results from what the providers offer, not the employers.  B/c consumers have the option of selecting a health plan in which they would like to participate, providers are forced to compete in terms of cost & services offered.
b. Health Savings Accounts (HSAs)
Under an HSA an employer transfers a predetermined amount of money into an employee’s Medical Savings Account (MSA), which is similar to a tax-free Individual Retirement Account (IRA).  The employer also purchases catastrophic health insurance for the employee, who then pays for his or her health-related expenses directly w/ the money from the account.  If the employee faces unusually high HC costs, the catastrophic coverage pays expenditures above a certain deductive.  W/ HSA’s patients spend their own money, not their employers, so they have a financial incentive to limit their own use of expensive services.
c. Pay for Performance
Under pay for performance, the theory is to pay physicians based on their performance.  Physicians who meet certain quality measures w/ be rewarded w/ additional requirements.  One insurer recently announced that it will no longer pay for certain procedures that go wrong, such as operating on a wrong limb.
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IV. PATIENT SAFETY: LIABILITY
A. Introduction
· More & more medical malpractice has spurred the need for effective reforms
Lucian L. Leape et al., What Prices Will Most Improve Safety? Evidence-Based Medicine Meets Patient Safety
A report from the Institute of Medicine (IOM) focusing on medical errors brought a lot of attention to medical errors & resulting medical malpractice suits.  In response, there has been a national initiative to improve patient safety.  The main thrust of the safety movement is that safety is a systems problem.  Recently hospitals have made a concerted effort to improve anesthesia safety.  These safety changes were made by a combination of factors including changes in process, equipment, organization, supervision, training & teamwork.  This movement to enhance anesthesia safety should be used as a model to improve other areas of patient safety.
NOTES & QUESTIONS
· Tort recovery has been a traditional remedy for patients injured by medical intervention. 

· Some believe that  tort liability has failed patients & physicians alike

· In response physicians are practicing defensive medicine

· Defensive medicine is driving up costs by ordering unnecessary tests & procedures & sometimes results in physicians turning away high risk patients

· Today the patient-safety movement is at the forefront of the health policy agenda
B. Medical Liability
· med. Liability was the primary legal mechanism for overseeing quality of care

· physicians resent the interference from courts even though every case involves medical experts
· debate about how to sanction medical errors without undermining the physician-patient relationship
1. PHYSICIAN LIABILITY – THE PROFESSIONAL STANDARD
Hall v. Hilburn (1985)
CB 425
Facts:  Terry Hall was admitted to the Hospital in Mississippi b/c she complained of abdominal discomfort.  Upon examination, Dr. Hilbunn found that the discomfort was caused by the obstruction of the small bowel & recommended an exploratory laparotomy.  Dr. Hilbun attended to the patient for about an hour after the surgery & the patient was alert & communicated w/ him so he moved her to a private room where she died 14 hours later.
H/R:  Dr. Hilbun had a duty of care towards his patient, Ms. O Hall. He performed the surgery successfully & remained w/ the patient for about an hour after the surgery. However, the problems arose after.  The court believed that all competent surgeons are aware that the first 24 hours after surgery are critical for patients after surgery.  During this time, the surgeons have a duty of care towards the patients & Dr. Hilbun was obligated to direct the patient’s post-operative care.  The record reflects that Dr. Hilbun practiced at the hospital for over 16 years & was well aware of the limitations of the care of the nursing staff at the hospital.  His testimony about the quality of nursing care gave considerable credibility to the expert testimony of Dr. Hoerr  that more specific post-operative orders should have been provided to the nurses in regards to taking care of the patient.
NOTES & QUESTIONS
· Negligence liability consists of four elements:

· Duty, Breach, Causation, Damages 
· I most areas of negligence, industry custom established the duty of care but courts can overrule the industry custom
· In medical liability physicians set the customary standard of care
· Courts consistently have been reluctant to second-guess customary medical practices
2. PHYSICIAN LIABILITY – DUTY TO WARN
Moyer v. Meier
CB 434
Facts:  KM’s daughter’s doctor, noticed that S.F. was developmentally delayed when she was 3 y/o & ordered genetic tests when KM informed the doctor about her mentally retarded half brother.  The doctor did a chromosome test but did not inform KM that he did not do a test for Fragile X testing.  The chromosome tests were negative.  Subsequently, KM remarried & gave birth to M.M who started to show signs of the same developmental difficulties as S.F.  The pediatrician ordered Fragile X testing which came out positive for M.M.  The doctor later tested S.F. & KM who both had positive test results for Fragile X.  KM filed a lawsuit against 3 previous doctors who were allegedly negligent in the care & treatment rendered to S.F., KM & GM by failing to order Fragile X testing on S.F., mistakenly reporting that S.F. had been tested for Fragile X. & failing to advice KM & GM regarding the risk of passing an inheritable genetic abnormality to future children.
Π’s Arg:  KM argues that a physician pt relationship existed b/t her & the appellants that gave rise to a legal duty to warn her about the risks of becoming pregnant as a carrier of Fragile X.  She also argued that even in the absence of a physician-patient relationship, a physician’s duty to warn others of the patient’s genetic disorder arose from the foreseeability of harm.

H/R:  The court first explores how a duty to a third party who is not a patient of the physician has been recognized only when the breach of duty to the patient affect members of the patient’s immediate family who might be injured.  In this case the patient suffered from a serious disorder that had a high probability of being genetically transmitted & for which a reliable & accepted test was widely available.  The appellants could have foreseen that parents of childbearing years might conceive another child in the absence of knowledge of the genetic disorder → they owed a duty of care regarding genetic testing not only to S.F. but to her parents.
3. PHYSICIAN LIABILITY – EXPERT WITNESSES
Brownsville Pediatric Association v. Reyes (2002)
CB 438
This case is an ex. of the court’s decision to use a risk-based standard instead of the traditional standard of care analysis.
Facts:  Reyes brought the suit for his friend Juan Pablo.  JP was born prematurely on February 1st, 1978.  He was transferred to Valley Community Hospital where Dr. Medina was in charge of his care for nine weeks & then discharged him.  Upon discharge JP was blind & suffered from severe neurological impairments, including spastic paraplegia.  
PP: Appellants argued that the trial court erred in excluding the testimony of defense expert, Dr. Frank Kretzer, as rebuttal evidence to establish that other factors specifically diabetes & prematurity could have caused JP’s blindness.  Appellants wanted to use Dr. Kretzer’s testimony to show that there was a possibility that 1 of the risks associated w/ JP’s blindness, ROP, was the fact that his mother was a diabetic.  H/E, Dr. Kretizer admitted that there is no statistical data to support any relationship between maternal diabetes & ROP.  
H/R:    There was no evidence that Mrs. Reyes suffered from diabetic retinopathy, so the foundation of Dr. Kretzer’s testimony was built upon facts that did not exist in the record & therefore they concluded that the trial court properly excluded the testimony.
4. PHYSICIAN LIABILITY – DEFENSES
Jones v. Chidester (1992)
CB 440
Facts:  Appellant Jones underwent orthopedic surgery on his leg performed by Dr. John Chidester. His leg was elevated by a tourniquet in order to create a bloodless field for the surgery.  B/c of problems Jones suffered nerve injury to leg & argued that it was the result of using the tourniquet.  The jury was given instructions about the two school of thought doctrine.  Under this doctrine a physician in the position of Dr. Chidester will not be held liable to a Π merely for exercising his judgement in applying the course of treatment supported by a reputable & respected body of medical experts, even if another body of medical experts’ opinion would favor a different course of treatment.
H/R:  The court decided that where competent medical authority is divided, a physician will not be held responsible if in the exercise of his judgment he followed a course of treatment advocated by a considerable number of recognized & respected professionals in his area of expertise.  H/E, once the expert states the factual reasons to support his claim that there is a considerable number of professionals who agree w/ the treatment, it becomes a question for the jury to determine whether they believe that there are two legitimate schools of thought such that the ∆ should be shielded from liability.
5. PHYSICIAN LIABILITY – ALTERNATIVE STANDARDS
Helling v. Carey (1974)
CB 443 
Facts:  The Π went to the doctor & the doctors did not give him a simple pressure test to test for the presence of glaucoma.  The patient eventually lost his vision & is suing the doctors for negligence.
Issue:  Does the ∆s’ compliance w/ the standard of profession of ophthalmology, which does not require the giving of a routine pressure test to persons under 40 years of age, insulate them from liability if the Π has lost a substantial amount of her vision due to the ∆s’ failure to timely give the simple pressure test.
H/R:  The reasonable standard that should have been followed under the undisputed facts of this case was the timely giving of this simple, harmless pressure test to this Π & that in failing to do so, the ∆s were negligent, which proximately resulted in the blindness sustained by the Π.

Concurrence: A strict liability standard should be used for cases like this where the presence of the illness in question can be detected by a simple, well-known harmless test, where the test results are definitive where the disease can be successfully arrested by early detection & where its effects are irreversible if undetected over a substantial period of time.

	INSTITUTIONAL LIABILITY
CB 449 – 465


C. Institutional Liability
· Early in the 20th century hospitals were granted charitable immunity from liability & the independent contractor doctrine shielded them from direct liability for their involvement in patient safety & from vicarious liability for physician errors.
· In the mid 1960’s courts began to abrogate hospitals’ charitable immunity & limited the independent contractor doctrine.
· By applying agency law principles, cts. held institutions directly & indirectly liable for injuries occurring in their facilities.

1. DIRECT LIABILITY
Thompson v. Nason Hospital (1991)
CB 449
Facts:  Π was involved in a motor vehicle accident & was treated in Nason Hospital’s ER & admitted as a pt.. The Π was seen my multiple staff doctors & specialists, but her intracerebral hematoma was undiagnosed & her condition deteriorated & she was left w/ left-sided paralysis.  Complaint: The Π’s injuries were the direct & proximate result of the negligence of Nason Hospital, acting through its agents & staff, in failing to: adequately examine the Π, order consultations, treat the Π, & monitor her condition during treatment.

Issue:  What is the liability, if any, of a hospital when care given in its facilities is deemed to be substandard? What are the duties that a hospital owes its pt.s & how are those duties to be measured?
Analysis:  Courts have recognized several bases on which hospitals may be subject to liability: respondeat superior, ostensible liability, & corporate negligence.  Corporate liability – a doctrine under which a hospital is liable if it fails to uphold the proper standard of care owed the pt., which is to ensure the pt.’s safety & well-being while at the hospital. This theory of liability creates a nondelegable duty which the hospital owes directly to the pt. – an injured party does not have to rely on & establish the negligence of a third party.  A hospital’s duties have been classified into four general areas: (1) Duty to use reasonable care in the maintenance of safe & adequate facilities & equipment; (2) Duty to select & train only competent physicians; (3) Duty to oversee all person in the practice of medicine within its walls in relation to pt. care; & (4) Duty to formulate, adopt, & enforce adequate rules & policies to ensure quality care for pts.  This court adopts a theory of hospital liability based on the doctrine of corporate negligence under which the hospital is liable if it fails to uphold the proper standard of care owed its pts.  In order for a hospital to be charged w/ negligence: (1) it is necessary to show that the hospital had actual or constructive knowledge of the defect or procedure that created the harm AND (2) the hospital’s negligence must have been a substantial factor in bringing about the harm.  

An additional Issue:  Does the hospital have a duty to monitor the medical services provided in the hospital?  The court finds where there is a failure to report changes in a pt.’s condition and/or failure of the attending physician to act on the changes, it is incumbent on the hospital staff to so advise the hospital authorities so that appropriate action can be taken.
Holding:  When there is a failure to report changes in a pt.’s condition and/or failure to question a physician’s order which is not in accord w/ standard medical practice & the pt. is injured as a result, the hospital is liable for such negligence. 

Dissent: This decision is based on a theory of deep pocket liability – go after the entity w/ the highest capacity to pay damages.  It is wrong to hold hospitals liable for the action of people who the hospital does not even employ. This decision will increase the cost of healthcare.  In recognizing “corporate liability” there is no logical basis to limit this extension of liability to hospitals alone – exposing all corporations to liability to their independent contractors.
NOTES & QUESTIONS
· Do HMOs have a duty to provide appropriate care or is the pt.’s contract w/ the physician alone?  Courts have held a HMO liable for negligence when they have assigned too many pts to a physician.  Most courts have held HMOs directly responsible for hiring & staff privilege decisions.
2. VICARIOUS LIABILITY
Petrovich v. Share Health Plan of Illinois, Inc. (1999)
CB 453
Facts:  Π’s only insurance option provided by her employer, was to enroll w/ Share HMO.  Share only pays for medical care that is provided by a “network” physician & all enrollees must select a primary care physician who will provide overall care & make appropriate referrals.  Π selected Dr. Kowalski as her primary MD.  Share is a for-profit HMO that pays for & arranges HC from independent contractors.  Share does not employ MDs directly nor does it own or operate any medical care facilities.  3 documents were entered into evidence stating that MDs are independent contractors, only one of which MIGHT have been given to the Π (it is customarily sent w/ other enrollment paperwork but Π does not recall receiving one).  Dr. Kowalski referred Π to two specialists for complaints of mouth/neck pain, but informed Π that the diagnostic tests that were recommended by Dr. Friedman would not be covered by Share.  A year later Π is diagnosed w/ Ca of the mouth & underwent surgery to remove the tumors.  Complaint: Drs. Kowalski & Friedman were negligent in failing to diagnose the cancer in a timely manner & Share was vicariously liable for their negligence under agency principles. 

Issue: Can an HMO be held vicariously liable for medical malpractice?

Analysis:  HMO makes the argument that holding an HMO liable will increase healthcare cost & make healthcare inaccessible to more people.  Court – slaps this argument down, stating that HMOs are not entitled to special consideration.  ALL organizations are accountable for their tortious actions & those of their agents – this is fundamental to the justice system.  As a general rule there can be no vicarious liability for the actions of an independent contractor.  BUT vicarious liability may be imposed for the actions of an independent contractor where an agency relationship is established.  To establish an agency relationship: 
(1) Apparent authority - AKA ostensible authority – a principle will be bound not only be the authority that it actually gives to another, but also by the authority that it appears to give.  To establish apparent authority against an HMO, a pt. must prove: (1) That the HMO held itself out as the provider of healthcare, without informing the pt. that the care is given by an independent contractor & (2) The pt. justifiably relied upon the HMO by looking to the HMO to provide healthcare services, rather than a specific physician.  
(A) Holding Out (must be proven to establish apparent authority) – HMO or its agent acted in a manner that would lead a reasonable person to conclude that the MD who was alleged to be negligent was an agent or employee of the HMO.  (i) Where that acts of the agent create the appearance of authority, the Π must prove that the HMO had knowledge of & agreement w/ these acts.  (ii) THIS ELEMENT IS MET where the HMO holds itself out to be the provider of care without informing pt.s that the care is given by independent contractors.  THIS ELEMENT IS NOT MET where the pt. knew or should have known that the MD was an independent contractor.  HERE- Share contends that Π knew or should have known that both MDs were independent contractors – but the court finds that there is no support in the record that Π knew.  Two documents were master documents & were never made available to Π. It is undetermined whether Π did receive the last document that stated that all MDs were independent contractors.  Further, the member handbook makes statements such as “Share physicians” “our staff” & that Share would provide “all your healthcare needs”.  Conclusion: Share held itself out to be the provider of Π’s healthcare, without informing her that the care was actually provided by independent contractors.

(B)  JUSTIFIABLE RELIANCE - (must be proven to establish apparent authority) – the Π acted in reliance on the conduct of the HMO or its agent, consistent w/ ordinary care & prudence.  (i) IS MET- where the Π relies on the HMO to provide health services & does not rely upon a specific MD. (ii) IS NOT MET where Π selects his or her own personal MD & merely looks to the HMO as a conduit through which the Π receives medical care.  Share argues that Π did not select Share as her HMO, that decision was compelled by her employer.  Court – slaps this argument down. Where a person has no choice but to enroll, that person is relying on the HMO to provide medical services. Share required Π to obtain primary care from a Share Primary MD.   Conclusion: Π relied on Share as her sole medical care provider. Her subsequent decisions were compelled by Share & its requirement that only Share affiliates provide the services.

(2)  Implied Authority – the main consideration in deciding if there was implied authority is whether the alleged agent retains the right to control the manner of doing the work.  Where a person’s status as an independent contractor is negated, liability may result under the doctrine of respondeat superior.  Π contends that Share exerted sufficient control ever her MDs (by punishing MDs for providing certain medical (expensive) treatments) so as to negate their independent contractor status.  Share contends that only MDs can provide medical care → since Share cannot control their MDs’ medical judgment it cannot be liable under the doctrine of implied authority.  Conclusion: where an HMO effectively controls a MD’s exercise of medical judgment, & that exercise of judgment is negligent, the HMO cannot claim that the MD is solely responsible for the harm that results.  Share exerted sufficient control of Π’s MDs to negate their status as independent contractors.

NOTES & QUESTIONS
· Cases where hospitals post signs stating that MDs are independent contractors & courts have split on whether this advertisement is sufficient to establish that pts know or should know that the hospital is not liable for MD negligence. 

· Courts that have held that such signs or pt. waivers do establish that pts should know that MDs are independent, have taken a contract approach to the issue. 

· Courts that find that the signs do not negate a non delegatable duty that the hospitals have to ensure pt. safety, have taken a tort approach to this issue. 

· Policy concerns regarding the cost & accessibility of medical care also influence court decisions.

· Courts that take into consideration the cost of care often side for the defendants.

· Courts that focus on accessibility of care Πs are more likely to win.

· Enterprise liability – the legal responsibility for medical malpractice is borne by the healthcare organization (MCO) responsible for both the financing & delivery of care.  MDs & other staff practicing under contract w/ the MCO would be immune from suit.

· This would shift the responsibility or quality assurance to the MCO – the organizations that control the financial means to enact system wide standards.
3. SETTING THE INSTITUIONAL LEGAL ST&ARD OF CARE IN THE MANAGED CARE ERA
Peter D. Jacobson, Strangers in the Night: Law & Medicine in the Managed Care Era
· Cts need to establish liability standards that impose accountability for managed care’s involvement in clinical decisions.

· Juries should decide whether the MCO appropriately balanced the interests of the pt. population it serves & the harm that individual pts suffer (as in any other industry).

· But what standard should be used?

· First, the standard of care for an MCO should take into account the cost containment strategies that drive the existence of an MCO.

· Apply a cost effectiveness analysis (CEA) – courts would only intervene if the CEA were conducted in an arbitrary & capricious manner.  In CEA -if the care exceeds the net benefit, the care would not be provided. Courts would be ensuring that fair processes were followed.

· Resolve liability under traditional negligence standards.  This would place cost-benefit tradeoffs at the core of the judicial inquiry.  The MCO could then explicitly state the cost-effectiveness models that they use as a defense, but the court might second guess the methods & impose a higher standard of care.

· Use customary care standards to analyze the level of care the pt. received.  This approach would give control of what constitutes good medical practice back to the doctors. Many cost containment initiatives would be considered below-standard care unless they become part of customary medical practice. 

· Abandon tort altogether in favor of a contracts analysis. The contract would have to specifically state what cost-effective analysis & other cost containment initiatives were being used & how pt.s would be informed. Without this level of contractual transparency, courts will be unlikely to shift to the contract approach on their own.

· A standard based on fiduciary duties which would force courts to balance the individual pt.’s needs & the preservation of resources for the pt. population at large.  (Sup.Ct. has foreclosed on fiduciary challenges under ERISA, states could develop common law in managed care litigation that can survive the ERISA Preemption).

	ERISA
CB 465 – 487


D. ERISA
· ERISA’s preemptive provision is "deliberately expansive." Within the meaning of ERISA's preemptive provision, a state law "relates to" an employee benefit plan "if it has a connection w/ or reference to such a plan."  The preemptive effect of ERISA is not necessarily limited to state laws specifically designed to affect employee benefit plans; the ERISA preemption also reaches state laws of general application, to the extent such laws affect an employee benefit plan. 
· The breadth of ERISA's preemption provision is illustrated by the range of state laws that have been held to be preempted.  Claims under common law contract, misrepresentation, fraud, fiduciary, wrongful discharge, & tortious interference w/ contractual relations laws, are preempted.  ERISA preempts not only state law based substantive claims for relief, but also all claims for damages above & beyond liability for the benefits sought.
· The extent to which ERISA preempts claims for malpractice in the context of employer-sponsored managed care arrangements is not as clear.  ERISA preemption typically depends on whether the Π challenges the "quality" of the care at issue (where ERISA preemption may not apply), as opposed to decisions concerning the "quantity" of care provided (where ERISA preemption is more likely to apply).
· The courts have frequently held that claims concerning the denial of medical treatment in a managed-care context are wholly preempted.  But claims of vicarious liability against health maintenance organizations for the malpractice of their employees, in connection w/ the quality of care actually rendered (as opposed to decisions as to whether to pay for certain care), have been held not to be preempted.
· One of its most important consequences is to bock pts from bringing litigation in state courts against MCOs for treatment delays or denials.
· ERISA has generated unsuccessful debates regarding ERISA preemption revisions.
· The Supreme Court originally interpreted the ERISA preemption broadly, but recent cases have allowed select state tort actions & regulatory interventions to survive a preemption defense. 
· The statute states that state banking, securities, & insurance laws were intended to be exempt from the ERISA preemptions.  Though the following cases don’t always bear that legislative intent out.
1. STATE TORT LIITGATION
Aetna Health Inc. v. Davila (2004)
CB 465
Facts:  Two Πs sued their HMOs for alleged failures to exercise ordinary care in the handling of coverage decisions, in violation of a duty imposed by the Texas HC Liability Act (TCHLA).  The facts that underlie the two claims are: (1) One Π was denied coverage for the prescribed medication needed to treat his arthritis & the substituted medication caused a severe reaction that required the pt. to get extensive medical treatment & to be hospitalized. (2) The other Π was denied coverage for a recommended extended hospitalization after a surgical procedure.  The pt. went home & experienced post-surgical complications the forced her to return to the hospital. The second pt. claims that the complication would have never arose if she had been approved for the extended stay in the hospital immediately following surgery.  Atena removed these cases to federal court arguing that both of the claims were preempted by ERISA.
Issue:  Are these claims completely preempted by ERISA?
Rationale: The purpose of ERISA is to provide a federal regulatory scheme for the administration of employee benefits. ERISA contains expansive pre-emption provisions which were intended to ensure that employee benefit regulation would be “exclusively a federal concern”.  Any state law cause of action that supplicates, supplements, or supplants the ERISA civil enforcement remedy conflicts w/ the clear congressional intent to make the ERISA remedy exclusive & is therefore preempted.  ERISA § 502(a)(1)(b)- a participant may bring suit if benefits that should have been provided under that plan are not provided, he can bring suit for the provision of those benefits, to enforce his rights under the plan, or to clarify any of his rights to future benefits.  If an individual could have brought a claim under § 502(a)(1)(b), & where there is no other legal duty implicated by defendants actions, then the individuals cause of action is completely preempted by ERISA.  The Πs argue that the duties complained of arise independent of the ERISA & the plans terms therefore the state cause of action under that state statute should be allowed.  The court finds that the Πs are complaining of denial of benefits promised under ERISA controlled benefit plans. If the plan manager decided that something was not covered by the health insurance plan, then the plan has done nothing wrong under the Texas statute which states: “this creates no obligation for HMOs to provide an insured w/ services that are not covered under the HC plan of the entity.”  Therefore the terms of the Π’s benefit plans become paramount in this analysis, not the duty of care that the state imposes, as that duty does not create the duty to provide coverage that is not provided for in the plan.  The issue is w/ the benefit plan – which is controlled by ERISA. 

Conclusion:  These causes of action fall within the scope of ERISA & are therefore completely preempted by ERISA & removable to federal court. 

Court of Appeals Errors in the lower courts (page 469):

· Court of Appeals found it significant that the actions were based in tort claims rather than contract claims that were based on contracts. 
· US Supreme Court finds this to be an argument based on semantics. Whatever the terms or legal reasoning asserted in the claims, if the state action attempts to offer Πs an alternative remedy beyond ERISA to must be struck down. There is a careful balancing between ensuring fair & prompt enforcement under & plan & encouragement of the creation of such plans.
· The wording of the plan was “immaterial” as the plans invoked an external, statutorily imposed duty of “ordinary care”. 

· In Rush Prudential, the court described why a cause of action was preempted By ERISA, stating that the state law was preempted b/c it converted the equitable remedies of ERISA into a state legal remedy ($). The line of reasoning that a separate state cause of action that does not duplicate ERISA remedies is allowable is FALSE. Congress’ intent to make ERISA the exclusive civil remedy would be undermined if a state cause of action that supplement ERISA were allowed.  

· THCLA is a state insurance law that is outside of the wide sweeping ERISA preemptions. 

· The court states “even a state law that can arguably be characterized as “regulating insurance” will be preempted if it provides a separate vehicle to assert claims for benefits outside of, or in addition to, ERISA’s remedial scheme.”

· The Court explains & limits the Pegram decision:

· The Πs contend that Pegram makes it clear that the instant case does not “relate to an employee benefit plan” & are therefore not preempted. 

· Pegram cannot be read so broadly. The facts of Pegram are unique: the Π’s MD was also the plan administrator – the court found that in this circumstance “eligibility & treatment decisions were inextricably mixed.” 

· In Pegram , the Court found that Congress did not intend an HMO to be treated as a fiduciary to the extent that it makes treatment decisions. In Pegram, the fiduciary nature of a plan administrator was distorted by the fact that the administrator was also a treating MD. This dual role as treating MD & plan administrator is what the court is referring to by “mixed eligibility decisions”.  

· “Pegram only makes sense in cases where the underlying negligence also plausibly constitutes medical maltreatment by a party who can be deemed to be a treating physician or such a treating physician’s employer.” 
·  this is not the case here b/c Π’s coverage decisions are purely eligibility decisions – so Pegram is not implicated.
Dissent:  This is consistent w/ the governing case law & Congressional intent, but I urge Congress to revisit the unjust & tangled ERISA regime.  Virtually all state law remedies are preempted but w/ very few federal substitutes provided. Person adversely affected by ERISA-proscribed wrongdoings cannot gain make-whole relief.

NOTES & QUESTIONS

· The result of ERISA is to make MCOs immune to state tort liability while leaving MDs exposed to full liability when they may not actually control resource allocation decisions. 
· Cts have expressed concern over “opening the litigation floodgates” by expanding the remedies allowable under ERISA.  In this case the cts own institutional considerations may be imposing substantial impediments to a judicial response.  
· The fundamental question raised is whether MCOs actually practice medicine. Surely the HMOs significantly affect clinical practice.  The HMOs argue that they are not licensed to practice medicine therefore they cannot be construed to be practicing medicine.
2. FIDUCIARY DUTY
· ERISA imposes a fiduciary duty on plan administrators who make discretionary medical decisions regarding health insurance coverage. 
· ERISA fiduciaries must perform their discretionary functions “solely in the interest of the participants & plan beneficiaries.” T
· his ignores the conflict of interest that the plan administrators have when they consider the needs of individual participants against the pt. population needs & the economic interests of the plan itself.
Horvath v. Keystone Health Plan East, Inc. (2003)
CB 476
Facts:  Π received a letter from Keystone disclosing its practice of “cost containment strategies”.  The letter provided that Π could request additional info regarding MD compensation.  Π never requested the additional info about MD compensation.

Complaint:  Π claims that Keystone, as a fiduciary, had a duty to disclose MD incentives that she believes will impact healthcare decisions made by its MDs. Horvath believes that these incentives will decrease the overall level of care provided.  Π does not allege that she has been affected by these incentives or that the care that she has received was substandard or defective in any way.
Analysis:  Π is alleging that ERISA mandates that Keystone disclose the details of its MD incentive program to its plan participants. Π is seeking equitable relief in the form of restitution, unjust disgorgement, & injunctive relief barring Keystone from continuing to omit information regarding MD incentive programs.  This case addresses how the ERISA fiduciary duty may affect an ERISA fiduciary’s duty to disclose responsibilities.  In Bixler, the Court decided that the Π’s request for information coupled w/ the fiduciary’s understanding of her situation & status imposed a duty to accurately convey all information relevant to her circumstances.  In, Glazers, the Court stated that beneficiaries need not request information if the beneficiary has no reason to suspect that it should make an inquiry. The court found that the knowledge of the fiduciary may give rise to a duty to disclose material facts, known to the fiduciary but unknown to the beneficiary, even in the absence of a request for information.  In Jordan, the court stated that a failure to disclose information was material if “there is a substantial likelihood that it would mislead a reasonable employee in making an adequately informed decision.”

Conclusion: Π’s claim fails because: 1) she failed to request the information Keystone offered to make available to her 2) Keystone should not have known that such information was necessary to Π to prevent her from making a harmful decision & 3) she failed to explain how the information was material in light of the fact that her employer offered no other HC coverage.
NOTES & QUESTIONS
· Cts are very deferential to plan administrators, upholding their decisions as long as they are not arbitrary or capricious.
3. ERISA’S ENFROCEMENT MECHANISM
· ERISA limits recovery to the actual amount of lost benefit & no recovery for non-economic losses. This is far less extensive than the remedies that most state courts provide.
Rush Prudential HMO, Inc. v. Moran (2002)
CB 481
Facts:  Rush is an HMO that provides medical insurance under ERISA.  Moran is the wife of an employee that is covered by Rush.  Moran sustained a shoulder injury.  The treatment that her MD recommended was not approved by Rush HMO as the procedure was unconventional & deemed not “medically necessary”.  Moran requested that her denial be reviewed by an independent review panel, as is guaranteed by Illinois state law. If the review panel finds that the procedure is “medically necessary” the HMO must provide it.  Rush HMO refused to provide the independent review, Moran sued Rush in state court to compel compliance w/ the state Act, Rush removed the case to federal court arguing that the cause of action was completely preempted by ERISA.

Analysis:  The state Act mandates that the insurers do not have unfettered discretion to deny coverage – the court determines that this is very much like state regulation of insurance contracts that have survived the ERISA preemption.  This state law provides no cause of action or authorizes no new forms of relief.  Illinois has chosen to regulate insurance in this way, & it is permissible under ERISA. 

Dissent:  This flies in the face of other cases that have held that ERISA proscribes the only remedies available for claims for benefits under ERISA controlled plans. Moran is being allowed to short circuit the remediation scheme that ERISA provides & is replacing a judicial decision w/ that of an arbitration like decision maker.  This decision eviscerates that federal uniformity that Congress had intended. The dissent sites Davila to state that even laws that arguable may be insurance regulation must be preempted if they offer an alternative remediation process than the one that ERISA proscribes.

Thought of Pam – this case can only be explained by the policy considerations that are implicated. When the plan can refuse to have their medical coverage denials reviewed by independent MDs, there is truly very little accountability & in essence – the HMO can deny whatever coverage it wants & no one is regulating those decisions. Absent that policy concern, there is no way to rationalize why this “insurance law” survives & Davila did not.
	INFORMED CONSENT
CB 487 – 504


E. Informed Consent

· The informed consent doctrine requires MDs to explain the risks & alternative treatments to clinical interventions & to obtain a pt.’s written consent for a given medical procedure. 

· This doctrine takes into account pt. autonomy & self-determination in healthcare decisions.

· Informed consent is a move toward pt. involvement in decision making, a move away from physician paternalism.

Johnson v. Kokemoor (1996)
CB 488
Facts:  Π was diagnosed w/ a cerebral aneurism & her MD performed surgery to clip the aneurism which left the Π (who had had no previous neurological impairments before) an incomplete quadriplegic.  The surgeon had limited experience performing this type of surgery, he did not refer the Π to a more qualified MD, & he did not recommend that she seek care in a tertiary med center that had more equipment, a better trained staff, & more general experience w/ this complex procedure.

Issue:  Does the duty to obtain informed consent include the duty to divulge the operating surgeons experience performing the surgery, the morbidity & mortality rates associated w/ the surgery, & the referral to a tertiary care center that is staffed w/ MDs more experienced in performing the surgery? 

Analysis:  The concept of informed consent is based on the notion that in order to make rational decisions about undertaking a procedure, a pt. has the right to know about significant potential risks involved in the treatment or procedure.  Material info must be disclosed – info is material when “a reasonable person in the pt.’s position would be likely to attach significance to the risk or cluster of risks in deciding whether or not to forgo the proposed therapy.”  “The gravity of the pt.’s condition, the probabilities of success, & any alternative treatment or procedures if such are appropriate so that the pt. has the info reasonably necessary to form the basis of an intelligent & informed consent.”  This is the “prudent pt.” standard – what constitutes informed consent is based on what a reasonable person in the pt.’s position would want to know.  In this case, (1) there was ample evidence that a person would have wanted to know that the surgeon had limited experience w/ this procedure & that his inexperience dramatically increased the chances of a bad outcome & (2) A reasonable person would have wanted to be referred to one of the most nationally respected tertiary medical centers, only 90 miles away. 

Conclusion:  When different MDs have substantially different success rates, a reasonable person would consider such information to be material to their treatment decision.  The circuit court was correct in allowing the evidence that the surgeon should have advised the Π of the possibility of undergoing surgery at a tertiary care facility.  It does not matter that the Π knew she could have surgery elsewhere, what matters is that whether she would have chosen to have the surgery elsewhere if the defendant adequately disclosed the comparable risks of the procedure as he could perform it & having surgery at a tertiary care facility.
NOTES & QUESTIONS
· Defense to informed consents claims:

· An emergency situation in which a pt. is incapable of consenting & where harm for failure to treat is imminent.

· A situation where the information would harm the pt. more than it would help them, as where the information would make the treatment infeasible or contradicted.(very narrow & not easy to sustain).

· The MD can argue that the required element of causation is lacking. The pt. must show that but for the lack of information they would have refused the treatment – based on the objective standard that a prudent person in the pt.s position would not have consented to the treatment if suitably informed.

Neade v. Portes (2000)
CB 493
Facts:  Π refused to approve Π’s husband to have an angiogram, the husband suffered a massive heart attack & died.  The Π MD did not disclose that he had a financial incentive NOT to approve pts for diagnostic procedures. 

Issue:  Can medical negligence & breach of fiduciary duty claims be asserted in the same professional malpractice action?

Dissenting Opinion Analysis:  MDs have a professional ethical, moral, & legal obligation to provide appropriate medical care to their pt.’s & should not allow the exercise of their medical judgment to be corrupted or controlled.  American Medical Association guidelines now require MDs to assure pts of any financial inducements that may tend to limit the diagnostic & therapeutic alternatives that are offered to pts.  The importance of this disclosure of financial incentives to “contain costs” & the conflict of interest that may result is reflected in the Illinois HC Worker Self-Referral Act & the Managed Care Reform & Pt. Rights Act.  There is nothing in legislation that suggests that an HMOs duty to disclose financial incentives in any way supplants or supercedes the independent legal/ethical duty that a MD has to divulge his financial interests in withholding care to a pt.  If there is any possibility that the financial incentives of third parties will affect a pt.’s course of treatment recommended, the pt. has a right to know about it & the MD has a duty to disclose.  There is no credence in the majority’s opinion that requiring MDs to fulfill their duty of disclosure will be unduly burdensome.  MDs share in the bounty of modern medicine, so there is no reason to assume that they cannot manage to keep themselves fully appraised of payment incentives – an area that MDs like the defendant will have no problem keeping track of.  This defendant MD was well aware of that this referral would reduce his own profit – that is exactly why he refused to refer him.

NOTES & QUESTIONS
· Current ERISA doctrine tilts heavily in favor toward cost containment at the expense of healthcare for an individual pt..

· HMOs & large employers who benefit form ERISA preemption prefer a market based approach – arguing that a preemption reform would raise healthcare costs & reduce the # of smaller businesses that would be willing to provide coverage.

· Supports of ERISA reform argue that it is unfair to allow pts that are not enrolled in ERISA controlled plans to sue for damages while those people w/ plans that are governed by ERISA are prevented.

F. Reform

1. PATIENTS’ RIGHTS
· Debate over whether to remove ERISA preeption, supported some form of patients’ rights legislation, but disagreement about a patients’ right to sue an MCO in state court.
· Whether to rely on markets & self regulation or on on-market intervention.

2. MALPRACTICE LIABILITY REFORM
· Three aspects that drive repeated calls for medical malpractice reform:

· Rising malpractice premiums are threatening the availability of MDs to practice medicine.

· Malpractice liability is forcing MDs to practice defensive medicine.

· Many believe that juries are no longer capable of deciding that complex medical cases that they hear
3. DEVELOPING AN ANALYTICAL FRAMEWORK FOR TORT REFORM
· First cluster of tort reforms – limiting access to court

· Screening panels to evaluate the merits of the case (encourage settlement & stop frivolous claims from going forward)

· Shorten statutes of limitation

· Enacting statutes of repose – would start from the date of the alleged negligence & not from when the injury is discovered

· Second cluster of tort reforms – modifies liability rules

· Eliminate the doctrine of res ispa loquitor

· New standards for expert witnesses

· Higher standards for establishing breaching of informed consent

· Third cluster of tort reform –address the size of awards

· Cap damage awards (which also acts to reduce attorney fees paid)

· Direct regulation of attorney fees

NOTES & QUESTIONS
· Alternatives to compensation & deterrence

· Use alternative mechanism to resolve disputes –early offer programs (quick settlements), mediation procedures, medical courts, advance contractual agreements as to how the pt. will be compensated for injuries.

· Dispense w/ negligence as the basis for compensation- emulating the Worker’s Comp 

· no-fault insurance system- putting certain cases that by their nature could have been prevented on a fast track for settlement.

· Locate the responsibility for accidents at the institutional level – hospitals & healthcare delivery systems as the sole locus of legal responsibility

· This would encourage high system wide pt. care standards.
EXAM QUESITON

1. HC as a consumer good or social good & the tension involved – CB 229 – Competing Paradigms
a. The issue is whether HC is a right, to be provided by the government, or a consumer good, such as automobiles, to be distributed according to the economic laws of supply and demand.
b. Social Good

1. History of HC – non-for profit
a. Utah County v. IHC (CB 244) 
i. “B/c the care of the sick has traditionally been an activity regarded as charitable” 
2. Some believe it is a fundamental right although courts are reluctant to find this is so.
c. Consumer Good
2. 1 on PH
3. 1 on Medical Care
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