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Health care represents around 15% of the GDP, the same % as the auto industry, amazingly.  

TOPIC 1: Cost, Access, Quality
3 Themes that pervade the area:

1. Cost

2. Access

3. Quality

VIDEOTAPE (Introduction)

There is a conflict of interest between doctors and HMO’s and hospitals and patients, etc.  Doctor saying that the most horrible times of practicing have been in the recent years, dealing with HMO’s and cost cutting efforts.  Doctors feel pressured, when earlier on they were taught to treat as much as medically necessary, rather than treat as is financially possible.  There are medical efficiency experts, which are responsible for saving money.  These experts try to reign in on doctors, to make them focus on cost.  They are trying to transform patient care into measurable data, transforming it all into dollar amounts.  This is the way of trying to change their behavior, letting them know how much they are spending.  Doctors say though that you need to give the best care, and that you can’t always be focused on cost issues.  Doctors worry about losing relationships with patients.  Insurance companies now create guidelines for length of stay and hospitals try to give care within the guidelines.  Major complications due to surgery make patients money-losers.  

Whole system has tremendous pressures coming from cost, which impinges on quality.  Somewhere in the low 40 million do not have health care insurance, but there are also people underinsured and people with insurance that still are not getting the care they need.  On the other hand, note that people may be getting too much health care.  Getting too much health care may not be a good thing, and can create unnecessary problems.  Also, too much health care is extremely costly. Cost, quality, uncertainty of the system, and a great deal of emotions, all contribute to the bind that we are in today as a result of health care.
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VIDEOTAPE (Continued) 

Diabetes patient, who is pregnant:  This is very expensive care, and some are recommending 7-10 minute visits, but others say that it is not enough time to care for a diabetes patient.  The one Diabetes Center loses $5 million per year, but tries to give the best care.  

Expensive research takes time away from care, as does training new physicians, and both are costly – these both exist in teaching hospitals, which have had their government funding cut greatly in recent years.  Hospitals are now considering why they do things, which are costing them money?  Which parts of business should they continue in and which parts should they get out of?  The nurses and staff are saying that if they keep cutting persons, the hospital will lose the ability to take care.  The nurses say they are overburdened by their patient load, and can’t give each patient the required care to do their required tasks, b/c they are doing things for too many patients.  

Doctors are no longer protected from financial risk.  Doctors used to get paid more for the more they did, and now they get paid more only if they do less.  If they are in deficit, they share in deficit, and if they are in profit, they share in profit.  The best way to protect their pay now is to limit their patient’s choice.  The Doctors have to keep patients within their system.  The physician/patient relationship is challenged as a result.  

Themes:

· Doctors, patients, and insurance companies are all tugging in different directions about money

· We spent in the year 2000 - $1.3 trillion (about 15% of the GDP)

· 1950 ( 3% of the GDP 

· 1960 ( .25 trillion

Appetite for Health Care Increasing: Contributing to Costs

· Aging population is part of the reflection of the increase in spending

· Age distribution problem – more putting into health care then, and less putting into health care now

· By far, the increase in TECHNOLOGY is a factor

· Surgery, diagnostics, prescriptions ( all very costly

· ADVERTISING is causing the appetite for health care to increase; direct to patient advertising is recent within the last 5 years; now patients are “enlightened” and go to their physicians and ask for specific medications; 

· Our desire for health care has also increased because the government subsidizes health care, and there are insurance companies, so people are essentially getting discount health care, and want more of it; people don’t know what the price is and a 3rd party is paying for it and the 3rd party is sort of concealing the cost and people don’t know really what it costs; 

· Under Medicare people get no RX drug coverage, and it is extremely costly

· There is also a modern trend to seek youth for a longer period of time, and to live longer and live younger; it is sort of a search for immortality; (I think we keep people alive too long, if you ask me)

· Medical/Legal ( Doctors are doing more for fear of a lawsuit

How much should we be spending? 

The well are paying now, and subsidizing health care for the sick, b/c we will all likely be sick someday.  We have roughly 1/5 people without health care.  
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In spite of the fact that we have a very wealthy society, many people are underinsured.  Medicare patients get no drug coverage.  Boutique physicians’ is a system that charges a specified amount for round the clock access to a physician, the kind of care that you don’t get nowadays.  These doctors receive so much $ in order to basically be your bitch.  The doctor will accompany you to specialists, cell phone coverage, etc. for example.  This is for the very rich generally though.  It is becoming available for the upper middle class though slowly.  

We spend a lot of money and we are not sure what we are getting.

How do we know how much is enough?  

· Look at access

· Look at whether people are actually healthy or not

· Cost/benefit approach ( what is the cost and what is the benefit

· If we spend more, will we get more?

· Yes ( spend more

· No ( spend same or less, if we won’t lose anything by cutting back

· Comparison with other goods and services 

· Are there things that would be of MORE benefit? (i.e. housing, funding defense, building more schools and less hospitals, etc.)

· International Comparison


· Compare how other countries’ outcomes compare with our outcomes and also the ratios of input to outcome of other countries

· Life expectancy comparisons 

· Infant mortality rates (we’re not doing real well)

· Should we take lessons from other countries? Maybe, but maybe not.  There are other lifestyle choices that are different between countries as well.   

· So, we have an idea that too much can be bad for the person, as well as the money could go to someone who needs it more.

· Generally it comes out of a socialized common pool of money, which people put into in insurance premiums, and the government subsidized tax dollars.  

· So, how do we determine who needs what?

· Private sector

· Insurance Companies

· Standards, guidelines, risk factors, protocols, of hospitals and doctors

·  Government sector

Iatrogenic – iatrogenesis or iatrogenic complications – they are effects of; in the origins of physician; physician caused illnesses or effects.

Standards:

How do we ensure that it is high quality care, which maximizes benefits and minimizes side effects?

· Cost and quality are two themes of the course, and this gets at the relation between the two.

· Harvard study: 1990: 1% negligence rate, also the study notes that 8 times as many people suffered injury as those that filed claims, 

· Why don’t people sue? Lack of knowledge, good doctor/patient responsibility, causation is also tough to prove, and things could be worse is what some people think
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Sources of iatrogenesis: problems with quality in health care

· Drug reactions

· Can’t read handwriting

· Information doesn’t get charted or can’t be found (medical records errors)

· Drug names are complex and similar

· Most medical records are still not computerized

· Transcription and dictation problems

· Hours that residents work (accreditation council for graduate medical education set standards in 2002, and up until that time NY was the only state that had any regulation) (lots of places are not complying though and are still working residents too much)

How can we go about dealing with these problems?

· Should it be privately done?

· Private law making so to speak is what this would entail.

· Professional organizations are really prone to making the rules (professional self-regulation)

· National private not-for-profit corporation that raises and receives money to 

· JCAHO – Joint Commission Accreditation of Healthcare Organizations (accreditation of hospitals, etc.)

· Should it be publicly done? (Government)

· Inefficiency of government is a problem for a lot of people in this arena, and lots of people want industry to regulate itself.

· Private parties are also more specialized and more knowledgeable.  

· But if we leave it in the private sphere, we are essentially leaving it to the big companies, and what do they have to lose?

· Government is said to be inflexible, bureaucratic, and change is slow.

· Leave it to free enterprise and we will have lots of innovation, but it will all be with their own interests in mind.  Private industry will just line their own pockets, etc.  

Standard setting is an issue that pervades the healthcare industry just as much as it does other industries.  

P.841 – we meet Waldo for the first time.  

He meets: 

Dr. Goodscalpel – GP (Waldo calls up and makes an appt with his Family Dr., who refers to LL)

Llama Labs – LL owned by GP and two other physicians, GP did sigmoidoscopy and x-rays

Midstate Hospital – MH did upper GI; GP had staff privileges at MH (smaller community hospital)

Dr. Jones (Practice Group) – GI specialist who performs a colonoscopy at MSHH 

Mt. St. Hilda Hospital – MSHH where the colonoscopy was performed and botched (non-for-profit hospital; teaching hospital)  

Dr. Smith/Dr. Mack – the Dr. and resident who did the extra surgery due to the screw-up

Red Flag – RF, his insurance company, has been paying for it, while he paid some co-pays and balance billing where the billed charges exceeded the maximum allowable charges;

The above scenario was the so called fee for service system, which was funded by indemnity insurance, and the doctor charged a fee for the service provided and they got indemnified by the insurance company.  The more the Dr. did, the more they made.  
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Topic 2: The Structure of the Health Care System
Golden Age – 1945-1980 approximately

Why is this called the Golden Age?

· Partly due to the quality of health care

· There was increasing progress towards a scientific basis for medicine, rather than the medicine/religion connection that used to be the idea in the old days

· We got anesthesia in the late 1800’s, which made surgery more possible, but we still had problems of infection due to unsanitary equipment.  We got Lister though who dealt with infections, and antiseptic.  So, we started to be able to do surgery more safely.

· Hospitals developed for everyone, rather than for just the poor. (Treatment of the wealthy was generally done in the home.) It started to make more sense to bring the patient to the service, rather than the service to the patient.  Hospitals in the past were also aligned with institutions, and they became socially developed in the 19th century for everyone, not just the poor or crazy.

· We also had the development of more effective medications.  It became more empirical, rather than trial and error.  Beginning developments of antibiotics.  

· As late as 1910 though, you were still better off avoiding doctors, if possible.

· The end of WWII led to the building of American Medical System as we now know.

· From 1929-1945, there was very little change in the infrastructure of healthcare in the US, while at the same time the population was growing.

· Then there was a boom in hospital building, and we had the passage of the Hill-Burton Act, which was federal funding for building hospital facilities.  

· The medical education system was in place and there was increasing specialization and then we got development of internships/residencies.  They were called residents, because the doctors lived there. 

· Penicillin was developed in the 1930’s and it was the tip of the iceberg, and was not readily available until after WWII.  

· Financing was another area of change.  Prior to 1900, you were on your own.  He served and you paid either in money or in barter.  

· As hospitals became more socially acceptable and doctors/medicine became more scientific, it got increasingly more costly. 

· Money became more important and people needed help financing healthcare, and the beginning of health care financing started early in the 1930’s or so.  Immigrant groups or religious groups formed sort of self-help societies in an insurance sense, and the society would deal out finance as needed for individuals.  

· The Depression was the next big thing moving health care financing along.  Middle class and poor found that they couldn’t pay.  Hospitals said that they needed to have finance help so that people could get care and it could be paid for.

· In the 1930’s we had the development of the first Blue Cross System for hospital insurance.  Blue Shield for physician insurance.  They were companies beginning the system.

· WWII is again a watershed in terms of health insurance.    

· Health insurance became a fringe benefit, when women went into the work force, because they couldn’t pay them enough to get them to work and they really needed them to work during the war.  So this is why we have work related health insurance benefits.

· So, by the beginning of the Golden Age, we have more scientific medicine, health insurance, hospitals, etc.

But it turned into too much of a good thing, as we know because it went from 3% of the GDP to 15% of the GDP.

· Now, there is incentive to use less because insurance companies pay so much per person ahead of time so doctors can’t go over the quota or they’ll have to absorb it.

Where’s Waldo – Part II (tracing the scenario on p. 873)

Notes:

· Everyone seems to own some portion of everybody else.

· The Waldo II things shows the 1980’s or 1990’s heading toward managed care. 

· It used to be in the golden age (Waldo I) that you referred based on golfing generally or on social relations.

· Now, in Waldo II you refer based on a complex trail or persons.

· Today, the referrals are all required and regulated by standards.  

Are patients worse off or better off under managed care? 

· Freedom of choice is slightly limited, but there is a fair amount of evidence that choosing a doctor is idiosyncratic anyways (people generally get referrals from others or choose without info, and now the referral is just from an HMO, etc.)

· There is a possibility of lower communication among physicians now and patients can get lost (but in theory managed care is supposed to be better, b/c it is more organized – the system is designed to better track where patients go and information on patients is readily available in some cases)

· In theory it is a good idea, but in reality people switch managed care providers so often in their lifetime that tracking gets screwed up

· Physicians have financially suffered, and as a result they need to see more patients, and there comes a time that seeing too many patients causes patient care to suffer
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Part II: REGULATING QUALITY

Topic 3: Regulating Quality of Health Care Professionals; Professional Licensure

How do you ensure a quality service?

· Legal regulation – public law (law via the state)

· Professional Regulation

· Patient standards/complaints/free market (good doctors will be seen and bad doctors won’t)

· Law suits (malpractice) – private law

Mechanisms for regulating quality: licensure (police power of state, limits the amount of people and ensures specialized training), professional liability, insurance, etc.    

State law controls licensure of health care professionals under police power.  Licensure governs entry into the profession and disciplinary measures.  Boards operate as state agencies but are generally dominated by members of the profession, and it a system of professional self-regulation, even though they are essentially state agencies.  The procedures and standards are subject to judicial review.  

Law and medicine both have professional self-regulation.  We trust lawyers to regulate themselves, and we trust doctors to regulate themselves.  While the state boards exits and are formally state boards, they are made up of the professionals mainly.  Legislative statutes enact these boards generally, and the boards are to set standards of care.  (i.e. doctors must be licensed)  If we didn’t have boards, the legislature would have to do it.  So one of the functions of the board is legislative.  The state board also has an enforcement/prosecutorial (executive) function.  The state board examiner or hearing officer (appointed by the board) at the first level hears the charges in a judicial proceeding, and if there is an appeal it is taken to the state board.  So, the board is generally in charge of the whole process.  This is called administrative law (like Social Security, etc.).    

Discipline: 
In Re Williams (1991)

Between 1983-1986, Dr. Williams prescribed Biphetamine or Obetrol for 50 patients as part of a weight control regimen and both are controlled substances.  In 1986, the OH medical board made the use of such drugs for purposes of weight control prohibited.  Dr. Williams ceased as a result.  The board charged Dr. Williams with violating a reg. by prescribing the drugs without reasonable care and thereby failing to conform to minimal standards of medical care. The board said Williams had departed from medical standard by using them long term, rather than short term.  Hearing was held.  The drugs were used in periods ranging from 7 months to several years.  Williams presented expert testimony, and there were two schools of thought prior to the rule.  The minority view though was not substandard medical practice.  The hearing examiner though found a violation and gave a one year suspension and 5 years probation during which he could not prescribe controlled substances.  Dr. Williams appealed and on appeal the court found that the board’s order was not supported by enough evidence and was not in accordance with law.  The appeals court affirmed, and the OH Supreme Ct affirmed.  The only evidence in the record on this issue was the testimony of Dr. William’s experts that his programs did not fall below the acceptable standard of care.  The rule was not in place, and thus the minority view was not a problem. 

NOTES: 

· Hearing examiner ( 

· Board affirmed essentially and increased the penalty ( 

· The Court of Common Please (acting in an appellate capacity) reverses, b/c the judgment was not supported by reliable, probative, and substantial evidence and was not in accordance with law (
· The Court of appeals OH affirmed ( 

· OH Supreme Ct affirmed

Funny, the reason we have the administrative system is for efficiency, but look what we ended up with…doesn’t look very efficient.    
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“In an appeal from an administrative agency, a reviewing court is bound to uphold the agency’s order if it is supported by reliable, probative, and substantial evidence and is in accordance with law.”  

If Dr. Williams had continued to prescribe the drugs for this purpose after the regulation went into effect, and in those circumstances, the minority view would provide no help.  He would have violated the standard/rule.    

Hoover v. Agency for Health Care Administration (1996) 

Dr. Hoover was a board certified internal medicine physician, and she appeals a final order of the Board of Medicine penalizing her and restricting her license to practice medicine.  The decision was reversed because the board supplanted the hearing officer’s findings with its own opinion.  The sole basis for decision was a selection of computer printouts from pharmacies.  The experts (supposed experts) testified that the amounts were lethal, but there was no real evidence.  Dr. Hoover however testified in great detail to the appropriateness of the medications and the amounts prescribed.  Since there is only one set of guidelines for treating cancer patients, utilizing those guidelines, her prescriptions to the patients were not excessive or inappropriate.  The hearing officer was entitled to give Dr. Hoover’s testimony greater weight that that of the agency witnesses, who did not examine the patients.

· Complaint filed ( 

· Investigation ( 

· Hearing officer holds hearing and finds for the Dr. ( 

· Agency appeals the decision to the board (board reverses and sides with agency) ( 

· District court of appeal of FL acting as appeals court gives the board the smack-down for finding against the hearing officer who was there and heard the evidence  

The primary reason for disciplinary actions is inappropriate prescribing or abuse of drugs.  

The National Practitioner Databank was established in the 80’s as a means of collecting and maintaining data on physicians’ adverse events.  There are requirements on reporting these adverse events.  There are also requirements to make an inquiry to this databank, when hiring a physician or granting a license, or other types of granting privileges to a doctor, etc.  Part of the reason for this is that we have 50 jurisdictions, and physicians could do something bad in one state, and then go to another state and try again, if we didn’t have this national database.  This centralizes the data.  The general public has no right of access to the databank.  

What has to be reported to this databank?

· Malpractice

· Judgments against a physician

· Settlements get reported

· Adverse events  

· Withdrawals of staff privileges

That is the theory, but in reality reporting rarely occurs.  They frequently consult it to check on physician qualifications though.  Everyone wants to get information, but no one wants to give it.  There is a lot to be said about the good old boys club theory in this profession.  They find ways to get rid of the doctor without having to report; i.e. sending him somewhere else.   

OMG! Example – Dr. gets away with murder almost 90 times b/c he just kept getting booted around and around after they find out about his record, rather than by reporting him to the National database

Online Rx Issues: Naturally, online sites have raised issues of quality and access to health care.  They are oblivious to state boundaries it seems, whereas in the real world, physicians have to hold a license in each state to practice.  
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Alternative and Complementary Medicine:

In Re Guess (1990)

Dr. Guess, a licensed family practice physician, regularly administers homeopathic medications to his patients. Homeopathic is defined as – a system of therapy developed on the theory that large doses of a certain drug given to a healthy person will produce certain conditions which, when occurring spontaneously as symptoms of a disease, are relieved by the same drug in small doses; fighting fire with fire.  The Board charged Dr. Guess with unprofessional conduct, based on his practice of homeopathy.  The board alleged that in his practice of medicine, Guess utilized homeopathic medicines prepared from substances including but not limited to moss, nightshade plant, and other various animal, vegetable, and mineral substances.  A hearing was held, and following the hearing, the board revoked his license based upon findings and conclusions that his practice of homeopathy departed from the standards of acceptable and prevailing medical practice in the state.  The Superior court reversed the decision and the court of appeals affirmed on other grounds.  The NC Supreme Court reversed and remanded, on the grounds that the legislature reasonably believed that a general risk of endangering the public is inherent in any practices, which fail to conform to the standards of acceptable and prevailing medical practice in the state.  The police power may legislate to protect the public health, safety and general welfare, and regulation of the medical profession is a legitimate exercise of the police power.  The board is allowed to act irrespective of whether a patient is injured.  Whether homeopathic meds are effective is not the question, they are not acceptable and prevailing standards, thus they can be punished.  

In Williams, the court set aside a disciplinary sanction where the doctor’s practice, although generally rejected, was accepted by a minority of practicing physicians. (The statute did not go in effect until later).  In Guess, the ( produced evidence that homeopathy is a recognized system of practice, but this did not cause the court to overturn the disciplinary sanctions.  (Here though there was a statute).

NOTES:

· Standard medicine is Allopathic medicine

· He was practicing homeopathic medicine

· He was charged with unprofessional conduct, under the statute, for a departure from the standards of acceptable and prevailing medical practice, or the ethics of the medical profession, irrespective of whether the patient is injured or not

· Because it is not standard practice, the legislature has deemed it as creating a risk

· The dissent says that deviation from practice per se, should not be punishable in itself, unless there is harm to the patient; the dissent deemed the Dr. qualified physician who used homeopathic medicine as a last resort

· This case predates the movement of alternative and complementary medicine

What is the practitioner doing and is it within the scope of their license?

Is what they are doing infringing on someone else’s license?

After the Guess case, the Legislature amended the statute to overrule the case essentially.  
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State Board of Nursing and State Board of Healing Arts v. Ruebke (1996)

State Board of healing arts and the State Board of nursing appeal the trial court’s denial of a temporary injunction by which the Boards sought to stop Ruebke, a practicing lay midwife, from continuing her alleged practice of medicine and nursing.

An obstetrician/gynecologist testified that she had reviewed the KS midwives association standards of care and opined those standards were similar to the assessments incident to her practice as an OB/GYN. She also testified that the assessments made by Ruebke were obstetrical assessments.  She admitted that a nurse, rather than a physician could perform many procedures at issue.  A certified advanced registered nurse testified on behalf of nursing, testifying that nursing functions were involved.  She also noted that people who were not nurses, but were competent could do them.  The court found that Ruebke had not been shown to hold herself out the public as anything other than a lay midwife, and that she routinely consulted with physicians and was not shown to administer any prescription drugs or do any surgeries or episiotomies or lacerations, and had engage only in routine activities that could be properly done by people who are not physicians.  

The court held that her midwifery practice did not and was not intended to come within the healing arts act or the nursing act, and her activities fell within the exception even if the acts did apply and were constitutional.  The KS Supreme court agreed.  The act was held to be constitutional, but the definitional provisions did not cover midwifery. The act was clearly and unequivocally focused on pathologies and abnormal human conditions and pregnancy and childbirth are not pathologies or abnormalities.  The fact that a person with medical training provides services in competition with someone with no medical degree does not transform the latter’s practice into the practice of medicine.  She was otherwise exempt from the healing arts ace also because she worked under the supervision of physicians.  The act provides an exception for those “whose professional services are performed under the supervision or by order of or referral from a practitioner who is licensed under this act.”  There was no legislative intent to include the practice of midwifery, and the legislature is undoubtedly free to do so, but it has not yet done so.  

· The court finds that midwifery is not the practice of a “healing art”

· They also find that midwifery is a tradition

· The allegation that she is practicing nursing without a license is also without merit

Scope of Practice Regulation

Sermchief v. Gonzales (1983)

Appellant nurses and physicians petitioned for a declaratory judgment and an injunction.  The nurses allege that their practices do not constitute the unauthorized practice of medicine, and five physicians petition with them, as they were charged with aiding and abetting the unauthorized practice of medicine by the nurses.  The issue is whether the acts of the nurses constituted professional nursing, and whether they constituted the unauthorized practice of medicine.  Nursing has received increasing scope of authority by the legislature.  The legislature eliminated the requirement that a physician directly supervises a nurse, and also everyone at trial testified that the new definition of nursing is broader.  There was intent to avoid statutory constraints on the evolution of new functions for nurses delivering health services.  So long as those responsibilities are within the specialized education, judgment and skill based on knowledge and application of principles derived from the biological, physical, social, and nursing sciences, it is within the nursing occupation.  The acts of the nurses fall within the legislative standard.  The physicians gave them standing orders and when the patient was outside of the standing orders, the patient was referred to the physician.  The nurses as professionals know their limits, and there is no evidence hat the assessments and diagnoses made by nurses in this case exceeded those limits.

NOTES:

· They were charged with practicing outside the scope of their license

· The nurses had physicians supervising them, and they also had standing orders from those physicians on what the nurses could do

· Ultimately, the protocols were a fictitious weight in the nurses favor, but the statute is the real deal – the scope of the nurses has been expanded

NOTE: One must always check the law in thier state to know; do not take the cases in the casebook as gospel.  

Notes on PA’s and NP’s:

· Physicians Assistants

· Nurse Practitioners

They are often highly qualified, less than a doctor, but more accessible.    

Topic 4: Regulating Quality of Health Care Professionals: Privileges, Hospital-Physician Contracts, Managed Care Contracts, Employment Law

We are still talking about quality controls, but now, we are dealing with private entities exercising quality controls, such as Hospitals, Managed Care Organizations, etc.  

What are privileges?

· Admitting privileges (give the Dr. authority to admit patients to a hospital)

· Clinical privileges (privileges to use the facilities to treat the patient, establishes the scope of your practice within the hospital)

Who grants privileges?   

· Hospital Boards, governing board of the hospital

· Hospitals are corporations, and the Board of Directors is ultimately legally responsible for the hospital; they have the authority and the responsibility to run the corporation; they can be sued if they fail to run the corporation within both statutory and common law legal standards; So, they want D&O insurance (Directors and Officers Insurance); they can’t be well insured for criminal or intentional wrong-doing, but at least for negligence or mismanagement you want to be well insured;  

· Who is on the Board of Directors of the hospital? – bank president, legislator, lawyers, doctors; basically local VIP’s

· The medical staff (Dr.’s who have privileges) makes the recommendations to the Board; there is some sort of committee (Credentials Committee, Executive Committee of the officers of the medical staff,) operating under medical staff bylaws, just like the bylaws of a corporation, but the medical staff is not a corporation, the hospital is.  The medical staff is an anomalous entity.  

· The hospital administration runs one side (the business side), and the medical staff runs the other side (medical care).    
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Administrative







Medical Staff


Residents are generally employees from the hospital administrative side.  They get the check, but aren’t independent physicians, like the medical staff personnel.  In a University affiliated health system, you have yet another entity, which has some responsibility for the residents, and those doctors of the University system, may be a sub-set of the medical staff.        

Staff Privileges and Hospital Physician Contracts
Hospital or staff privileges include several distinct parts, from admitting privileges to using hospital facilities to treat patients.  A provider who is awarded staff privileges becomes a member of the hospital’s medical staff and is so said to hold staff privileges.  Only the governing board has the authority to grant these privileges and deny, limit, or revoke privileges.  There is substantial physician control though.  Hospitals are starting to have more administrative control though as their potential for corporate liability for failure to adequately monitor its staff is a big issue now, and cost containment for length of stay is also a big issue.  Hospitals are in some cases moving more towards contract or employment relationships as a result.  These generalizations however, depend on the geographic location, the extent of managed care coverage, the supply of physicians, and the degree of integration among facilities or among physicians.  

Sokol v. Akron General Medicine Center (1999)

( is a cardiac surgeon on staff at Akron, and the medical council received info in the mid 1990’s that (s patients had an excessively high mortality rate.  They decided to conduct a review of the entire cardiac surgery program at Akron, and they hired Dr. Pine, who performs statistical assessments for evaluating performance of hospitals.  

· Dr. Pine identified ( as a high risk adjusted rate, which analyzes the likelihood that a particular patient or group of patients would die as compared to another patient or group of patients.  (s high mortality rate was apparently of great concern and warranted immediate action.  The Chief requested that that hospital consider ( for possible corrective action.

· Medical counsel forwarded the complaint to the chairman of (s department, who appointed an ad hoc investigatory committee to review (s surgery performance.  The committee met with ( 3 times. Under another methodology, the committee found that the rate was roughly three times higher than the predicted rate.  They discussed these results with ( at the meeting.  At the third meeting, they reviewed the records of the patients who died with the Dr.   The committee determined that one problem was that the Dr. did not properly select patients for the surgery (allowing some who were too at risk, to undergo the surgery).  They also found that the excessive number of deaths may have been due to insufficient myocardial protection, which led to heart attacks.   The committee recommended that all of (s cases undergo a separate evaluation by another cardiologist who could cancel surgery if it was too risky.  It also recommended that ( not be able to do emergency surgery or serve on “cathlab” standby and that there be ongoing review of his patients by a committee.  Finally it recommended that all cardiac surgeons should be required to comply with the protocol.           

· ( appeared before the medical council, which voted to implement the recommendations.  

· When the medical council makes a decision adverse to the clinical privileges of a staff member, the staff member must be given notice of the decision and that notice shall specify what action was taken and the reasons for it, which shall allow the member to prepare for a hearing to review the decision.  

· The ad hoc hearing committee: ( was represented by legal counsel and submitted exhibits and testified on his own behalf.  Dr. Gardner testified that the two studies corroborated each other.  He stated that in the aggregate, there was poor case selection. The hearing committee recommended that the medical council restore all (s privileges.  The medical council rejected this recommendation and reaffirmed its original decision.  

· ( appealed the medical council’s decision to the executive committee of the board of trustees of Akron.  The committee affirmed the medical council’s decision.  ( then asked the district court for injunctive relief against Akron.

Under OH law, private hospitals are accorded broad discretion in determine who will enjoy staff privileges at their facilities.  Therefore, unless the hospital has acted in an arbitrary, capricious, or unreasonable manner, or has abused its discretion, the decision will stand.  Hospitals must however provide procedural due process in adopting and applying reasonable, nondiscriminatory, criteria for the privilege of practicing surgery in a hospital.  

Insufficient notice claim:

· Fair procedure requires meaningful notice of adverse actions and the grounds for such actions

· The hospital by laws require only that required by OH law and no more

· The notice given in this case, by letter to (, was sufficient

Arbitrary Decision claim:

· The magistrate judge found that the decision was arbitrary

· Here the administration of sanctions was nondiscriminatory

· The Hospital should have “broad discretion” under the OH Supreme Court ruling

· The decision will be supported so long as it is supported by any evidence

· They had two studies here as evidence

The Sixth Circuit court of appeals allows the removal of privileges to stand.

NOTES:

Mortality rates are now becoming more commonly used as an indicator of quality of hospitals, and this is somewhat controversial.  Since mortality rates are often now on hospital report cards, is it a business decision to cut physicians contributing to mortality rates, or is it a decision based in quality of health care.  Are statutes giving more procedural protections to physicians better, or do they merely provide obstacles to removing incompetent physicians?

The Federal Health Care Quality Improvement Act grants hospitals immunity for staff privileges decisions if the hospital meets the minimum procedural standards of the act, and this act also establishes a National Practitioner Data Bank, to which hospitals must report adverse credentialing decisions and must check before granting staff privileges.  They also must renew checks every 2 years.  They have legal immunity (can’t be forced to pay damages), but not equitable immunity (can be required to remedy in equity).  

CLASS NOTES:

· The Medical Council in the Akron case is a medical staff entity or a branch of the medical staff 

· In the case there is some kind of quality control function going on in the medical council; someone there was reviewing mortality statistics; they are evaluating it against other hospitals and against other doctors in their hospital

· They imposed restrictions of supervision on him

· There were internal avenues of review

In the case they use a doctrine of common law due process or common law fundamental fairness, which if they come from anywhere, come from the Magna Carta; and the 5th Amendment is now a codification of English common law Due Process.  If the Constitution had not been adopted, it is quite possible that we would still have common law due process and fundamental fairness, and in some aspects, we still do.  

· The court generally looks to whether it was fundamentally fair here, rather than to whether the statistics were right, or etc.

· The court was looking to decide whether there was an arbitrary decision, and whether there was sufficient notice.  

· In terms of procedural fairness, the court looks to “did the medical staff follow its own rules?”  They are not looking to see if the rules were fair, they were looking to whether the rules were followed, whatever they were. 

· This court goes a little bit further than most courts do…most courts are loath to review these cases.

There are a few exceptions:

· Some hospitals are quasi governmental entities; they have to serve the entire public, and as a result they are required to have fundamentally fair bylaws, some do it by statute and others by judicial decision

Mateo-Woodburn v. Fresno Community Hospital (1990)

Prior to 1985, and as early as 1970, the Fresno anesthesiology department operated as an open staff and the department was composed of anesthesiologists who were independently competing entrepreneurs with medical staff privileges, and were collectively responsible for scheduling themselves for the coverage of regularly scheduled, emergency, and urgent surgeries.  This self scheduling was often allegedly for economic reasons rather than skill or knowledge reasons, and often resulted in the on call anesthesiologist being unqualified to handle the particular emergencies that arose when on call.  The department chairman had authority to make suggestions, but no power to enforce the suggestions, if not taken.  These defects led to scheduling problems and delays.

· The trial court found that these conditions resulted in breaches of professional efficiency, severely affected the morale of the department and support staff, and impaired the safety and health of the patients.  The medical staff initiated action resulting immediately in the change from an open to a closed system.  

· The change took place as follows: A task force was established; the task force came up with 4 alternatives (continuing the status quo, competitive groups of anesthesiologists with an elected department chairman, an appointed director with independent practitioners, or an appointed director with subcontracted anesthesiologists); the committee recommended the director with subcontracted practitioners, which would allow the ability of the director to direct their activities without following usual hospital procedures;  The board accepted the recommendations; 

· Mateo-Woodburn was appointed interim director and she was interviewed for the position of director, as was Hass.  Hass was appointed director.  At the same time, the board elected to close the department.  The members of the department were notified via letter that: Hass was the new director and that Hass would enter into contractual agreements with the individual physicians, who would obtain staff privileges as required by the bylaws.  The hospital noted that they had no part in the negotiations.  They were given notice that if not entering into a K by a certain date, they would lose their staff privileges basically.  They were given the option to retain staff membership and render professional services at the express request of the attending physician.  Physicians were to meet requirements of licensure, and board eligibility at least, and the hospital had the right to review and approve the form of the contracts.  The K required that the physician be a member of the hospital staff and be board certified or board eligible.  The physician was required to limit his professional practice to Fresno except as otherwise provided by the board of trustees.  The physicians also waived their hearing rights via this agreement.  7/13 signed.  Six (s in this case.  5 did not sign, and Woodburn was not offered a K.  

· Reasons for not signing: the K required them to give up their fundamental right to practice at Fresno; the 60 day termination clause contained no protection for due process review; the K failed to specify the amounts to be taken out of pooled income for administrative costs; the K required (s to change medical malpractice carriers; the K required (s to obtain permission to practice anywhere else; the K imposed an unreasonable control over (s financial and professional lives; the K failed to provide tenure of employment

· Hospitals may make rational policy decisions and adopt rules of general application to the effect that a department shall be operated by the hospital itself through a contractual arrangement with one or more doctors to the exclusion of all other members of the staff except those that may be hired by the contracting doctors 

· The doctor’s vested rights must give way to public and patient interest in improving the quality of medical services if the justification for the change is sufficient.  

· The trial court correctly found that the decision to close the department and contract with Hass did not reflect on the character or competency of any particular practitioner.

· The policy decision to make change was lawful, thus the terms of the contracts will not be interfered with unless those terms bear no rational relationship to the objects accomplished.  

· The terms of the contract here were not irrational given the conditions existing under the open rotation method.  The terms are rational.

· The hearing rights do not exist under a quasi-legislative reorganization of a department by the board of trustees.

· The defendant’s actions were proper under the circumstances and the medical staff (s privileges were not unlawfully terminated, modified or curtailed, and the evidence supports this correctly.  

Generally now, a hospital may restructure its medical staff without recourse to hearing provisions of the bylaws.  

CLASS NOTES:

· Doctors often have privileges at more than one hospital

· As a result of the anesthesiology department’s dysfunction, the other departments could have been very screwed
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Mateo case again…

Why didn’t the hospital just fire them?

· They weren’t hired as employees, so they couldn’t be fired

· They are independent contractors, doctors who have staff privileges

· Couldn’t some charge be filed as a violation of the by-laws?

· The director under the original plan had no clout because he was elected and deferred to his colleagues

· They could have appointed a director, who might have more clout

· They opted to have an appointed director with subcontracted anesthesiologists (closed system); now they contract with a group of doctors

· The original plan was “open” staff; meaning that any anesthesiologist who applies for and obtains staff privileges gets put in the department and gets put into the rotation; they sort of come and go as they please

· They contract with Hass corporation, which included just Hass at the time of the forming

· He hires just about everyone else, except for the (s

· Now, as a result of the change, there is a contractual relationship, and Hass sets the rules

· The closed staff gives the hospital more control, and Hass can terminate the docs if needed, and the hospital can terminate the K if necessary

· The (s retained their privileges, but since they did not contract with Hass, their privileges essentially amounted to consultation, because they could not perform there generally

· People on closed staff have to have privileges, but others can have privileges and not be on the closed staff

· They are suing about something like due process, but I thought they were suing because the contract was allegedly unfair

· Most courts take the view of this court, hospitals can restructure, relating to cost and quality generally 

· The court in Mateo now represents the majority rule that a hospital has the authority to restructure its medical staff without recourse to the hearings provisions of the medical staff by-laws.    

This case had to do with circumvention of staff privileges through the use of contract procedures.  

Managed Care Contracts for Professional Services

In Potvin, we have 2 PPO’s run by MetLife.  (Preferred Provider Organizations.)  These groups go to employers and say, ok we’ll take care of your employees; we’ll provide a panel, long list, of doctors that the employees can choose to go to.  The PPO panels had to take discounted rates from their normal rates.  PPO’s sound a lot like fee-for service indemnity stuff.  Potvin is on the two panels of doctors, and MetLife seeks to cut him out of the panels; they de-select him, get rid of him.  
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Managed Care contracting:

· P.822 discussion of managed care organizations

· Usually a defined panel or system of doctors you can go to

· Managed care – a curtailment of freedom of choice

· The physicians who are selected as a plan doctor, must also select the patient and then are obligated to treat for an indefinite time

· Physicians are required to adhere to state mandated and plan mandated standards as a result of their agreement (this is a partial answer to the question of why freedom of choice is restricted; managed care organizations want to ensure quality)

· The Managed Care Organizations set standards to ensure quality the first time around, and poor quality is gonna cost them more money in the long run

· It is in the health plan’s interest to keep quality up, emphasize preventative care, and keep costs down

· Doctors, once they are out in practice, get behind on what is current standard, and it actually helps them to keep abreast of current standards, in terms of quality; it helps them to have the managed care organization enforcing the standards

Potvin v. Metropolitan Life Ins. Co. (2000)    

In 1990, MetLife entered into an agreement with Dr. Potvin, an OB/GYN, to include him as one of 16,000 participants on two of its preferred provider lists.  He practiced medicine for more than 35 years and was a past president of the Orange County Med. Assoc.  He held full staff privileges at Mission Regional Hospital, where he was the OB/GYN Department Chairman for 9 years.  Under the agreement, he was to provide services to MetLife’s insureds in return for agreed-upon payment by MetLife.  It created no employment or agency relationship and it allowed him to also contract with other preferred provider organizations, health maintenance organizations or other participating provider arrangements.  It provided for termination with or without cause by giving 30 days prior written notice to the other party.  

· MetLife gave such notification and Potvin asked for clarification; MetLife said it was consistent with the agreement and that no cause was required; he insisted on further explanation and they reiterated their right to terminate without cause but further listed as a reason that his de-listing from the network was related to the fact that he did not meet the current selection and retention standards for malpractice history.  He requested a hearing and they failed to respond so he brought this suit.

· He alleged that the termination was devastating to his practice and that it reduced his clients to a small fraction of what he had before.  He said he was required to reveal the termination to other insurers and providers who then removed him from their lists and that he suffered rejection from physician groups as a result as well.

· MetLife was granted a motion for summary judgment by the trial court.

· The Court of appeal reversed, disagreeing with the trial court that the complaint failed to allege a claim for violation of the common law right to fair procedure.  It also held that before removing him from the list, MetLife should have given him notice of the grounds for its action and a reasonable opportunity to be heard.  Potvin asserted that the removal violated California statute setting forth procedures for physician peer review, and the Court of appeals agreed with the trial court that these procedures did not apply in the present suit.

· The California Supreme Court granted MetLife’s petition for review.  They affirmed the reversal of the grant of summary judgment, as summary judgment was improper.  They did not however agree with the court of appeals that MetLife must necessarily comply with the common law doctrine of fair procedure before removing physicians from their preferred provider lists.  The issue needs to be resolved by further inquiry under certain standards. 

· A public interest is affected when an insurance company with fiduciary obligations to its insureds maintains a list of preferred provider physicians to render medical services to the insureds.  Patients are less free to choose, since they must obtain medical services from providers approved by their health plan.  The provision of health care has a moral status and therefore affects a public interest.  

· This does not necessarily mean that every insurer wishing to remove a doctor from their PPP must comply with the common law right to fair procedure.  This obligation arises only when “the insurer possesses power so substantial that the removal significantly impairs the ability of an ordinary, competent physician to practice medicine or a medical specialty in a particular geographic area, thereby affecting an important, substantial government interest.  

· Proof of Potvin’s allegations might establish that in terminating a physician’s PP status, MetLife wields power so substantial as to violate the above standard.  

· Under the standard, if it applies, such removal must be both substantively rational and procedurally fair.  The “without cause” clause violates public policy and is not valid.

NOTES:

· They did some kind of study and determined that Potvin was a bad apple in some shape or form

· They found that he was not up to their malpractice suits standard, and he had had too many suits for their taste

· He wanted to know why, so that he could try to defend

· They eventually told him why, but the court found the reason as invalid, and in this case it seems that providing the reason was their big mistake

· He then sues and claims that he wasn’t given the right to due process fundamental fairness (that common law fundamental fairness concept again)

· The court here is not just interested in his fundamental fairness, but in the public policy arguments in the case; there is a public interest as the maintenance of patient doctor relationships, the theory is that patients will be disadvantaged by this because of having to switch doctors, etc.  

· The law though differs form jurisdiction to jurisdiction.

Labor and Employment

Doctors, nurses, administrators, and in house counsel working without any employment contract or under a contract that does not provide for a specific term of employment are subject to the doctrine of employment-at-will.  That common law doctrine varies widely among the states, but basically provides that the employment relationship can be terminated without cause at the will of either the employer of the employee.  

Doctors have increasingly become employees (often at-will) of health care organizations, including group practices, health maintenance organizations, or hospitals that have purchased the physician’s private practice.  Some courts have borrowed from at-will doctrine in deciding cases of physician termination or de-listing from insurance plans as well. 


At will means you can be fired or quit for any reason or no reason at all.  This common law rule still prevails in many cases.  There are public policy exceptions though to this.    
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Wright v. Shriners Hospital for Crippled Children (1992)


The court was considering on review the sufficiency of the evidence of a verdict in favor of Wright in the amount of $100,000, against her employer, on the claim that she was terminated in violation of public policy.  The MASS Supreme Court held that the evidence was insufficient and the verdict in Wright’s favor was invalid.  The lower court should have granted the (’s motion for judgment notwithstanding the verdict.


She reported that there were communications problems between the medical and nursing staffs and that she was fired as a result of her criticism.  She argues that firing her for this is violative of public policy, even though they had an at-will employment agreement.  The court held that termination for her critical remarks was not violative of public policy.  Generally, employment is terminable at will, by either the employer or the employee, without notice, for any reason or no reason at all.  Redress is only available for employees where the act of firing is contrary to well defined public policy.  Redress is available therefore where the employee was terminated for asserting a legally guaranteed right (filing workers’ compensation claim), for doing what the law requires (serving on jury duty), and for refusing to do that which the law forbids (committing perjury).  The court has never, and refused to, hold a regulation governing a profession, as a source of well-defined public policy.   Internal matters cannot be the basis of a public policy exception to the at-will employment rule.  


Dissent argued that she was alerting supervisors to matters detracting from good patient care, and good patient care is a public policy reason.  


Wright represents the majority view concerning the scope of the public policy exception.

NOTES on Wright:

· The court applies a very narrow public policy exception; this seems to be a bad decision, because making these reports seems to be something we want people to do, for quality purposes

· In some cases, an employee manual can create an implied contract, and can therefore cut out the at-will doctrine’s general application

· What about whistle-blower statutes? They specifically protect employees who report wrongdoing to government agencies.  The statutes have been interpreted narrowly and are strictly enforced.  They are there, but they have to been invoked and are often not helpful.

· What about 1st Amendment protection? Here there is no state action because she was not government employed.  

· The history of unionization evolved partly out of the at-will doctrine

· 1935 NLRA passed as a result of this unionization and the NLRB after that 

· Unionization began in the health care field in the 1960’s 

· By 1990’s Doctors started unionizing, particularly with the development of managed care

· This was odd and unheard of, because they are PROFESSIONALS and there was always something non-professional about unions, they were above unions so to speak

· It changed with managed care because for the first time, the amount they were getting paid was being dictated/determined by someone else and their motivations were not only economic, but also for autonomy

NLRA

1. Employee or Independent Contractor

AmeriHealth and United Food and Commercial Workers Union (1999)

The legal issue is whether the physicians in their work for AmeriHealth are so integrated with and controlled by AmeriHealth that they meet the statutory definition of employees which, in turn, is based on the common law definition of “servants.”

The court found that the record does not support the assertions by the doctors that physicians must get the approval from AmeriHealth for every significant step in the process of treating a patient.  The record fails to support the assertion that AH and other HMO’s control the physicians’ access to patients.  There appears to be considerable movement of patients between plans, and physicians appear to have some, albeit limited, influence on where they move.  The physicians do not rely exclusively on AH’s marketing to obtain patients.  They advertise and promote themselves on their own.  Thus, the physicians lack the close economic relation and integration with AH to be employees.  They make important business decisions that affect the profitability of their practices.  They have a meaningful opportunity to negotiate over the terms and fees provided by AH.  Thus, the physicians are not employees of AH, but are independent contractors with the meaning of the Act.

NOTES:

· The court holds that the physicians cannot unionize because they are not employees.

· The NLRA is applied to employees.

· The Doctors are trying to analogize themselves with employees, and the court says no.

· It would take an amendment of the NLRA to allow this, probably

· Residents and interns have been held to be covered by the NLRA, as of 1999, and they are employees because they are also students  

2. Supervisor?

Kentucky River Community Care, Inc. v. NLRB (1999)


KRCC maintains that the RN’s it employs are supervisors and therefore exempt from the collective bargaining unit.  Supervisors are specifically excluded from the NLRA protections.


The test is basically if they have the authority to engage in one of the activities enumerated in the statute, whether they use independent judgment in that activity, and whether they do so in the interest of the employer.  It is a fact-intensive inquiry.  


The court’s task is to decide whether the responsibilities of the nurses, called for independent judgment.  According to the NLRB, they are not supervisors and are included in the bargaining unit, but according to KRCC and the court, they are supervisors and are therefore not included.  Nurses are supervisors when they direct assistants with respect to patient care, rectify staff shortages, fill out evaluation forms, and serve as the highest-ranking employee in the building during off-peak shifts.  These duties involve independent judgment, which is not limited to, or inherent in, the professional training of nurses. They are supervisory in nature and are conducted in the interest of the employer.  

 
The dissent had a different factual understanding and argued that the nurses were not supervisors. 

3. Concerted Action? 

NYU Medical Center and Association of Staff Psychiatrists, Bellevue Psychiatric Hospital 

The evidence showed that the Association of staff psychiatrists is a labor organization under the Act, even though it is not a union.  The complaint alleges that the Respondent violated §8(a)(1) of the Act by threatening employees with cutbacks, layoffs, and other consequences if they continued to protest a change in employee work hours.  The complaint also alleges that there was a violation of the Act by discharging doctors, all members of the executive committee of the association, because they engaged in protected concerted activities.


HHC (Health and Hospital Corporation) is a quasi public corporation responsible for operating the municipal hospital system of NY City, including Bellevue Hospital.  For years, HHC had expressed its dissatisfaction with a practice under which certain psychiatrists worked from only 9 to 3.  HHC required full time people to work at least 40 hours. By memo, HHC executive director advised Dr. Trujillo that because of the fiscal situation, full time doctors must work at least 35 hours per week, with no exceptions.  Dr. Trujillo made the announcement, and that everyone had to work more or take a pay decrease.  The staff was eventually reduced by 10.  Six members of the executive committee were among those terminated. 


The court was persuaded that a motivating factor in the discharge of the six doctors was based on their protected concerted activities based on the abundant evidence of animus toward the Association and its various executive board members on the part of respondent; their open opposition to the change in hours and other activities on behalf of the psychiatrists and the respondent’s knowledge thereof, the unlawful threat of cutbacks, layoffs and other consequences if they continued to protest such change, and the timing of the discharges relative to their protected activity.  The burden now shifts to the respondent to establish that it would have terminated the doctors even in their absence of their protected concerted activities.         

NOTES:

· The Doctors are claiming that it was retaliatory firing 

· So, the absence of the union is not necessarily fatal in the NLRB case, whereas it was in the AmeriHealth Case
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Discrimination Law

Estate of Mauro v. Borgess Medical Center (1998)


Mauro brought an action against his former employer, under the ADA and the Rehabilitation Act.  He lost, and he appeals, arguing that as a surgical technician, he did not pose a direct threat to the health and safety of others and that the district court therefore erred in granting summary judgment for the employer.  This court affirmed the grant of summary judgment.


An anonymous tip told the hospital that he had full blown AIDS.  They offered him a position that would eliminate all risks of transmission of the virus.  He refused.  They formed a committee to determine whether and HIV positive employee could safely perform the job of surgical technician.  The committee found that it was not safe, and he could no longer serve as a surgical technician.  They offered him the other position again, or he would be laid off.  He was laid off, and he filed suit.


He claimed under the ADA and Rehabilitation Act.  The primary inquiry here is whether under both acts, his activities as a surgical technician posed a direct threat or significant risk to the health or safety of others?


There is a 4-factor inquiry:

· Nature of the risk (how the disease is transmitted)

· Duration of the risk (how long is the carrier infectious)

· Severity of the risk (what is the potential harm to 3rd persons) and 

· Probability that the disease will be transmitted and will cause varying degrees of harm

The fourth one above is at issue here.  The parties agree that the other three indicate that he would be a significant risk.  EEOC guidelines also provide further insight…it can’t be because of “slightly increased risk.” It must be a significant risk. The courts should defer to the reasonable medical judgments of public health officials, such as the CDC.  The CDC guidelines were vague, but issued a report.  They stated that the risk is generally small, but that with exposure prone procedures it is a greater risk.  The court gave deference to the medical judgment in the CDC report.  

The court concluded that Mauro posed a direct threat to the health and safety of others.        

Topic 5: Regulating Quality of Health Care Institutions

Although hospitals, nursing homes, and other health care facilities do not themselves practice medicine, the quality of the institution itself can have a very significant impact on the quality of care.  State agencies may regulate only under its statutory authority; and if there is no legislative authorization for the regulation of a specific institution, the state may not reach that entity.

NOTES:

· Hospitals are the prototypical health care institution (they are mainly not-for-profit)

· Nursing homes would then come next (nursing homes differ from hospitals because they are responsible for complete and total environment of their residents for a very long time, and most are for profit)

· Then after long-term care facilities, are home health agencies that provide health care services to individuals at home

· Home health care is a big business (note: when the business attracts scam artists or when the government investigates, that means it is big business) (usually rehab patients involving providers from several different agencies working as independent contractors, subcontractors or employees)

· Hospices began to proliferate in the 1980’s because Medicare began funding it

· Ambulatory surgical centers for performance of surgical centers

· Rehab centers also fit into this category

· Dialysis centers – once Medicare started funding it people started opening dialysis centers and there is a lot of home dialysis too

· Doctor’s offices are also health care facilities arguably in need of quality care

Hospital quality and licensure relies on standards of JCAHO. Federal government also has the authority to regulate b/c of its role as purchaser of healthcare for Medicare and Medicaid.  But only hospitals that wish to receive payment for these services (Medicare & Medicaid) must meet federal regulations.  

Mauceri v. Chassin (1993)

Since 1979, the ( has operated a business out of her home providing patients and their families with the names of home health aides.  It is up to the patient to contact the aide and work out the pay, schedule, etc.  The ( makes 80 cents for each hour the home health aide works for the client.  ( does not conduct any investigation as to the qualifications of the aides, nor does she plan care or maintain medical records.  During 1990, the DOH received a complaint about her business that she was not licensed.

If ( and other small businesses were required to comply with the whole public health law, costs would certainly go up, and that is not a worthy state goal; however, the construction given to a statute by the agency charged with implementing it should be upheld if not irrational.  Home health aide services are included in the statute though, and she clearly engages in arranging home health aide services.  The interpretation of the statute is not irrational and as a result, it will be upheld.  Thus, ( is enjoined from operating, until she gets a license under the Public Health Law.

POINT: follow the statute.

BOOK NOTES:

· Long-term care is an important and growing part of the health care sector

· Some traditional notions of what different health care entities do are blurred; however, there are significant differences among these institutions

· Nursing homes are unique because they are responsible for complete and total environmental care of their residents over a very long time; nursing home residents are chronically rather than acutely ill

· Nursing home residents typically bear multiple serious, chronic and intractable medical conditions

· Nursing home characteristics have limited the ability to bring suit against them because causation may be difficult to prove and because mental impairment makes many nursing home residents poor witnesses; also their damages are low because of limited life remaining and disabilities as well as the fact that they don’t suffer lost wages or medical costs since most get Medicaid or Medicare

· Most nursing homes are for-profit while most hospitals are not-for-profit.

· Home health care has been one of the fastest growing segments of the health care system.

· Home health care enjoys a positive image, but they can be inadequate.  It often involves many people in providing the care, and as a result, litigation is difficult.  

· In many states, hospital licensure relies on the standards of the Joint Commission on Accreditation of Healthcare Organizations (JCAHO).  Most states license some home health agencies, though the system is usually the least developed and the least financially supported.

· Nursing home facilities quality is regulated at two levels: federal and state.  State is mandatory and federal is optional, but must be complied with if they want to be allowed to participate in and receive federal money from Medicare and Medicaid.  Most nursing homes cannot survive without those payments.  

· Quality assurance in nursing homes has historically been absent; it wasn’t until the 70’s or 80’s that regulation started moving into these areas; they are largely regulated by the states and a combination of state and federal law

Spectrum: 

LONG TERM CARE ( ASSISTED LIVING ( Independent Living ( HOME CARE 

· Assisted Living: you pay, and get meals, and recreational services, and maybe some health related of personal care services; assisted daily living services.

· Independent Living: you get less of the above; lower gradation of care; more flexible 

· Payment for long term care is about 60% paid by Medicaid

· Traditionally nursing home care was paid for privately or by Medicaid

· It has become largely a governmental function, a societal function

· The alternative is private pay or family pay

· Families can pay by either paying themselves or by buying insurance

· People ship their family members off because more women are in the work force now and also because of geographic disbursement 

· Liability is another way of attempting to ensure quality control in nursing homes 
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Doctors’ offices are the one exception; they are largely not subject to licensure by the states or accreditation by private organizations. Hospitals and LTC facilities are both licensed by the state.  In addition, any Health care institution that accepts Medicare or Medicaid does so with certain strings attached.    

The regulatory process of health care institutions (whether licensure or Medicare/Medicaid certification), can be divided into three functions:

1. Standard Setting

· The standards came from deplorable nursing home conditions largely because of constituent complaints and insightful newspaper reporting.

· 1987 OBRA was adopted (Omnibus Budget Reconciliation Act) and adopted most of the recommendations of a Congressionally Commissioned study of nursing homes

· There is the Medicaid Act under Title XIX

· The funding for Medicaid goes to the states

· But in order to get the funding, the states must have a plan, which must be approved

· The Dept of HHS (formerly HCFA, is now called the CMS Center for Medicaid Services)

· The Plan has to designate a single state agency (SSA) to administer the program (they want some responsibility center)

· In PA the Dept of Public Welfare administers the plan

· One of the reasons for this is for quality assurance and the plan must provide for periodic inspections (surveys, conducted by state surveyors)

· There are federal standards that are put forth for the surveyors to apply, though they may be supplemented by state standards

· Surveyors use manuals as well, regulations, and statutes

· LTC’s live in fear of getting cited for a violation

· The problem with the case below is that the surveys were facility oriented, not patient oriented; you can have a flawless “facility” and you can still have terrible patient care 

· The case below was before OBRA 1987, but OBRA seeks to introduce more patient oriented standards

· There are both for-profit and not-for-profit nursing homes

· You’ll pay more at a for-profit, but get lower care because they are trying to increase their profit for shareholders

· The nursing home industry has been a haven for people trying to rip off the government; another big problem is false claims (billing for services not provided or for higher level services than provided)  

In Re The Estate of Michael Patrick Smith v. Heckler (1984)


(s are seeking relief under §1983 in a class action alleging that the Secretary of Health and Human Services has a statutory duty under Title XIX of the Social Security Act, commonly known as the Medicaid Act, to develop and implement a system of nursing home review and enforcement designed to ensure that Medicaid recipients residing in the Medicaid certified nursing homes actually receive the optimal medical and psychosocial care that they are entitled to under the act.  (s contend that the enforcement system developed by the Secretary is facility oriented and fails to meet the statutory mandate.  


The district court found the patient oriented management system feasible but found that the Secretary had no duty to use such a system.  The court recognized that the conditions in some nursing homes were so bad that they were like orphanages for the aged.  

The primary issue on appeal is whether the trial court erred in finding that the Secretary does not have a duty to develop and implement a system of nursing home review and enforcement, which focuses on and ensures high quality patient care.  (s instituted the lawsuit in an effort to improve the deplorable conditions at many nursing homes.  

The purpose of the Medicaid Act is to enable the federal government to assist states in providing medical assistance to aged, blind, or disabled individuals, whose income and resources are insufficient to meet the costs of such necessary treatment and other services to help individuals retain capabilities for independence and self-care.  The key requirement for purposes of this law suit is that a skilled nursing care facility must meet such other conditions relating to the health and safety of individuals who are furnished services in such institution or relating to the physical facilities thereof as the Secretary may find necessary.  (s in this case contend that the form used is facility oriented and that it focuses on the theoretical capability of the facility to provide high quality care rather than patient oriented which would focus on the care actually provided.  (s challenge the enforcement mechanism that the Secretary has established rather than the substantive medical standards or conditions of participation, which the Secretary has adopted, and which the states must ratify to have their plans approved.  

The surveys assess the care provided almost totally on the basis of the records, documentation, and written policies of the facility being reviewed.  Very few questions on the survey actually related to patient care, still fewer required patient observation.  (s contend that the enforcement mechanism focuses completely on the facility rather than on the care actually provided in the facility.  They further contend that the Secretary has violated their duty to ensure that only facilities, which meet the substantive standards of the Act, receive federal Medicaid monies.  

The district court said that the plan asked for, was feasible, but that there was no duty to administer the plan.  The appeals court found a duty on behalf of the Secretary.  The federal government has more than a passive role in handing out money to the states.  The Secretary of HHS has a duty to establish a system that adequately informs her as to whether the facilities receiving federal money actually satisfy the requirements of the Act, including providing high quality patient care.  There is a duty to be initially informed, but also a duty to continually supervise.  The periodic inspections must address the care being provided in nursing facilities.  While participation in the program is voluntary, those that choose to participate must comply with federal statutory requirements.  The court then concluded that the facility-oriented program is not sufficient and that the Secretary has a duty to implement the patient care oriented evaluation.     

Prologue: the Secretary issued final regulations to implement a new survey system, and the district court rejected the final regulations because it did not include the necessary survey instruments and they held the Secretary in contempt.  

2. Survey and Inspection

Southern Health Facilities, Inc. v. Somani (1995)


Complaint alleged that ( Southern Health is an OH proprietary corporation licensed and authorized to operate a 150 bed nursing home under chapter 3721 provisions and that it is also certified to participate in Medicare and Medicaid programs.  It was averred that ( ODH is the agency of the state designated as the State Survey Agency and that ODH is a party to an agreement with the OH Dept of Human Services authorizing ODH to conduct inspections of Medicare and Medicaid certified skilled nursing facilities in OH.  (s filed a FRCP 12(b)(6) motion to dismiss for failure to state a claim, which the trial court granted.  


The complaint alleged that the failure to follow mandated procedures resulted in defendants inappropriately citing them (() for deficiencies.  They further alleged that (s made incorrect survey determinations at the facility, refused to remove these improper statements regarding the care and services, issued public notices falsely stating that the facility delivered sub-standard care, also alleging that (s have failed to properly train those administering the surveys and that the surveys are required to be, but are not uniformly and consistently applied between providers and from one survey to the next.  


(s contend that the trial court failed to apply the proper standard in ruling on the motion to dismiss and specifically that the complaint sets forth sufficient facts describing in detail the deficiencies of the survey conducted at the facility and that the court failed to presume the truth of the facts alleged.


The appeals court agreed that accepting the allegations as true, the trial court erred in granting the motion to dismiss.  (s complaint sufficiently alleges cognizable procedural and substantive due process claims as well as violations of state and federal provisions.


The issue is whether it appears from the complaint that there can be no set of facts, which would entitle (s to the relief requested, and the court concluded that the allegations were sufficient to withstand dismissal.


Due Process Claim: They might have a valid claim if they were not granted due process.

· Closing the doors is a deprivation of property (they have a property interest, which the state is going to impinge upon)

· Notice and opportunity to be heard
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3. Sanctions    

Vencor Nursing Centers v. Shalala (1999)


Application by the ( (Vencor), for an order temporarily restraining the ( (Secretary of HHS), from terminating one of Vencor’s facilities from the Medicare and Medicaid programs, and seeking other declaratory and injunctive relief.  


The SA inspected Vencor on behalf of the Dept of HHS.  Statement of deficiencies was issued.  Vencor’s facility filed a Plan of Correction (POC).  A follow-up survey resulted in another statement of deficiencies and another POC.  The facility was terminated for failure to maintain substantial compliance for 6 months.  


A preliminary injunction may be granted only when the movant demonstrates: a substantial likelihood of success on the merits, that irreparable harm will result in the absence of the relief, that no other party will be harmed in the motion is granted, and that the public interest supports granting the requested relief. 


 The court found that Vencor has not shown that HHS lacked the authority to terminate without finding immediate jeopardy.  So, HHS can terminate even without a finding of immediate jeopardy.  This is in addition to their requirement to terminate when there is immediate jeopardy.  

NOTES:

· Shutting down a hospital is much easier than shutting down a nursing home; there is always an over supply of hospital beds and room for transfers, but in the nursing home context there are not always, and rarely even are, beds available for transfer

· In shutting down a long-term care facility there is concern about where the people/patients are going to go

· In OBRA 1987, Congress gave HCFA the ability to impose intermediate sanctions

· Intermediate sanctions give the authorities sanctions in between doing nothing and shutting down the facility

· You can fine them, but note that the cause of the problem may be lack of funding, so a fine may be a bad choice for a sanction

· Temporary management changes in order to improve the quality (receivership)

· There is also the possibility of giving financial incentives for good care or good results

· Another way is to tax those that are self-paying facility patrons, as a way of subsidizing the care for the poor

· It raises the question of who should be paying for it; should the families be responsible (should we cut costs by having the families pay for it); or should we cut costs by lowering quality; or should we try and meet costs by taxing in some way 

Private accreditation of health care facilities:

· JCAHO, Joint Commission on Accreditation of Healthcare Organizations, offers accreditation programs for hospitals, nursing homes, home health, and other facilities

· NCQA, National Committee on Quality Assurance, which accredits health maintenance organizations 

· JCAHO is a voluntary activity, but hospitals that meet standards and receive accreditation through this, receive important economic and professional benefits only available to accredited hospitals

· Federal government relies on JCAHO determination to certify hospitals for Medicare participation as a substitute for routine government surveillance (deemed status)

Accrediting associations set standards for and engage in some for m of surveillance of entities seeking to gain or maintain accreditation.  Accreditation may be viewed as a seal of approval, that it meets standards of an external organization.  JCAHO’s is the largest and the most influential.  Home Health Agencies accredited by JCAHO are deemed to meet the requirements for Medicare and Medicaid.  Hospitals face random unannounced surveys under JCAHO’s amended survey policy.  

NOTES:

· Health care institutions seek accreditation because it is sort of the good housekeeping seal of approval

· Representatives from the American Hospital Association, AMA, etc. got together to set standards

· Deemed status is a big bonus: the Medicare statute says that if they meet the JCAHO standards, you are deemed to meet the requirements under the Medicare statute for purpose of reimbursement; you don’t have to undergo a separate Medicare assessment; 

· Regarding tort liability: these standards are evidence of the standard of care

· State licensing is also key here: some states will waive licensing requirements and essentially have a deemed status provision thing

· JCAHO applies to hospitals

· Some nursing homes & health agencies use it (but it is costly)

Private standard setting problems:

· The you scratch my back I’ll scratch your idea (it is potentially suspect)

· The large private accreditation agencies can be just as bureaucratic as the government

· In practice the JCAHO inspections are scheduled way in advance so the hospital has plenty of time to prepare for it

· If you have deficiencies, practice used to be that they were scheduled as well, but now they are random and are only given 24 hours notice

· Some feel that because of the above (notice), the accreditation is not a good indicator of hospital quality

Part III: ACCESS TO HEALTH CARE 

Topic 6: Legal Obligation to Provide Care

(Access is the part of quality we are focusing on here, but remember that cost is a factor of access)

A number of factors can impede an individual’s access to quality health care, and ability to pay is the largest factor.  Medicaid though is severely limited in terms of eligibility.  Public hospitals have also closed in large numbers.  There are other factors as well, such as discrimination based on race, gender, or medical condition.  The problems include long waiting times of weeks to months for treatment. 

Generally, private health care providers have no duty to provide uncompensated care, and generally it is a voluntary relationship.  Legal obligations to furnish care are exceptions to the general rule.  Most of the expansions of the duty to provide care have been legislative, with state and federal statutes prohibiting discrimination on the basis of certain characteristics of the patient, or mandating treatment for all patients in exchange for the receipt of government funds for the treatment of some patients.

There are two issues: do you have insurance and can you get coverage, and then if you have coverage do you have access to the care you need or want?  Cost is not the only barrier, there are other non-economic conditions that create barriers: race, gender, and health status discrimination. 

There was generally no duty to treat.

There were some common law doctrines though…

With respect to hospitals, the general no duty rule started to erode early on.

I. Physician’s Duty to Treat
Common Law

Ricks v. Budge (1937)

Action for malpractice against (s who are physicians and surgeons at Logan, Utah, and are copartners doing business under the name and style of the “Budge Clinic.”  ( alleges that (s refused to treat or care for ( and abandoned his case.  When ( left the hospital on the 15th Dr. Budge advised him that if the finger got any worse ( was to return to the doctor at once for further treatment.  On the 17th he called the doctor, who told him to report to the doctor’s office, and he promptly did so.  The doctor examined the hand and told him that the hand was worse.  Another co-doctor said the same and they told him to report to the hospital immediately for treatment.  When he arrived at the hospital, another Doctor Budge basically said that he owed them money and that he wasn’t going to help him until the account was taken care of.  The account was apparently of some years and had nothing to do with the current treatment.  ( finally asked the doctor if the doctor was going to help him and the doctor said no.  The patient asked for help, and said he would try to move.  The doctor helped him get dressed and then he left.  He went a few blocks to another hospital and another doctor there treated him.  That doctor testified that the hand was swollen with fluid oozing out from the infection which extended up the arm, and that the patient required immediate surgical attention.  He stayed in the hospital for a month.   He had to have the finger amputated and part of the bone removed.  

(s contend that there was no employment contract and that absent a valid contract they were not obligated to proceed with treatment, and that the refusal to treat did not cause any damage.  

The court felt that there was doubtless a relationship between the physicians and the patient.  When the patient left the hospital, he understood he was to report to that doctor for help if it got worse, and upon reporting to him two doctors there referred him to the hospital and then refused to treat him.  The general rule is that a physician or surgeon, upon undertaking an operation or other case, is under a duty, in the absence of a limiting agreement, to continue his attention, after the first operation or treatment, so long as the case requires attention.  The obligation of continuing attention can be terminated only by the cessation if the necessity which gave rise to the relationship, by the discharge of the physician by the patient, or by the withdrawal of the physician after giving the patient sufficient notice so as to enable the patient to secure other medical attention. A physician has the right to withdraw but must provide sufficient notice.

The court could not say as a matter of law that the ( suffered no damages as a result of (s refusing treatment.  The amount of damages and exactness of suffering, etc. are questions for the jury.    

NOTES:

· Here the court does find a duty to treat, or liability for not treating

· The court reaches this conclusion based on an already existing relationship

· They began treating, and once they begin treating, they have a duty to treat

· The black letter law of abandonment is that the doctor can’t abandon their patient

Childs v. Weis (1969)


Mrs. Childs, a resident of Dallas County was approximately 7 months pregnant and visiting Lone Oak, Texas, when at about 2:00am she presented herself to the Greenville Hospital ER.  She stated that she was bleeding and having labor pains.  She was examined by a nurse, who stated that she would call the doctor.  Childs said the nurse returned and said that the doctor said that she would have to go to her doctor in Dallas.  She stated that she would not make it and apparently the nurse told her that she would.  The weather was cold, and about a ½ hour after leaving the ER, the baby was born in a car.  The baby lived about 12 hours.  

Dr. Weis said he had never examined or treated Childs and in fact had never even spoken to or seen her at any time in his life.  He never consented to examine or treat her either.  He said he did receive a call from the nurse, and that he told the nurse to have the woman call her doctor and get instructions from her doctor.  He said he knew nothing more about the incident until he was served for the suit.  

The general rule is that the relationship of physician and patient is dependant upon contract, either express or implied, and a physician is not to be held liable for arbitrarily refusing to respond to the call of a person even urgently in need of assistance provided that the relationship of physician-patient did not exist at the time the call is made.

Here there was no evidence of a contract, either implied or express, thus he was under no duty to examine or treat Childs.  He did what seemed to be the reasonable thing – advised her to call her doctor for his instructions.  The nurse may have screwed up the message, but that is not his fault.  The court affirmed the grant of summary judgment in the doctor’s favor.

NOTES:

- This is basically an application of the general tort no-duty rule, there has basically been an omission and generally that doesn’t create a duty, unless you are the one that put them in peril

Hiser v. Randolph (1980)


Trial court entered summary judgment in favor of the ( physician Dr. Rudolph, and the decedent’s spouse has appealed.  The hospital was the only hospital serving the community.  It has an ER for the treatment of people in need of immediate medical services.  Dr. Randolph and 7 other doctors rotate as the 12-hour “on call” physicians.  (’s wife went with him to the ER at about 11:45pm in a semi-comatose condition and the nurse in the ER evaluated her as being very ill.  She had an acute diabetic condition called juvenile onset diabetes of the brittle variety.  Dr. Arnold, her regular physician, had treated her in the hospital ER on the preceding day.  The ER nurse called the on call doctor and he said he would not treat her.  She called Dr. Arnold who told her to get the on call doctor.  He said no.  She called the chief of staff who talked to Dr. Randolph, who still refused and the chief of staff came in to treat her at 12:30, and continued to treat her until Dr. Arnold arrived in the morning.  She died at 11am, the next day.  


There was a conflict as to his reason for not treating her.  He said it was because he could not adequately treat diabetes, and others testified that it was because her husband was a lawyer.  It was not pertinent to the appeal, but it was dumb.


The question is, in being the on call doctor, did he contract away his right to refuse to treat.  The court held that by assenting to the bylaws and rules and regulations, and accepting payment from the hospital, he became bound to treat all patients suffering from all types of diseases.  Note that the duty is based on his contract with the hospital.         

Americans With Disabilities Act

· Legislatures, though rarely, have sometimes imposed duties upon the physician.

Bragdon v. Abbott (1998) (October 20)

Two Issues: 

· Whether HIV infection is a disability under the ADA when the infection has not yet progressed to the so called symptomatic phase 

· Whether the Court of Appeals, in affirming a grant of summary judgment, cited sufficient material in the record to determine, as a matter of law, that respondent’s infection with HIV posed no direct threat to the health and safety of her treating dentist

Facts: Respondent Abbott has been HIV infected since 1986, and when the incidents occurred her infection had not manifested its most serious symptoms.  She went to the office of Bragdon, for a dental appointment.  She disclosed her HIV status on the registration form, and petitioner conducted an examination.  Upon finding a cavity, he informed respondent of his policy against filling cavities of HIV+ patients.  He offered to perform the work at a hospital with no added fee for his services though respondent would be responsible for the cost of the hospital’s facilities.  Respondent declined. Respondent then sued petitioner under §302 of the ADA, alleging discrimination on the basis of her disability.  


The district court ruled in favor of the (s holding that being HIV+ satisfied the definition of disability.  The court of appeals affirmed, holding that respondent’s HIV infection was a disability, even though her condition had not yet progressed to the symptomatic stage.  The Court of Appeals also agreed that it would not have posed a direct threat to the health and safety of others.  


Dealing first with whether being HIV+ is a disability: the court stated that HIV does fall well within the general definition set forth by the regulations.  The court held that it was impairment from the moment of infection and that HIV infection satisfies the statutory and regulatory definition of a physical impairment during every stage of the disease.  The other part of the definition (affecting a major life activity) was also satisfied, where the court had no trouble finding that impairment of the ability to reproduce is affects a major life function.  The third part of the definition is that the physical impairment must be a substantial limit on the major life activity.  The court found that this aspect was also met stating that it need not be impossible, only limited.  Thus, the court held that respondent’s HIV infection is a physical impairment, which substantially limits a major life activity as the ADA defines it.  


On the issue of whether it is appropriate to defer to petitioner’s judgment and whether it posed a direct threat to the health or safety of others, the court recommended that the court of appeals consider other studies and decide again on remand the issue of risk.  There must be a significant risk in order to not treat.  The court noted that the appeals court gave some evidence too much weight and might not have given other evidence enough weight and sort of asked it to reconsider.

Notes:

· Under the ADA she must get under the definition of disability

· She gets in under the “physical or mental impairment that substantially limits one or more of the major life activities of such individual”

II. Hospital’s Duty to Provide Treatment (EMTALA)

A hospital may have a common law duty to provide emergency care.  Even though a hospital did not have to have an ER, if it did, it had to provide emergency care to a person who relied on the presence of the ER in coming to the hospital.  The courts find that the hospital breaches duty when it doesn’t provide treatment once it has undertaken the duty to exercise reasonable care, and in operating an ER they have undertaken this duty.  The common law duty was that the patient had to be stabilized and once they were stabilized, they could be transferred.  EMTALA was enacted in response to “patient-dumping,” where a patient would be transferred from one hospitals’ ER to another’s for admission.  EMTALA applies only to hospitals that accept payment from Medicare and operate an ER.  They must do an appropriate medical screening and stabilize a patient before transferring, if transferring is necessary.

NOTES:

· Emergency Medical Treatment and Active Labor Act, which required that hospitals do certain things

· EMTALA applies only to hospitals that accept payment from Medicare and operate ER’s

· The constitutional hook is based on the spending power, which is why it only applies to Medicare hospitals, and only hospitals with ER’s are required to treat because of capabilities

· Patient comes to hospital: they must first determine (1) if the patient has an Emergency Medical Condition (EMC) (2) by an appropriate medical screening and if the patient has an EMC the hospital must (3) stabilize the patient prior to transfer if transfer is necessary

· Remedies for violation: civil suit against hospital (not individual physicians)

· If there is no EMC, the hospital can just dump the patient, however, this does not mean that the doctor/hospital won’t be liable for malpractice
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Baber v. Hospital Corporation of America (1992)  


Barry, administrator of the estate of Brenda, instituted this action against Dr. Kline, Dr. Whelan, RG Hospital, BAR Hospital, and the parent corporations of both hospitals.  Barry alleged that the (s violated EMTALA.  The (s moved to dismiss the EMTALA claim under FRCP 12(b)(6).  Because the parties submitted affidavits and depositions, the district court treated the motion as one for summary judgment.  


Barry alleged violations such as, failing to provide his sister with an appropriate medical screening examination, failing to stabilize her emergency medical condition, and transferring her to BAR Hospital without first providing stabilizing treatment.  The District Court granted summary judgment for the (s, and finding no error the court of appeals affirmed.  


EMTALA does not permit private suits for damages against the attending physicians.  EMTALA only requires hospitals to apply their standard screening procedure for identification of an emergency medical condition uniformly to all patients.  Barry failed to prove that RGH did not do so.  EMTALA does require some medical screening, but Barry has failed to show that RGH did not provide screening.  While EMTALA requires the ER to apply its standard screening, it does not guarantee that the ER personnel will correctly diagnose a patient’s condition as a result.  Barry provided no evidence that a proper screening was not given.  Barry only claims that they did not do enough to diagnose her condition or treat her injury, not that they did anything differently for her than they would have for anyone else.  RGH did not deviate form their standard and as a result summary judgment in their favor on that issue was proper.  


Barry also alleges that RGH inappropriately transferred his sister.  EMTALA’s transfer provisions are only in effect when the patient suffers from an emergency medical condition.  To prove this the ( must present evidence that:

· The patient had an emergency medical condition

· The hospital knew of the emergency medical condition

· The patient was not stabilized prior to transfer, and 

· Prior to transfer of the unstable patient, the hospital did not obtain the proper consent or follow appropriate certification procedures.

This test requires actual knowledge on the part of the hospital, not should have known type knowledge.  Barry did not present evidence of actual knowledge.  Thus, the district court properly granted summary judgment on this issue as well.

In the Matter of Baby K (1994)


The hospital brought the action for declaratory judgment that it is not required under EMTALA to provide treatment other than warmth, nutrition, and hydration, to Baby K, an anencephalic infant.  The Court of Appeals agreed with the District Court that EMTALA gives rise to a duty on the part of the hospital to provide respiratory support to Baby K when she is presented at the hospital in respiratory distress and treatment is requested for her.  


Baby K was born at the hospital and because she had difficulty breathing on her own, they put her on a mechanical ventilator, which allowed the doctors to confirm the diagnosis and also to give the mother the opportunity to understand the prognosis of the baby.  The physicians explained that most babies like this die within a few days and aggressive treatment would serve no purpose, and then the recommended that the baby only be provided with supportive care in the form of nutrition, hydration, and warmth.  The physicians also provided info about a do not resuscitate order.  The physicians failed to reach an agreement and she kept insisting on the breathing assistance.  They tried to transfer the baby, but none would take her.  When baby K no longer needed the assistance she was transferred to a nursing home, but since being transferred she has been taken to the hospital 3 times for breathing difficulties.  The hospital filed the action to resolve the issue of whether it was obligated to provide care it deemed inappropriate, and the baby’s guardian ad litem (father) joined the hospital.  The district court denied the relief sought and the petitioners appealed.  


The hospital recognizes that a straightforward application of the statute requires the hospital to provide respiratory support through the use of a ventilator.  The hospital offers four arguments in order to attempt to avoid the plain language of the statute:

· That this court has previously interpreted EMTALA as only requiring uniform treatment of all patients exhibiting the same condition

· That in prohibiting disparate emergency medical treatment Congress did not intend to require physicians to provide treatment outside the prevailing standard of medical care

· That an interpretation of EMTALA that requires hospitals to provide respiratory support to an anencephalic infant fails to recognize a physician’s ability, under Va. law to refuse to provide medical treatment that the physician considers medically or ethically inappropriate practice

· That EMTALA only applies to patients who are transferred from a hospital in an unstable condition

The hospital must provide treatment necessary to prevent the material deterioration of each patient’s emergency medical condition.  In the case of baby K that treatment required is respiratory support.  The plain language of the statute requires this.  Even if Va. law allows it, state laws must give way to federal legislation and EMTALA would preempt here.  Thus the court is bound by the statute, which in this case would require the respiratory treatment.  

Dissent: He argues for a more fact sensitive approach, a case-by-case analysis.  He has a humanitarian concern here.  

Kristy’s Notes
· Access
· Problems with current health care system ( so many of the rules are developed around people who are insured and totally disregarded the people who are not insured (substantial amount of the population; still growing)

· EMTALA Requirements
· To conduct an “appropriate medical screening” to determine whether a patient has an emergency medical condition.

· If a patient has an emergency medical condition, then an obligation arises to stabilize the patient’s condition before he or she can be transferred to another hospital.

· Baber v. Hospital Corporation of America (pg. 772)

· B previously taking anti-psychotic medications but stopped taking them; thinks she might be pregnant; drinking heavily when arrives at ER; exhibits very agitated behavior in the hospital. 

· Has convulsion; hits head on a table and lacerates her scalp. 

· Doctors decide to transfer her to an ER with a psychiatric ward.  At BARH (the psychiatric hospital) a nurse monitors B every 15 minutes.  She has a grand mal seizure and goes into a coma. 

· CT scan reveals a subdural hematoma

· BARH transfers her back to 1st hospital (RGH) b/c RGH had a neurosurgeon on staff.  She died later that day. 

· B’s estate sues, alleging an EMTALA violation.  

· Advantage of medical malpractice action ( can go after the doctors as individuals; not able to do this under EMTALA

· In order for B to impose liability under EMTALA, she must establish that an appropriate medical screening was not provided. 

· Adequacy question – was the screening provided enough?

· If medical malpractice question – reasonable doctor standard; national standard of care. 

· EMTALA:

· The hospital has to have a system in place to screen. 

· A standard subjective to individual hospitals

· See Footnote on page 775

· “Our holding, however, does not foreclose the possibility that a future court faced with such a situation may decide that the hospital’s standard was so low that it amounted to no ‘appropriate medical screening.’”

· What is the real test of what an appropriate medical screening really is?

· The ER has to provide to every person the type of screening it would provide to “any paying patient.”

· B must also establish that she had an emergency medical condition
· Life threatening or serious medical condition 

· Problem ( some life threatening conditions are not immediate; only chronic

· EMTALA is sometimes referred to as an unfunded mandate – must treat patients without insurance.

· Hospitals can use collection agencies, etc. in order to attempt to collect their money though. 

· In the Matter of Baby “K” (pg. 780)

· Anencephalic baby; born without a portion of the forebrain/cerebral cortex; respiratory distress develops because the midbrain can’t keep control of the respiratory system 

· Anencephaly is fairly rare; even rarer today because of prenatal screening

· Hospital eventually brought suit against continuing treatment; declaratory judgment action to have treatment terminated

· Baby K lived about 2 ½ years; a really long time for an anencephalic baby 

· Hospital claims that it has no obligation under EMTALA to continue to provide care. 

· One issue was definitely money 

· Resistance to being told what appropriate treatment is by the mother. 

· Question ( Does Baby K have an emergency medical condition?

· Majority views the emergency medical condition as the acute respiratory failure

· Dissent views the emergency medical condition as the anencephaly which causes the acute respiratory failure. 

· Hospital claims we did for her what we would do for any patient with anencephaly. 

· Supreme Court denied cert; this case still stands in the 4th circuit

· Similar case ( Note 2 (pg. 784) ( Bryan v. Rectors and Visitors of the University of Virginia
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EMTALA

· Requires stabilization before transfer

· Stabilization – says something about material deterioration; the patient must be in a position to not materially deteriorate; the sending hospital has to be pretty confident that you can send the patient from one hospital to the other and that the patient will get there alive and the transport won’t seriously injure the patient 

· The transferring hospital must get the patient stable to transfer him, but what is the standard? To stabilize the standard depends on the patient and on the condition, rather than by stating an “appropriate screening” type test.  It depends more on the patient itself rather than what any patient would generally get.  

· EMTALA is an unfounded mandate tied to Medicare and not to Medicaid

· EMTALA – does it apply outside the ER?  The circuits are split.

· Managed care plans say in essence don’t go to the ER because they are so expensive  

Howe v. Hull (1994)


( brought suit under the ADA, The Federal Rehabilitation Act, and EMTALA alleging that (s refused to provide Charon with medical treatment because he was HIV+. The (s dispute the allegations and have moved for summary judgment on all the claims.  


Charon and ( Howe were traveling through OH on their way to vacation, and Charon was HIV+ and had taken a Floxin tablet for the first time that morning.  Charon began experiencing fever, headache, nausea, joint pain, and redness of the skin within two hours.  They sought medical care at the ER of Memorial Hospital, and Charon was examined by the ER physician, Dr. Mark Reardon.  Dr. Reardon testified that C was suffering from a severe drug reaction and that it was his diagnosis that this reaction was probably Toxic Epidermal Necrolysis (TEN).  Reardon determined that C definitely needed to be admitted and since C was from out of town the procedure required that C be admitted to the on call physician, Dr. Hull.  Hull apparently stated that once you get an AIDS patient in the hospital you never get them out, and directed that ( be sent to the AIDS program. When Hull arrived he made no attempt to meet with Charon.  Charon was never admitted.  


Charon was transferred to Medical College of Ohio, and asked Reardon what was going on, and Reardon said that it was a small community hospital and the on call doctor did not feel comfortable admitting Charon.  ( and ( dispute the stability of Charon’s condition at the time of transfer.  Charon was admitted and treated, but despite the TEN diagnosis, he was not diagnosed by MCO personnel as having TEN and was never examined by a dermatologist.  After a few days he recovered and was released.  


There will be no liability, even if they did transfer him because of his HIV status, as long as he was stable.  If he was not stable though, the hospital can be liable for providing substandard care due to his HIV status.  The issue is thus was he stabilized?   Based on expert testimony a reasonable jury could have concluded that Charon had not been stabilized prior to transfer.  A reasonable jury could also have found that the transfer was due solely to the HIV status.  The motion for summary judgment is therefore denied on the EMTALA claims.


Under the ADA and the FRA, they claim that Charon was denied treatment solely on the basis of his HIV status.  To prevail on an FRA claim the ( must show that the plaintiff has a disability, that plaintiff was otherwise qualified to participate in the program, that defendants discriminated against plaintiff solely on the basis of the disability, and that the program received federal funding.  A reasonable jury could find this, thus summary judgment is improper.  Under the ADA the inquiry is whether the (, despite the articulated reasons for the transfer, improperly considered the HIV status, and a reasonably jury could find this as well, so summary judgment is again improper.

Other Federal Anti-Discrimination Laws

Although the most important provisions of HIPAA are those protecting individuals insured under group policies from discrimination on the basis of health status in terms of health insurance availability on premiums, persons with chronic or costly diseases such as AIDS have faced a particularly difficult time finding health insurance in the individual insurance market and in the group insurance market.  Prior to HIPAA the clearest prohibition against discrimination was found in the ADA, which forbids discrimination in the terms, conditions and privileges of employment on the basis of disability.  

Winslow v. IDS Life Insurance Co. (1998)



Winslow filed this action for declaratory and injunctive relief and for damages under the ADA and the Minn. Human Rights Act when she applied for and was denied long-term disability insurance by IDS Life Insurance Company due to her current history of treatment for a mental health condition.  ( made a motion for summary judgment and it is granted in part and denied in part.  ( had been treated for dysthymia or mild depression within the past year and was currently taking Zoloft.  IDS refused her requests for insurance based on its policy of automatically rejecting insurance to applicants who report having received treatment for a mental or nervous condition, regardless of seriousness, within the 12 months prior to application.  The IDS policy allows such applicants to be reconsidered after a year has passed since their last treatment for a mental or nervous condition.  Their policy is based upon industry-wide claims experience and data that indicate that the highest numbers of payments are made for depression-related claims.  ( notes that this policy differs from the suggestion in the manual, which the company uses for other decisions.  ( submitted for reconsideration and was again denied, even though she submitted letters form two psychiatrists and her employers stating that her symptoms were mild, etc. 


To defeat summary judgment, the ( must show that she is a person with a disability as defined by the ADA and therefore a ( covered by the ADA.  ADA defines disability as: a physical or mental impairment that substantial limits one of more of the major life activities of such individual, or a record of such an impairment, or being regarded as having such an impairment.  ( is under the 3rd of the options.  She asserts that IDS regarded her as disabled and treated her as having a physical or mental impairment that substantially limits one or more of the major life activities, in this case her future ability to work.  The court found that the purpose of the ADA requires that ADA protection be extended to cover perception of possible future disability as well.

The issue before the court is whether “public accommodations” are limited to actual physical structures or whether Title III of the ADA prohibits more than physical impediments to public accommodations for the disabled.  The court found that based on the legislative history, the DOJ interpretation of Title III of the ADA, and the reasoning adopted by a number of district courts, Title III of the ADA is applicable to insurance policies and not limited to access to actual physical structures.  


There is a material issue of fact as to whether IDS’ long-term disability insurance eligibility criteria conforms to sound actuarial principles, claims experience, or substantial data as required by Minn. State law.  The court denied summary judgment on the matter therefore.  ( asserts that IDS policy of denying long-term disability insurance to all persons having received mental health treatment within 12 months of applying is founded on disability based distinction violative of the ADA and the court found that a policy to deny coverage categorically to mentally disabled is unacceptable and violative of the ADA.  

NOTES:

· Insurance company that wants to impose restrictions on her that it doesn’t impose on others

· Employers can’t deny you employment or insurance simply because they have a disability and they can’t charge you more simply because of the disability; they have to charge everyone the same

· The court says that fear of her having a disability in the future is essentially a present condition and they are regarding her as having a disability 
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· Does the ADA cover insurance policies?

The Court in Winslow goes through numerous hoops in order to find that insurances companies fit under the ADA.  The literal reading of the statute generally gives the inkling that it applies to physical structures, which is how the 6th Circuit held.  The 1st Circuit held that public accommodations are not limited to actual physical structures.  They present numerous arguments for not restricting “public accommodations” to actual physical structures.  They argue that since there is a safe harbor provision and it applies to insurance companies, then the act must apply to them to begin with in order that they have this safe harbor provision (this is the best of their arguments).  

· Insurance has typically been regulated by the states, and the McCarren Ferguson Act is a type of reverse preemption, and it was enacted to regulate insurance 

· It bars the application of the federal statute if the statute does not specifically relate to the business of insurance, a state statute has been enacted for the purpose of regulating the business of insurance and the federal statute would invalidate, impair, or supersede the state statute

· The court in Winslow found that they did not conflict       

Book NOTES:

· The ADA is far from dead as a means of challenging egregious insurance practices.  The absolute refusal of an employer or insurer to provide health insurance on the basis of disability, for example, would violate the act.  

· But the act is increasingly proving a disappointment for advocates who had hoped that it would lead to more equitable and rationale insurance coverage.      
   

If there is a right to access, it can depend on a numerous set of factors.  There is no single right to access in the US.  Access can largely depend on the ability to pay.  There is no overall right of access and no overall right of funding.  Efforts to establish a constitutional right to health care have met with such failure that there are not many serious attempts these days.  There is very little chance of a constitutional right to health care.

Other Anti-Discrimination Laws

Book Notes:

· A number of other federal laws prohibit discrimination in health insurance on other bases, though their impact is relatively modest.

· Under Title VII of the Civil Rights Act, and the Pregnancy Discrimination Act employers cannot treat pregnancy or childbirth costs different than other medical costs; it prohibits sex discrimination and includes this; 

· The Age Discrimination in Employment Act also limits the ability of covered employers to discriminate among employees with respect to the provision of health insurance benefits; this together with the Older Workers Benefit Protection Act clarified that discrimination in the provision of benefits, including health insurance benefits, is prohibited;  
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III. Federal Initiatives to Expand Private Insurance

See pages 659-667 for HIPAA and COBRA coverage requirements.

We know HIPAA now because of the privacy stuff, but originally it had to do with insurance portability.  Insurance portability meaning that when you move from job to job you should be able to get health insurance or take your insurance with you.  Generally insurance is employer based and if you lost your job you lost your health insurance as well.

There was concern for job-lock; that people wouldn’t leave a job for loss of health insurance and the economy was in a downturn.  Although HIPAA started out as a portability law, it turned into a mammoth bill, which included all kinds of stuff.


4 Major Parts:
1. Limitations on Pre-Existing Condition Exclusions: (the practice was that if you had a preexisting condition they could deny you insurance or make you pay a large amount more than they charged others; if they were forced to take on people who were already sick, the insurance industry would collapse because no one would buy insurance until they were sick –the whole premise of the insurance industry is to buy when healthy so that when unhealthy you are insured; if they only took on sick people they would take a loss from point one with each person and it would go under) §701 limits the exclusions based on preexisting conditions (note this only applies to group insurance plans) They may now only impose a preexisting condition exclusion if and only if three requirements are met (see p. 660).  

a. Related to the condition, regardless of the cause, for which medical advice, care, or treatment was recommended or received within the 6-month period of ending on the enrollment date

b. Such exclusion extends for not more than 12 months  (or 18 months in the case of a late enrollee) after the enrollment date and 

c. The period of any such preexisting condition exclusion is reduce to the by the aggregate of the periods of creditable coverage applicable to the participant or beneficiary as of the enrollment date

These limits on preexisting condition exclusions cut down on job lock, and also helps people who were covered to be able to switch jobs.  It does not protect the person who is only motivated to get the job to get the insurance.  It protects the person who moves from one job to another.  If you have a break of 63 days or more you don’t get creditable coverage (basically 2 calendar months).

They may also not impose preexisting condition exclusions on children adopted, pregnancy, etc.  See Exceptions.     

2. Continuation of Insurance: deals with people leaving the group health plan; COBRA - when you lose your coverage you can still continue in your group policy if you pay and the employer can charge you an administrative cost of 2% and you have to have a qualifying reason, there are a variety of reasons (termination of employment or reduction of hours, death of employee for dependants, divorce or separation for dependants, spouse of retiree, dependant child ceases to be a dependant child) it can last up to about 18 months or 36 months in some cases; HIPAA expands on COBRA in §2741, (big discussion on this), but the individual insurer can charge what they want and limit to their financial capacity

3. Discrimination on the basis of health status: §702 prohibits discrimination against individual participants and beneficiaries based on health status; see factors: health status, medical condition, claims experience, receipt of health care, medical history, genetic information, evidence of insurability, disability, etc.; they are not required to provide extra benefits, etc.  

4. Group Insurance (making sure that insurance was available in the small market): §2711-2712, this is intended to ensure that employers who want to get coverage for their employees can get it; large employers are more attractive to insurance companies (because if there is a large pool of people, cost spreading or risk spreading is more feasible, and the larger the plan the smaller the per capita administrative costs i.e. it is easier to manage one company’s policy stuff than that of 5 that would equal the premiums of one larger company) So, the effort here is to make sure that there is adequate insurance in the small group market.  It says that each health insurance insurer that offers health insurance coverage in the small group market must accept every small employer in that state that applies for such coverage.  It does not however say anything about what they can charge, so essentially they could drive up the prices so that those they didn’t want couldn’t afford it. 

Definitions:

· Preexisting condition exclusion means with respect to coverage, a limitation or exclusion of benefits relating to a condition based on the fact that the condition was present before the date of enrollment for such coverage, whether or not any medical advice, diagnosis, care, or treatment was recommended or received before such date

· Genetic information shall not be treated as a condition described in the absence of a diagnosis of the condition related to such information

· Late enrollee – a participant who enrolls under the plan other than during the first period in which the individual is able to enroll, or a special enrollment period, which permits individuals who had earlier declined coverage to apply for coverage if they lose coverage they had under another policy or gain dependants 
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§702: Prohibiting Discrimination Against Individual Participants and Beneficiaries Based on Health Status:

· HIPAA says if you have health plans you can’t discriminate, but it does not proscribe what the health plan must cover.  HIPAA is a non-discrimination statute basically.  It’s effort is to provide access basically.

· A group health plan cannot require any individual to pay a premium or contribution which is greater than such premium or contribution for a similarly situated individual 

P. 666 Note 5: Limited coverage mandates, congressional mandates 

· HIPAA may not proscribe what the health plan must cover, but there are federal and state legislations that require certain things or prohibit not covering certain things

· The most relevant are the ones requiring 48 hours of hospital coverage for vaginal deliveries, 96 hours for C-sections, and a mental health parity law forbidding health plans from placing lifetime or annual limits on mental health coverage less than those placed on medical or surgical benefits
The big point is that there are like a gazillion statutes and we still have things slipping through the tracks. 

IV. Tax Exempt Health Care Organizations 

NOTES:

· History of hospitals; hospitals go way back but in the beginning they were more asylums for those who had been essentially kicked out for insanity, or leprosy or something of the like

· Then hospitals had social movements to bring together all kinds of socially undesirable people (poor, debtors’ prisoners, mentally ill, lame, feeble-minded, those who could not fend for themselves, chronically physically ill) the motivation was to get them out of prisons and into hospitals for their benefit; the motive was humane, but they turned out to be inhumane

· If you were sick and well off, it used to be that you stayed home and a doctor came to you

· Hospitals began to develop as hospitals because certain procedures required certain environments, and to take care of people

· Hospitals came from the efforts of community minded citizens; religious groups forming hospitals, and nondenominational hospitals, generally formed by collections of donations and putting that money into charitable trusts under the trust law of that state or the common law of trusts; the articles of incorporation designated purpose for which the money could be used (provision of health care, etc.) Charitable corporations on a not-for-profit basis with a charitable purpose with incorporators and a board of trustees

· As they became more complex they hired professional administrators, which may have been a physician early on, and then later the medical staff and then the professional administration into the system we have today

· This was all done under state law, but there are also federal provisions

· May apply for tax-exemption under federal law and/or state tax-exemption

§501(c)(3) of the IRC exempts from federal income tax: entities organized and operated exclusively for religious, charitable, scientific, testing for public safety, literary, or educational purposes, or to foster … amateur sports competition … or for the prevention of cruelty to animals.  An organization must meet 3 requirements for tax-exempt status:

· No part of its net earnings may inure to the benefit of any private shareholder or individual

· No substantial part of its activities may consist of certain activities aimed at influencing legislation 

· It may not participate or intervene in any political campaign on behalf of any candidate for public office
This can also include a wide array of other benefits, such as, eligibility to receive tax-deductible contributions, to issue tax-exempt bonds, exemption from federal unemployment taxes, preferred postal rates, and other pension and special antitrust, securities, labor, and bankruptcy benefits.  They are likely to qualify for exemption from state and local income, property, sales and other taxes.  Hospitals usually qualify as those organized under a “charitable purpose.”  Most US hospitals are not-for-profit while only a small fraction of nursing homes are nonprofit.  It also makes contributions to a hospital deductible.  

There are real advantages to being a 501(c)(3) not-for-profit corporation.  

There are requirements though for being a 501(c)(3):

· Must be incorporated as a not-for profit corporation under the laws of some state

· Can’t engage in any lobbying or engage in any political campaigning

· There is a de minimus rule though

· No part of its net earnings may inure to the benefit of any private shareholder or individual 
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Inure, as used above – you can’t pay dividends from the surplus of a non-for profit corporation, the way that you can in a for-profit corporation (there are no shareholders in a not-for-profit corporation) you can’t sell shares because you raise profits from donations etc.  There can be no claims of ownership of a not-for-profit corporation because no one owns it.  They are responsible for it, but do not own it.  The corporation as a legal entity owns the assets.  They may have members. The members can elect directors.  You can become a member by making a donation essentially.  The Boards runs the corporation though.   

Utah County v. Intermountain Health Care, Inc. (1985) (standards of charitable purpose in the context of modern tax-exempt hospitals)


Utah County sought review of a Utah state tax commission decision, which reversed a ruling of the Utah County board of equalization.  The tax commission exempted two hospitals owned or leased and operated by IHC from ad valorem property taxes.  The question was whether such a tax exemption was constitutionally permissible and the Utah Supreme Court held that it was not.  IHC is a nonprofit corporation but owns some subsidiaries that are for profit and nonprofit.  A board of trustees who serve without pay supervises it and it has no stock or dividends.  There is no benefit to any private person.  The tax exemptions usually serve as a quid pro quo for charitable entities undertaking functions and services the state would otherwise be required to perform.  The entities also are seen as enhancing the community.  An institution must meet the definition of charity or use its property for charitable purposes to get the property tax exemption.   A gift to the community is essential and can be identified either by a substantial imbalance in the exchange between the charity and the service recipient or in the lessening of the government burden through the charity’s operation.  

Certain factors are to be considered in determining whether the property is used exclusively for charitable purposes: 

· whether the stated purpose of the entity is to provide a significant service to others without immediate expectation of material reward

· whether the entity is supported by donations and gifts, and to what extent

· whether the recipients of the charity are required to pay for the assistance received in whole or in part

· whether the income received from all sources produces a profit to the entity in the sense that the income exceeds operating and long-term maintenance expenses

· whether the beneficiaries of the charity are restricted or unrestricted and if restricted whether the restriction bears a reasonable relationship to the entity’s charitable objectives 

· whether dividends or some other form of financial benefit or assets upon dissolution are available to private interests and whether the entity is organized and operated so that any commercial activities are subordinate or incidental to the charitable purpose 
After examining the above factors, the court found that the entity did not use its property exclusively for charitable purposes and did not meet the burden of establishing its eligibility for tax exemption.
NOTES:

· Traditionally not-for-profit corporation hospitals provided charitable care, to benefit the poor and sick, because by definition the poor were who went to hospitals

· The surplus can be reinvested in the hospital; they can update the hospital and get newer, better stuff, or treat more patients and become a bigger enterprise

· Today, financing of the health system has completely changed – we now have government programs and insurance, and hospitals are operated more and more like businesses

· In many jurisdictions the taxing authorities have sought to revoke the tax exempt status of these entities for increased revenue, by arguing that the institution has strayed from its original purpose

· The argument by the hospital is that they still provide lower cost care or free care for those that need the charity, and they should still get their tax-exempt status

· The hospital in this case loses because they were providing very little in the way of charitable care, they were generating surplus, and they were billing those that they provided “charitable” care to, and it didn’t appear that they were lessening the government’s burden in any way

· Hill-Burton Act: obligation to treat patients who can’t pay (provide charitable care) Legislation sponsored by Lister Hill from Alabama, and it was passed in 1946 (post WWII) for federal funds for construction of hospitals, and one of the conditions was to provide charitable care (the Hill-Burton obligations have largely ended)

Book Notes: 

· PA has been particularly aggressive in policing its exemption for hospitals

· Several states have enacted legislation requiring nonprofit hospitals to account for and report their community benefits

· Hospitals must meet both the organizational and operational tests

V. Forms of Business Enterprises and Their Legal Consequences

Duties of those who operate both for-profit and not-for-profit hospital corporations…

Types of entities:

· Can be for profit or not-for-profit.  

· Sole proprietorships

· Partnerships are treated in law and in taxation very similarly to sole proprietorships

· Professional corporations exist now under statute, limited liability companies or limited liability partnerships

· The benefit of corporation over sole proprietorship in general is limited liability for corporations, and also there is access to more capital as a corporation 

· Professional corporations – even professionals can be shareholders of professional corporations, and they are not shielded from personal liability for their own acts of professional negligence or those under their direct supervision 

Governance and Fiduciary Duties in Business Associations

Stern v. Lucy Webb Hayes National Training School for Deaconesses and Missionaries (1974)

Class action tried w/out jury.  23(b)(2) certified class, which represents patients of Sibley Memorial Hospital, a DC non-profit charitable corporation. Class challenges the Hospital’s fiscal management. The amended complaint named as (s, 9 members of the BOT, six financial institutions, and the Hospital itself. Complaint alleges that the ( trustees conspired to enrich themselves and certain financial institutions with which they were affiliated by favoring those institutions in financial dealings with the hospital, and that they breached their fiduciary duties of care and loyalty in the management of Sibley’s funds. The ( financial institutions are said to have joined in the alleged conspiracy and to have knowingly benefited from the alleged breaches of duty.

Conspiracy claim fails for lack of proof.

Breach of Duty claim with regard to the trustees:

· Trustee is uniformly held to a high degree of care and will be liable for simple negligence

· Trustees are not barred from linking funds under their control to their own institution/bank

· Close scrutiny will result of those transactions though

· Trustee is in default if:

· Failed to use diligence in supervising those responsible for making day to day financial advice

· Permitted the hospital to enter into business with his business w/out first informing them of his affiliation and if the transaction might not be in the best interest of the hospital

· Voted or actively participated in a decision to transact business with himself or his affiliated business

· Failed to perform duties honestly, in good faith, and with reasonable diligence and care 

· Each of the ( trustees was found to have breached the fiduciary duty to supervise the management of investments

The trustee of a charitable hospital shall always avoid active participation in a transaction in which he or a corporation with which he is associated has a significant interest.  

Ordered to: present to the Board a written policy governing investments and the use of idle cash in the hospitals accounts, establish a procedure for examining the existing investments and other financial arrangements to insure compliance with Board policies, disclose all trustee’s financial affiliations with financial institutions doing business with the hospital.  

NOTES: 

· P.856 note 3: they may not engage in self-dealing (duty of loyalty)

· Stern case is all about the duty of loyalty, where the directors/members of the board seem to be running the hospital for their own cozy little benefit rather than for the benefit of all

· They are not being as fiscally responsible as they should be

· AG has responsibility for superintending of charitable trusts.
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In Re Caremark International Inc. Derivative Litigation (1996)

Motion pending to approve as fair and reasonable a proposed settlement of a consolidated derivative action on behalf of Caremark.  Claims were that the members of the Board breached their fiduciary duty to Caremark in connection with alleged violations by Caremark employees of federal and state laws and regulations applicable to health care providers.  Caremark underwent a 4-year investigation and entered into a number of agreements with the DOJ and others, which included a plea agreement to a single felony of mail fraud and agreed to pay civil and criminal fines. Caremark agreed to make reimbursements to various parties. In all totaling approximately $250 million.  This suit to recover from the individual (s, which make-up the board of directors, was filed in 1994.  The parties now propose that it be settled.  The questions, is whether the settlement is fair to the corporation and the absent shareholders.  The claim is a difficult claim to win on, because they want to charge the directors with responsibility for corporate losses for an alleged breach of care, where there is no conflict of interest or no suspect motivation involved.  

A director’s obligation includes a duty to attempt in good faith to assure that a corporate information and reporting system, which the board concludes is adequate, exists, and that failure to do so under some circumstances may, in theory at least, render a director liable for losses incurred by non-compliance with applicable legal standards.  

The Board here did not know of the violations, and they reasonably relied on their experts that the activities were lawful. There was no actionable failure to monitor. The corporate oversight systems in place seemed to constitute a good faith effort to be informed of relevant facts.     

NOTES:

· Medicare charged Caremark with some form of fraud/abuse and they attempted to settle for $250 million; Caremark is a for-profit corporation and the shareholders get upset claiming that the directors failed to monitor what was going on

· SEE BUS ORGS NOTES ON THIS TOO

· They had a sufficient information gathering and reporting system, even though it didn’t work in this case, but it was sufficient, because they had some consulting firm come in and do it

· The trend has been toward more and more outside/independent directors and certainly towards outside consulting 

· There is also directors and officers insurance; no body in their right mind would serve without it these days

Conversion of Not-For-Profit Corporations to For-Profit Corporations:

· When a hospital buys another hospital the hospital board of the purchased hospital must decide what to do with the money

· Montifiore when it was bought by Presby, it became the Jewish Health Care Foundation and invested the money and used it to support health care programs

· What if the one who bought it was a for-profit corporation?

· Often you have a not-for-profit that wants more freedom of operation as a for-profit corporation

· The dead corporation has to use the money for something charitable, and the dead corporation also has to run the dead corporation and they have to pay them, etc. etc. and this is what happens in some of the conversions –the purpose is abandoned generally, and they are undervalued in the purchase
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Limited Liability for Investors  

US v. Pisani (1981)

Appeal by Dr. Pisani, appellant, who received a judgment against him in the amount of $151,413.00 in a trial without a jury.  The judgment held him liable for Medicare overpayments, which the former Dept of Health Education and Welfare made to his solely owned corporation.  Affirmed on appeal. The Nursing home did business with Medicare, and Prudential was the fiscal intermediary between the two, which supervised the nursing home’s financial participation in Medicare and advances interim reimbursements to the home for Medicare services.  The corporation never repaid the money, since it had no assets, and the corporate entity became void for failure to pay state taxes.  Pisani was President, agent, and sole stockholder of the corporation during the nursing home’s participation in Medicare.  He used personal funds to finance the corporation, which operated at a loss, was undercapitalized, and never paid dividends.  He was not formal at all in his records.  He loaned the corporation money, and some of it was paid back to him right before the corporation collapsed, and the nursing home was sold for foreclosure.  The court held him liable for the overpayments.  

The corporation was undercapitalized and formalities were not observed. The corporation did not pay dividends, and became insolvent. Pisani siphoned corporate funds. The doctor can be liable if the sale of assets was carried out to avoid returning overpayments to HEW.  The corporate veil can be pierced in order to prevent circumvention of a statute or avoidance of a clear legislative purpose. Without fear of individual liability the owner would have incentive to encourage overpayments and then delay audits and collection efforts until after bankruptcy.  The corporate veil is therefore pierced.

- Imposes liability on a corporation, which exists to shield the shareholders from liability for fraudulent activity.

P. 865-873

Professionalism and the corporate practice of medicine doctrine:

Berlin v. Sarah Bush Lincoln Health Center (1997)

Dr. Berlin filed a complaint for declaratory judgment and a motion for summary judgment seeking to have a restrictive covenant contained in an employment agreement with ( declared unenforceable.  The lower court granted a motion for summary judgment b/c the Health Center was as a non-profit corporation, employing a physician, which was a violation of the corporate practice of medicine doctrine.  The appellate court affirmed and the Supreme Court reversed, holding the agreement enforceable. The corporate practice doctrine in Illinois does not prohibit licensed corporate hospitals from employing physicians to provide medical services.  The doctrine is inapplicable in such circumstances.  He worked for them, and had a contract terminable by 180-day notice with a covenant not to compete within 50 miles for 2 years basically.  He started working about a mile away right away.  They tried to enforce, and he said they were violating the corporate practice doctrine.  Illinois only used it in one dentistry case, and now decided that is not applicable to licensed hospitals, b/c it went against logic basically.  Public policy favors having physicians at these hospitals that were licensed to do what only physicians can do. Duly licensed hospitals possess legislative authority to practice medicine by means of its staff of licensed physicians and are exempted from the operation of the corporate practice of medicine doctrine.  

· The court is modernizing the corporate practice of medicine doctrine.  It allows it if the corporations purposes are the same as the physicians purposes.  In essence, hospitals do practice medicine through their employees.  They hire nurses, etc.  There should not be so much emphasis placed on the formality of the relationship between the two.  

· However, it should matter when the corporation does not have as its purpose the care of patients as does a hospital.

Part IV: HEALTH CARE REFORM

Topic 7: Health Care Reform

Consumers lack key information about the quality and price of medical services.  There are 2 reasons for this: most consumers don’t have the expertise they need to evaluate the qualifications of the health care providers and when consumers need medical care they may not have the information about the full range of alternative treatments and their outcomes.  Also, there is a problem in how to access the information about prices of medical care and how to evaluate physician charges.  Insurance shields people from knowledge of costs.    

Corporate practice of medicine doctrine: was big when there were lots of mergers and acquisitions going on.  Largely when hospitals were buying physicians practices. Corporations can't practice medicine; only individuals can do so. The only entity to receive a medical license was a real person.  Not a corporation.  For this reason, doctors could not incorporate.  Doctors can only form a professional organization.  But, cannot form a corporation and sell shares. Reason being there would be a potential conflict of interest between duties to patients and duties to shareholders.  But, isn't that always the case?  Yes, but there is an inherent strain on the doctor/patient relationship.

Health care reform
This focuses on access and cost. As cost goes up, access goes down.  As access goes up, costs go up.  The uninsured are not typically the poorest people.  They are the ones who slip through the cracks.  No private insurance because they can't afford it.  Employer doesn't offer it, or offer it at too great a cost.   And, even if you have insurance, it does not cover everything.   Standard health insurance does not cover some very basic kinds of care.  For instance, dental, eye care, etc.  

Why does healthcare cost so much?  (Lots of specific factors) 

· Malpractice, unnecessary treatment, demographics, administrative costs, increasing salaries, etc.

· Another reason why it costs a lot is because of market failures.  The market doesn't seem to work as well with health care as it does with other areas.

· In healthcare it seems as though, the more competition there is, the higher the costs.  Directly different from everything else in our market except luxury goods (it acts like a luxury good).  As price goes up, demand does not go down.

· An important reason that the market does not function properly is subsidization.  Insurance pays for your care, which throws things out of whack.  Same with tax subsidization of employment offered insurance.  Also, we have NO idea of cost when we receive the treatment.  Thus, we are completely ignorant of the cost of the product we are consuming.

Approaches to healthcare reform

Government intervention to replace the market, budget limitations, you will get some shortages, you get waiting lists, deters innovation and technology, limitations on prices, keeps docs from wanting to take publicly funded patients, such as Medicaid or Medicare, directly control costs, certificate of need required to buy equipment/ buildings (this is mostly gone now, but still exists in some places), but docs make decisions regarding treatment. 

No private insurance, just a global budget for it.  Some countries use this.  In some, like UK, you can buy out of it.  

Providing insurance for the uninsured: Government provision of insurance. Tell people that you have to have insurance.  Give tax credits for those who buy insurance. But, if they can't afford insurance, they probably aren't concerned about a tax credit.  You are encouraging people to buy individual policies, which are not efficient.  This also creates a disincentive for an employer to subsidize the insurance.

We could have employer-mandated insurance.  But, they might not hire people then.  Could push jobs to countries without such a requirement.
Medical Savings accounts.  The government created this system in 1997.  This enabled employers to give employees a medical savings account.  This is given instead of insurance. It is tax free, and could only be spent on health.  Could be a carry forward of unused amount.  Employer would then provide insurance for costs in excess of amount in savings account.  The idea was to interject rationality into healthcare market.  People would choose how to spend their money.  Thus, there is an incentive to spend it wisely. MSA's are coming back as "consumer driven health plans." Employers are increasingly making such systems available as an option to employees.  In some cases not an option, but a requirement.

HIPAA did some reformation (mandates of insurance companies in small company markets).  Clinton health plan 1993 was the big plan, but it was dead on arrival, so to speak.
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Health Insurance in the US arrived really slowly.

Part V: FINANCING AND COST CONTROL

Topic 8: State Regulation of Insurance and Managed Care

The Concept of Managed Care: The US is unique to the extent that it relies on private payment for health care services.  Government funding for health care goes to the elderly, the disabled, and indigent families and children largely.  Most working age Americans rely on private health insurance to cover the cost of their health care.  Private health insurance today means managed care.  Until recently it was sensible to make a distinction between insurance and managed care as different approaches to financing health care.  Now, health insurance has generally become managed care, and now the distinction is useful only to distinguish between the insurance and care management function of managed care.  Double digit increases in health insurance premiums led to the triumph of managed care, a term that emerged to describe HMO’s (Health Maintenance Organizations), and other forms of health insurance that attempted to not just pay for but also control the cost of health care services.  Private health insurance is not managed care; very few are of the classical indemnity insurance type without managed care elements.  

The Concept of Insurance: Insurance by definition involves the transfer of risk from the insured to a financing entity.  It is invariably the case that a small proportion of the insureds account for a very high proportion of the health care costs.  Health insurance essentially involves transferring costs from those insureds who account for most of the costs to those who provide most of the premiums through the medium of the insurer.  Insurers transfer risks by pooling the risks of large numbers of insureds.  The insurer must be prudent about the risk it assumes and assure that it has the resources to cover the risk.  Thus obtaining insurance involves a risk assessment and a payment of the appropriate premium.  Managed care plans therefore include an insurance function.  

Experience rating: past experience of the group to be insured is used to determine the premium.  Can take into account the company’s own history of claims and other expenses.  This method adjusts the cost of insurance for a specific group in a manner more consistent with the expected cost of that particular group than is possible though the use of manual rates.  

Criteria for insurable risks: there has to be uncertainty that a loss will occur, and the timing of the loss should be beyond the control of the insured.  You must be able to determine that a loss has occurred and what the amount lost is. There must be a sufficient number of similarly situated individuals to make insurance exist.  

Concept of Adverse and Favorable Selection:p.514-515

· Favorable selection: cherry picking; insurance companies want to insure healthy people; try to avoid the expensive folks, or charge them more at the least 

· Adverse selection: the opposite practice of insurance, but of trying not to disclose info that would be harmful to them in obtaining insurance or obtaining favorable rates; 

Moral hazard: practice of people waiting to buy insurance until they know they need it and hopefully the insurance company does not know.  

Another crazy hypo thing: Same as above, but the doctor submits the bill and gets paid $32 and then the doctor bills the patient for the $8.  The doctor may even make the patient pay their percent at the visit rather than bill.  This made sense because the doctor has a lot of patients with the same insurance and the insurance company can write out one big check to the doctor instead of many little checks to the patients.  The patient gets and EOB in the mail, an explanation of the benefits paid for.  This came to be called participating docs in the BCBS system at least and the above example (fee for service) were called non-participating docs.  The downside was that   

UCR – Usual Customary and Reasonable Rate

Community Rating: premium rates are based on the allocation of total costs to all the individuals or groups to be insured, without regard to the past experience of any particular subgroup.  Community or class rating has the advantage of allowing an insurer to apply a single rate or set of rates and simplifies the process of determining premiums.  
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In fee for service, the incentive is to provide care, because the more care you give the more payment you get.

In capitation you get so much no matter how many services you provide, so there is a different incentive, to provide less and save money for yourself.

Panel model is better in some ways and they realized this.  So now we have a capitated financing mechanism because doctors can’t bill fee for service when HMO’s contract with PCPs.  The doctor gets prepaid on a capitated basis and has to treat the patient but can’t bill the patient.  The incentive now is to provide good service to the patients to get more referrals.  However, it creates an incentive for the doctor to provide limited care so they make more money on less work.   The more they have to do, the less money the make.  Because they don’t get to bill per visit.  So, their goal is to keep patients healthy/maintain health in order the have patients come back less, but still make the money.  So, there is cherry-picking to some extent, to create incentives in the plan for healthy people to join.  So, the doctor wants to be nice, but not so nice that the patient is hanging around all the time.

But what if the patient needs a specialist?  So the HMO needs to contract with some specialists.  How do the specialists get paid?  These are the kinds of problems that exist in the financing of these systems.

Full capitation:  Essentially that the PCP bears all the risk and when he refers to the specialist he must pay the specialist.  Under this system PCPs will want to negotiate for more money per month.  

Partial capitation: primary system, PCPs accept capitation for their care.

Of all our health care costs 20-25% goes to administrative costs for private insurance, and 3-4% for the government insurance programs.  Amazingly, the government is strangely efficient.    

Essential elements of managed care:

· Managed care capitation

· Utilization review

· Pre-certification review

· PCPs

· Limits on the use of specialists, referrals, controlling the costs of referrals, etc. (because specialists are expensive)

· Anesthesiologists are dropping off; substitution for nurse anesthetists

· Specialist enrollment is dropping

· Preventive Care is another hallmark

Integration and New Organizational Structures

The Changing Structure of the Modern Health Care Enterprise:  It used to be that health care services were delivered primarily by doctors working in solo practitioners offices or members of small group practices practicing the same specialty, and by non-profit hospitals operating independently or as part of a simple system that shared a few administrative or operational services.  This began to change in the 80’s as hospitals operated more organized structures and entered into joint ventures and alliances with other hospitals.  Recently though there has been an unprecedented change in the way health care providers conduct business.  Integrated Delivery Systems have been developing and other methods of increasing inter-provider linkages too in order to meet the needs of managed care purchasers, such as HMO’s, PPO’s and self-insured employers.  Physicians may combine horizontally with other physicians to form group practices, IPA’s and other networks.  Hospitals may merge horizontally by merging or establishing joint ventures/alliances with other hospitals.  Hospitals and physicians may have also integrated vertically by creating various kinds of integrated delivery systems, which bring together complementary provider services at several levels.  Vertical integration may also include the insurance component, as provider systems may integrate into insurance or insurers may integrate into delivery through HMO’s or joint ventures with providers.  

INTEGRATING ORGANIZATIONS

· IPA – Independent Practice Association: typically a physician organized entity that contracts with payers on behalf of its member physicians, negotiates contracts with insurers and pays physicians on a fee-for-service basis with a withhold.  Physicians may maintain significant business outside the IPA, joint multiple IPA’s, retain ownership of their own practices, and typically continue in their traditional style of practice.  Physicians usually invest a modest fee to join the IPA and may undertake additional roles.

· PHO – Physician Hospital Organization: contracts with payers on behalf of the hospital and its affiliated physicians, is responsible for negotiating health plan contracts, and in some cases, conducting utilization review, credentialing, and quality assurance.  PHO may centralize some aspects of administrative services or encourage use of shared facilities for coordination of clinical care.  Typically it is a hospital-sponsored org that centers around a single hospital and its medical staff.  They also may form as joint ventures between hospitals and existing physician orgs such as large multi-specialty group pr IPA.  PHO’s are further divided into open PHO’s, which are open to all members of the hospital’s staff and closed PHO’s where the PHO chooses some physicians and excludes others.  Physicians can retain their own practices and their relationship to payers other than those with whom the PHO negotiates is unchanged.  

· Group Practice: 3 or more physicians who are formally organized as a legal entity in which business and clinical facilities, records, and personnel are shared.  

· GPWW – Group Practice Without Walls: physicians in physically independent facilities who form a single legal entity to centralize the business aspects of their organization.  In some cases the physicians retain ownership of their own practices but enter into agreements for administrative and marketing functions.  The GPWW itself may own certain ancillary services such as lab services.

· MSO – Management Service Organization: provides administrative and practice management services to physicians.  MSO typically may be owned by a hospital, hospitals or investors.  Large group practices may also establish MSO’s as a way of capitalizing on their organizational skill by selling mgmt services to otherwise unorganized physician groups.  

· Hospital Owned Medical Practice: hospitals can directly purchase medical practices, typically as their outpatient department.  

· IDS – Integrated Delivery System: hospital or hospitals and large multi-specialty group practices form an organization for the delivery of care with all physician revenues coming through the organization.  Foundation model, equity model and staff models exist.  Foundation model – hospital establishes a not for profit foundation that purchases the assets of an existing physician group signing an exclusive professional services K with the physician corporation.  Payers pay the foundation, which then pays the physicians’ professional corporation.  Staff model – physicians work directly for the system without the intervening not for profit foundation and Professional Corporation.  Equity model – physicians own a part of the system and share significantly in its financial success or failure.

Mechanics of Integration: 

Physician Hospital Integration Continuum

Open 

Closed

Hospital
NFP 

NFP

Equity

Panel 

Panel

Based

IDS

IDS

Model IDS

HMO

HMO

MSO

(Phys Ind. Ks)
(Phys employees)


Less Integration







More Integration

Open Panel PHO ( membership open to all hospital staff physicians

Closed Panel PHO ( membership limited to selected staff physicians

Hospital Based MSO ( mgmt services organization controlled by hospital

NFP IDS (Phys Ind Ks) ( not for profit integrated delivery system in which physicians are independent contractors

NFP IDS (phys employees) ( not for profit integrated delivery system in which physicians are employees 

Each may be formed based on a variety of legal and ownership structures.  Depends on the preferences and bargaining position of the parties, the competitive conditions of the market and the legal constraints they face.  

NOTES:

· All of the above were created to manage costs of the system, and they are ever changing and providing tons of work for lawyers, setting up these entities, arranging the contracts, etc.
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Contract Liability of Private Insurers and Managed Care Organizations: Insurance Companies and insurance contracts have historically been governed primarily by state law and states continue to have primary responsibility for regulating managed care.  

Lubeznik v. Health Chicago, Inc. (1994) (pre-certification review)


( filed this action in the Circuit Court of Cook County seeking a permanent injunction requiring (, Health Chicago to pre-certify her for certain medical treatment.  The trial court granted the injunction and ( appeals contending that the trial court improperly determined that the requested treatment was a covered benefit under the insurance policy, interpreted portions of the Illinois Health Maintenance Organization Act, and granted the injunction.  This court affirmed the grant of the injunction.



She was diagnosed with ovarian cancer, which had spread through the abdomen and liver and she had a 20% survival rate over the next 5 years.  ( was referred to Dr. Stiff, the director of the bone marrow treatment program at Loyola.  He sought to determine the prospect of treating her with high dose chemotherapy with autologous bone marrow transplant.  HDCT/AMBT is a procedure where bone marrow stem cells are removed from the patient and frozen until after the chemo has been completed.  Following chemo the marrow is replaced.  It has been a state of the art treatment for leukemia and Hodgkin’s for many years and began to be used in the 80’s for late stage breast cancer.  


Dr. Stiff contacted the insurer asking them to pre-certify her for the treatment by agreeing in advance to pay for the treatment, because her policy required her to get pre-certified for elective treatment, procedures and therapies.  The (’s medical director, Dr. Mathy, stated that it was not covered because it was considered experimental.  She filed a complaint seeking a mandatory injunction against them, requiring them to pre-certify her for the treatment.


The trial court denied the (s motion to dismiss and a hearing was held on the complaint.  Dr. Stiff testified that the treatment was effective and that all conventional methods had been exhausted.  He said it was not experimental and provided documents and literature in support thereof.  On direct, Mathy testified that he contacted certain institutes, etc. and assessed whether the requested treatment was experimental or not.  On cross, Mathy admitted that he immediately determined that it was experimental and that it should be denied; without contacting any of the agencies he said he contacted.  He was a liar.  The trial court then issued the injunction ruling that it was not experimental and not under the act.


Coverage provisions are to be liberally construed in favor of the insured to provide the broadest coverage possible.  In determining whether a certain provision in an insurance contract is applicable a trial court must first determine whether the specific provisions is ambiguous.  A provision, which is clear and unambiguous, fairly admits but of one interpretation, must be applied as written.  Where a provision is ambiguous, its language must be construed in favor of the insured.  All doubts with respect to the coverage are resolved in favor of the insured.  The court here found it ambiguous.  It did not define the phrase” appropriate medical technology boards” and did not indicate who would determine whether a board was appropriate.  The phrase without more gives rise to a genuine uncertainty.  Even if valid though ( failed to follow the terms of the policy by consulting such boards.  He admitted he made the decision on his own without information from such medical boards.  The trial court did not err therefore.


Injunctions can be granted when: the ( establishes that a lawful right exists, irreparable injury will result if the injunction is not granted, and his or her remedy at law is inadequate.  She did so here based on the testimony of Dr. Stiff. He testified that she had such steady development that if treatment did not begin soon, she would become ineligible for such treatment.  The treatment offered here a high chance of complete disappearance of the disease.

NOTES:

· Pretty much if you sue for failure to provide life saving treatment, you win

· If you get a good set of facts, you win

Book Notes:

· Courts have traditionally viewed insurance contracts as adhesion contracts and interpreted them under the doctrine of contra proferentem.  This has made it difficult for insurance companies to control their exposure to risk through general clauses that refuse payment for care that is not medically necessary or that is experimental.

· The treating physician testifies and so does the insurers medical director (conflict)

· A number of courts though have upheld insurers who have denied coverage for the treatment in the principal case. 

There has been tremendous concern about managed care.  There have been federal and state attempts to address problems of the excesses of managed care, qualities of managed care, detrimental effects of managed care.  

· Historically the regulation of insurance is the province of the states

· Federal government just generally didn’t get involved in it

· 1945 McCarran Ferguson Act reaffirmed the primacy of state regulation

· 1974 ERISA was enacted – has led to an erosion in the primacy of state regulation, but there are significant indications that ERISA’s grip is beginning to erode and we might be going back to some mixed system 

· States have begun to regulate managed care as well as insurance

· The question becomes, is an HMO really an insurance vehicle?  

The purpose of managed care is to control costs essentially, and cut out inefficiency. They do this mainly by: (managed care techniques)

· Limiting members to particular providers

· States have responded by enacting “any willing provider laws” (p.590 paragraph 3); willing providers that apply and are qualified must be included in the panel to give more freedom of choice

· Any willing provider statutes do not violate federal laws (ERISA); and this has the possibility of undermining some aspects of managed care

· Some states have required managed care plans to have Point Of Service plans, to allow patients to go outside the network, with a higher co-payment or higher % (to introduce greater flexibility into managed care)

· There have to be provisions to allow you to continue treatment with a doctor for a time, even though you have switched plans

· Due process requirements for termination of providers 

· Utilization Controls (pre-certification, concurrent, retrospective) (the effort is to control costs by limiting demand)

· Definition of medical necessity must be provided or the statute defines it as a filler

· Emergency care mandates, and there must be access to ER’s and arbitrary denials of payment for ER care can not be done

· Access to drugs: many health plans have formularies (list of drugs you can get in the plan, and if not in plan you must pay for it); then they went to two tier and now three tier (generic, brand, and non-preferred brand).  
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Regulation of Private Health Insurance Under State Law: 

Historically the states bore primary responsibility for regulating private health care finance, a role confirmed by Congress in the McCarran-Ferguson Act in 1945.  ERISA has had an eroding effect on state authority though.  The states remain however primarily responsible for regulating many health plans subject to ERISA, as well as insurance plans not governed by ERISA, such as individual health insurance plans, group insurance plans covering church employees or employees of state and local government, no fault auto insurance, uninsured motorist policies, and workers’ compensation.  All states tax the premiums of commercial insurers and about ½ of the states tax BCBS plan premiums.  They impose minimal requirements for financial reserves and for allowable investments and through requiring annual statements and conducting periodic exams of insurers.  Insurers must file policy forms with the state insurance regulatory agency.  States also regulate insurance marketing and claims practices, including coordination of benefits where an insured is covered by more than one policy.  State insurance commissions investigate consumer complaints and place insolvent companies into receivership.  The National Association of Insurance Commissioners has issued model codes and regulations, the wide adoption of which has brought about some uniformity among the states.  

Attempts to Increase Access to Insurance Through Regulation:


States have not historically regulated the rates of commercial health insurers.  Because the market for health insurance has been relatively competitive and because most insurance is sold to employers or large groups that have some bargaining power, rate regulation was not generally thought necessary.  Rates and rate information are commonly filed with the insurance commissioner, and some states permit the commissioner to disapprove these filings if benefits do not bear a reasonable relationship to premiums charged.  States also have not traditionally regulated the underwriting practices, other than to attempt to insure that rates were not obviously discriminatory.  Regulation of BCBS rates and underwriting though have been much more common because of a belief that the Blues have a greater obligation to make their services readily available to the public at a fair rate in exchange for the favorable tax and regulatory treatment they have historically received.


In recent years however, states have increasingly regulated underwriting practices, and sometimes even premium rates, in an effort to assure equality of access to insurance.  For purposes of regulation directed at increasing access to insurance, states usually distinguish between large groups, small groups, and individuals.  The underwriting of insurance for large groups is unregulated in most states.  Most states on the other hand regulate underwriting practices with respect to individuals.  Every state has adopted small group reforms during the past decade, which usually go further in limiting insurer discretion than reforms in individual insurance markets.  HIPAA encouraged these reforms.          

State Regulation of Managed Care Practice:

· MCO’s differ from traditional health insurance insofar as they manage care.

· They do this through restricting members to the use of particular providers, reviewing the utilization of services, and creating incentives for limiting the costs of care.  Some MCO’s also attempt to oversee the quality of care their members receive.

· Utilization review was historically the central means through which MCO’s managed costs and continues to the approach that most irritates consumers and providers.

· Retrospective review (insurer denies payment for care already provided)

· Preadmission review, admission review, continued stay review, procedure or pre-service review, voluntary or mandatory second opinions are other forms of UR

· One approach to control of utilization review is simply to rewrite contracts with greater specificity to clarify that certain services are not covered, regardless of their necessity.

· Every state has now adopted a law requiring MCO’s to offer their members internal consumer grievance and appeal procedures. Some also require independent or external reviews.

· Another strategy is financial incentives.

· Capitation ( provider gets paid a fixed fee for providing care for the MCO beneficiary for a fixed period, so the incentive is to provide less services in order to make money, and to keep patients preventatively healthy

· Some states though have statutes purporting to ban the use of financial incentives that deny, reduce, limit or delay medically necessary care (but the statutes usually say that the intent though is not to ban MCO’s from using capitation payments or other risk-sharing agreements) 

· Some also require disclosure of financial incentives (but the problem with this is that most insured receive their insurance through employment and don’t have choice if they don’t like what they see after disclosure)

· One other aspiration of managed care has also been to provide improved quality

· Commitment to maintaining health, not simply to provide medical services
· Quality of care is addressed more directly, by regulations requiring MCO’s to have quality assurance or improvement programs to take quality of care into consideration if provider credentialing
· Any willing provider laws: require MCO’s to accept in their network any provider willing to accept its terms
NOTES: State Regulation of Managed Care:

· Managed care plans have established what they call formularies, a list of medications available in the plan, and sometimes a secondary list of other drugs available as non-preferred

· Institution of co-payments has changed this a little bit, and now what you get is generics for a low co-pay, non-generics for a medium co-pay, and non-preferred brands for a high co-pay, and also there are still some drugs that are not covered at all and you pay full price  

· States have begun to regulate access to so-called off formulary drugs

· Gag clauses: many health care plans are purported to have had gag clauses, but when people actually go out to find them they have trouble doing so

· The gag clause is actually between the physician and the health plan

· The doctor will be told not to suggest other alternatives to what the health plan recommends; supposedly the health plan tells the doctor that he is not allowed to recommend other treatments that are not covered by the health plan 

· The trouble with gag orders is that doctors are required by informed consent laws to provide patients with information about their options, so it is possible that they are void as against public policy

· States have begun enacting laws against health care providers for negligence in denying care; authorized lawsuits against MCO’s 

· Laws legislated against the incentives that MCO’s sometimes provided to providers to limit care

· The compensation systems in MCO’s are highly variable and while not infinite in number there are a number of them

· One feature of MCO’s was to provide incentives for doctors to limit care 

· The legislation tries to limit incentives to those based on increased volume, rather than on denying care (so they get around specifically denying care, by trying to say that docs should increase volume, rather than decrease care)

· What about telling patients that doctors get compensated in part based on the amount of care they provide to patients? 

· This is not likely a good idea because it creates a conflict between the patient and the doctor

· And note that most patients don’t have much of a choice in choosing their MCO because their employer chooses the MCO

· Quality Regulation

· Many states have adopted statutes that require MCO’s to have quality assurance or quality improvement programs in place, and to take quality into account in granting/revoking credentials, not merely to look at costs, but to look at quality too, including what we can do to prevent problems

· MASS statute is an example (p.576) that covers a lot of this    

Topic 9: Federal Regulation of Insurance and Managed Care

One of the problems with state regulation is that it varies across the country and is a patchwork quilt.  This is the problem that ERISA was designed to deal with.
Employee Retirement Income Security Act of 1974 was originally a statute designed to protect pension plans.  There was a great deal of concern about corporate pensions not being there when people retired.  ERISA was motivated by that concern, and as part of it, the federal government created the PBIC (Pension Benefit Insurance Corporation) to make sure pension benefits were there when you needed them; insurance for pension benefits.  

Along the way, it became clear that retirement plans were just one of many employer social welfare plans and the kinds of plans offered by employers, especially large employers.  They offered not only retirement plans, but also health plans, and they were often administered similarly (funds put in the same trusts, managed by the same people, etc.) and consequently health plans fell under ERISA as well.  

Certain categories of employers are exempt from ERISA: governmental entities, religious organizations, etc. 

One of the objectives was to eliminate the patchwork stuff from state to state and to impose a uniform federal law. It was certainly desirable for large multi-state employers.  In order to make this work, it contains preemption provisions. It has 3 preemption provisions:

1) Jurisdictional preemption §502(a) – gives federal courts jurisdiction over all claims arising under ERISA (( has a right of removal to federal court if the ( files it in state court) (note 2 p.607)

2) Substantive preemption §514(a) – in this form of preemption, ERISA in effect, replaces, supercedes, any state law dealing with the subject of ERISA, specifically, it preempts all state law (statutes, regulations, common law, memo opinions, executive agency memoranda) as long as that state law “relates to” an employee benefit plan (“relates to” has been the source of a tremendous amount of litigation) 

3) Preemption of remedies § 5– and ERISA provides its own set of remedies which supercedes any state remedies  

Notes on 607-612 give a lot of the history of the judicial back and forth on ERISA preemption, but just know that it has been there and the court has increasingly held against ERISA preemption of state law.  Travelers case was the turning point, in which the court seemed to take a turn (born out in later cases) against ERISA preemption.  Some of this may have to do with a slight change in the composition of the Court.  There has been such a tremendous outcry against managed care, that the cases the court gets have facts that there are excesses in managed care (they themselves are seeing the excesses of managed care) and that seems to have been influential on the court.
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Savings Clause: While state statutes are preempted by ERISA, ERISA contains what is called a savings clause and under this clause, state law is saved from preemption (i.e. not preempted) if the state law regulates insurance. (see p.609) Savings clause saves from preemption state law that regulates insurance.  

Deemer Clause: (see p.610 note 6) (exception to the exception) essentially, it allows health plans to escape state regulation to come under ERISA if they are entirely self-insured; that is they are deemed not to be insurance plans and therefore they are not saved by the savings clause and not subject to state regulation, but subject to ERISA

Self-insurance is where an employer, especially a large employer, actually funds the plan, not through insurance, but through self-funding.  If the employer has a claim, the doctor submits the insurance claim, and the employer pays.  They hire an insurance company to administer the plan, but they (the employer) pays for it.  The employer does not buy an insurance plan, but rather pays the claims.  In addition to being administered by an insurance company, the employer will have re-insurance to cover any claim of a catastrophic amount. This is also called stop-loss insurance. This creates a strong incentive for employers to self-insure, because this brings them back under ERISA, which is where they want to be.  (because ERISA limits the remedy, and its purpose is to create uniformity under federal law, federal law is not as stringent as state law, and b/c the federal court is more favorable).  The self-insured employers get back under ERISA because they are not technically insurance.

(See pages 609-610 for a review of the above stuff)

Corporate Health Insurance Inc. v. Texas Department of Insurance (2000)

· Statute enacted to protect 

· Anti-retaliation provision, anti-indemnification provision

· Statute attempts to prohibit gag clauses, prohibits agreements between docs and HMO’s whereby the doctors might have to indemnify the HMO, and creates a cause of action for organizations that don’t meet the standards of care (holds the plan liable for the malpractice of the physicians) 

· Trying to interject responsibility into the plan

· Means that injured patient who recovers against the plan, and then the plan CAN’T have a right of indemnification against the doc (as in traditional vicarious liability) 

· Corporate Health Insurance sues the TX Department of Health Insurance claiming that the act was preempted by ERISA (that it related to an employee health plan and therefore were preempted by ERISA)

Vicarious Liability:

· Not preempted by ERISA

· Realization that HMO’s really have two functions

· Provision of medical care

· Financing/funding mechanism of medical care/insurance

Anti-gag clause provisions:

· Provision that says that doctors cannot be bound by a gag clause if there is one in a contract that they enter into with an HMO

· These are not preempted; they do not mandate the structure and administration of plans, rather they govern the managed care entities as health care providers by regulating the terms on which the provider contracts with its agents (this is in essence a quality of care regulation in many senses) this does not regulate plan administration

Same with the anti-indemnity provision.

The Texas case stands.  Rush credentials case holds with respect to independent review provisions, that they are not preempted by ERISA.  

Beneficiary Remedies Provided by ERISA

Doe v. Group Hospitalization & Medical Services (1993)

· Doe was a partner in a law firm

· He had a certain type of cancer

· Doctor recommended a high dose of chemo, along with a bone marrow transplant, and basically the insurance company relied on a letter changing benefits and denied coverage

· Doe argues that the letter was insufficient, and the court finds that the letter was sufficient to serve as a basis for denying coverage

· He has already been denied, so he is probably either seeking reimbursement or damages

· What is the remedy under ERISA?

· ERISA provides a remedy in K, what ever is due to you under the plan

· No tort damages, no damages for bad faith denial (a COA available in states), no pain and suffering damages, etc.

· The question becomes is there a breach of the health plan in its role as a fiduciary?

· The fiduciary holds the money in trust for all of them and to pay a claim that is not legitimate is to deprive the others in the trust of a claim that they may have that is valid

· There is a potential conflict of interest between the fiduciary and the others in the plan, and to some extent that is what is at stake in this case

· Health care benefits are not vested in an employee benefits plan, and they employer may modify or withdraw the benefits ay any time provided the changes are made in compliance with ERISA and the terms of the plan.

· Review is available only if there is an abuse of discretion by the ERISA plan administrator if the plan gives the administrator discretion

· If there is a conflict of interest, the court has to scrutinize the decisions much more carefully

· When a fiduciary exercises discretion in interpreting a disputed term of the contract where one interpretation will further the financial interest of the fiduciary, we will not act as deferentially as would otherwise be appropriate.  Rather, we will review the merits of the interpretation to determine whether it is consistent with an exercise of discretion by a fiduciary acting free of the interests that conflict with those of the beneficiaries.  In short, the fiduciary decision will be entitled to some deference, but this deference will be lessened to the degree necessary to neutralize any untoward influence resulting from the conflict. 

· ERISA provides this limited remedy.  Health plan administrators are given great deal of deference in decisions, and they will be closely scrutinized only when there is a conflict of interest.  What constitutes a conflict of interest is quite unclear.  
 

Review pp. 624-625 for remedies information.

November 12, 2003 (missed class – meeting with Dr. Daniel)

Doe case (continued)

· Patient denied benefits

· Sues insurance company

· What standard of review is the court supposed to apply? ( Whether or not the plan administrator has abused discretion, if the plan gives him discretion.  

· Discretion ( pretty hard to claim an abuse of discretion 

· Court looks to whether or not there was a conflict of interest.  If so, the court has to scrutinize the decision much more carefully than it otherwise would.  

· Court acknowledges that while there is always a potential conflict of interest – the court is clearly looking beyond that bald fact.  

· Plan administrator has a fiduciary responsibility from the pot of money which comes from premiums paid in by employer on behalf of the employees.  If premiums are not fully spent during the course of the year, the excess goes back into the plan.  Thus, the less the plan pays out – the more the insurance company makes.  

· In a self-insured plan, the administrator still has incentive to deny plans b/c the employer will be happy if it gets money back at the end of the year.  

Obligations of Fiduciaries Under ERISA
Pegram v. Herdrich (pg. 642) (MIXED ELIGIBILITY DECISIONS BY HMO PHYSICIANS AREN’T FIDUCIARY DECISIONS UNDER ERISA)

· Not the most recent but perhaps the most important announcement from Supreme Court concerning ERISA

· Pretty clearly rejects the fairly narrow reading of the first 15-20 years of ERISA litigation

· Action brought under ERISA for breach of fiduciary duty

· Builds on the Travelers case

· Money issue – cheaper to send her to the covered hospital later.  Would’ve cost the plan more if they had sent her to the hospital today.  

· Some type of incentive system was in place – year-end distribution plan.  

· Plaintiff’s theory – breach of ERISA by making her wait 8 days – breach of fiduciary duty b/c of the incentive scheme which penalized patient care – also upset b/c they didn’t tell her about the plan

· What if they had told her about the plan? ( If they had told her she probably would’ve paid herself.  Doctor deprived her of opportunity to make this choice though by not disclosing the incentive scheme.  

· She claims the plan had a fiduciary duty to do so and the doctor was an agent of the plan. 

· Responsibilities of Plan Administrator Under ERISA

· Treatment – choices about how to diagnose and how to treat a particular patient’s condition

· Eligibility/Coverage – to determine whether or not the plan covers the treatment in question; whether you’re eligible for it under the plan. 

· In this case, the decision the doctor made was a mix of a treatment and eligibility/coverage decision.  

· Does plaintiff have a remedy under ERISA; did plan breach it’s fiduciary duty?

· In a pure eligibility/coverage decision:

· Yes ( breach of a fiduciary duty

· In a pure treatment decision:

· No ( doctor has a fiduciary duty to the patient but the plan does not have a fiduciary duty concerning treatment (just deals with fiscal decisions)

· In a mixed eligibility/treatment decision:

· No ( not a fiduciary duty; not a violation of ERISA

· If any decision that involves a decision concerning treatment resulted in a breach of a fiduciary duty under ERISA, we would essentially federalize medical malpractice claim 

· She still has a state medical malpractice claim against the doctor

· In order to prevail in a state medical malpractice claim against the doctor, she has to establish that the proper standard of care was to order the ultrasound immediately.  

· State malpractice law ( Tells doctor to order it now

· Plan ( Tell doctor to save money by delaying treatment

· ERISA is behind the plan

· Thus, there is a tension that she can lose the ERISA case and win the state malpractice case thereby leaving the doctor at the mercy of the plan to some extent

· Possible problem in this case for doctor was his failure to contact the plan.  

· There are rarely if even pure treatment decisions

· Doctor is really on the horns of a dilemma

Whether ERISA preempts state malpractice claims?

· Can still sue a physician on a state malpractice claim but what about against the plan?

Estate of Frappier (pg. 612)

· Sues HMO for malpractice of doctors; charging a variety of ways by which the HMO ought to be liable

· Vicarious liability 

· Corporate liability 

· Negligence in selection of the doctors

· Attempting to impose liability on the plan for the doctor’s negligence

· Court reinstated the claim to determine if the HMO is an ERISA plan or not.  

· Court ( Even if it is an ERISA plan, the claim based on vicarious liability should not have been dismissed b/c that was not a matter of plan administration and therefore does not relate to an ERISA plan.  

· Created an opportunity to get foot in the door 

· Illustrates the threshold question of whether the health plan is an ERISA plan and if so whether there is preemption.  

Pappas v. Asbel (pg. 614)

· Plaintiff, in urgent need of emergency care, goes to ER and doctor there thought it was best to transfer him to Jefferson hospital

· HMO told doctor it would not approve of care at Jefferson – resulted in several hour delay before HMO approved care at another hospital and transferred him there 

· Plaintiff ended up a quadriplegia b/c of delay

· HMO claims the claim was preempted by ERISA

· PA law claims not preempted by ERISA and that the state law claim could proceed against the HMO. 

· Why didn’t it get removed to federal court?

· B/c removal is not mandatory

· Up to defendant to determine whether he wishes to remove to federal court 

· PA Supreme Court held for patient 

· HMO seeks cert; remanded to PA Supreme Court to reexamine its’ holding in light of Pegram
· PA Supreme Court reaffirms its original ruling that there is no preemption and that the state law cause of action can go ahead

· Court:

· Mixed coverage/treatment decision is present here 

· As long as there is elements of treatment in the decision then it is not preempted, does not arise under ERISA

· Can proceed under state law. 

· When the doctor referred the patient to Jefferson hospital, he made a mixed decision (that the patient needed treatment now and at Jefferson and a coverage decision)

· Does this case go so far that it holds essentially that all decisions of this sort are mixed and therefore not preempted?  

· Courts in the last few years, in the wake of the Travelers, Pegram, Pappas, and Kentucky Association of Health Plans v. Miller, (123 S. Ct. 1471 (2003)), really seems to be moving in the direction of less and less ERISA preemption.

· Kentucky Association
· Holds that any willing provider statutes are not preempted by ERISA

· A state may enact a statute requiring a health plan to sign up as part of its health plan any willing provider 

· Scalia ( these statutes regulate insurance and therefore are saved by ERISA preemption.  

· Meisel ( Doesn’t think ERISA is going away but that it is definitely entering a new era. 

Extra notes:

· Plan administrator holds the money that comes from premiums—extra money goes back into the plan
· plan administrator has an incentive to deny claims

· In self insured plan the money goes back into the employer
Pegram v. Herdrich—pg. 642

· Woman who had pain in her midsection; needed an ultrasound
· Doctor decided to wait to until she could get an appointment with a facility associated with her plan
· Her appendix burst
· Plan wanted to send her to the other facility later because it would have been cheaper for the plan
· Also would have been cheaper for the doctor because he had some type of incentive plan
· Action brought for breach of fiduciary duty
· She says they had an incentive scheme that compromised patient care
· Doctor deprived the patient of the opportunity to make the choice between going to the two different facilities
· Common law duties of fiduciaries
· Prudently spend the assets of the plan—fiduciary duties
· ERISA duties
· Two responsibilities
· Treatment—what kind of treatment is covered
· Eligibility—coverage; whether you are eligible for the treatment
· Breach of fiduciary duty if there is a decision based on only finances—talking about the duties of the plan—ERISA only applies to pure coverage decisions
· No breach of fiduciary duty if there is a decision based on treatment—duty of the plan
· Mixed decision involves a decision about treatment, then court would essentially federalize medical malpractice—bad thing

Estate of Frappier v. Wishnov—pg. 612

· ERISA does not prevent state law malpractice claims against doctors

· Court says that even if this is an ERISA plan the claim of vicarious liability was not part of plan policy so that ERISA does not relate to the liability
Pappas v. Asbel—pg. 614

· Guy goes to hospital; HMO will not approve of care at the hospital—will approve of care elsewhere
· State court says that the claim not preempted by ERISA
· Not in federal court because removal not mandatory
· Reaffirms that there is no preemption and state law cause of action can go ahead

· Mixed coverage and treatment decision
· Elements of treatment not preempted
· Court moving in the direction of less and less ERISA preemption
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Topic 10: Access Through Public Health Care Programs: Medicare and Medicaid 

Class Notes:

· Both an access issue and cost containment issue; Medicare to expand access for the elderly, Medicaid to expand access for the poor

· They were enacted in 1965, but were really New Deal legislation left over because of political and economic opposition and then the war came and after the war there was an economic boom and the country prospered and the Kennedy and Johnson administration discovered that the era of prosperity had not hit everyone

· There was a new class of poor people; the elderly; medical care costs had gone up 

· The AMA staunchly resisted both Medicare and Medicaid and were successful for a few years because it was viewed as the first step towards socialized medicine

· Doctors were going to suffer by Medicare and Medicaid and they didn’t like it 

· The major beneficiaries of social welfare programs in the US were not the intended beneficiaries; the major beneficiaries were the ones who created the programs (the bureaucrats)

· Medicare and Medicaid are merely the largest two programs, but in addition there is the VA program, Indian Health care programs, CHIP, and there is CHAMPUS (program for federal employees); and in addition there are a bunch of other state programs as well

· The regulation of the federal programs is extraordinarily detailed and minute; not many lawyers know much about the details of the regulation 

· Statutory system; Title 18 and 19 of the Social Security Act; authority is given to HHS to issue regulations

· Within HHS the CMS (Center for Medicare and Medicaid Services) issues the regulations and draft the regulations for HHS hierarchy approval and administers the regulations

· In addition, they contract with private insurance companies, known as carriers and intermediaries, for the actual administration of the benefits programs (claims administration)

· This was done so that they didn’t have to learn how to do it from the ground up

· Medicare and Medicaid continue to be extremely hotly debated issues, the possibility of running out of money becomes more and more serious because it keeps growing and growing and getting larger and larger

Introduction:

· Long history in the US of government provision or financing of health care

· Today, government at all levels finances a plethora of health care institutions and programs

· Veterans, native Americans, disabled coal miners, special groups through block grants to the states for maternal and child health, alcohol and drug abuse treatment, mental health, preventative health, and primary care

· County and local governments operate local hospitals, and federal and state and local governments provide comparatively generous health insurance programs for their own employees and less generous health care programs for their prisoners (the only Americans constitutionally entitled to health care)

· Federal Medicare program and the state and federal Medicaid programs are by far the largest public health care programs and the respectively spent about $213.6 billion and about 187.7 billion in 1999. 

· State Children’s Health Insurance Program established in 1997 to provide health insurance for poor children

· Medicare and Medicaid policy have been driven by federal budget; Medicaid is also one of the largest items in the state budgets; they grew much faster than the cost of other federal programs and state programs; Congress is very aware of their cost

· Growth in the Medicare program threatens not only to continue to claim a large slice of the federal budget, but also to ultimately overwhelm the financing mechanisms that currently support it

· Long-term viability of the Medicare program remains in doubt as a huge group of baby-boomers becomes eligible for Medicare in the first half of the 21st century; by 2030 Medicare will be responsible for the health care of 22% of the American population, compared to 14% today.  By the middle of the 21st century there will be 2 workers for every Medicare beneficiary compared to today’s 4 to 1 ratio.

· Together Medicare and Medicaid insure about ¼ of the American population, including one of the most politically active segments of the American populace (the elderly).  Most health care providers are also invariably contributors to political campaigns; thus politicians are acutely aware of the existence and exigency of these programs

When Medicare was created in 1965, it did not cover pharmaceuticals, in part because most private insurers did not cover them; however, today most insurers have a pharmacy benefit and drug costs have become a major problem for senior citizens.  Therefore Medicare is out of date.  

Medicare Eligibility: Social insurance program available to elderly and disabled 

· It is not means tested and is available to everyone who fits into various categories regardless of their ability to pay (main category is people over 65)

· Long term disabled and end stage renal disease patients are also categories

· For end stage renal it provides for dialysis or transplants (probably as a result of successful lobbying) and it probably didn’t cost too much then; when we made it more affordable we found out how many people were really suffering from it) this fiscal disaster has led to the failure to enact similar programs like this.  

· Covers about 40 million elderly and disabled beneficiaries, 1/7 Americans

· Eligibility is generally linked to the Social Security Program, the other major social security program of the US (persons who are eligible for retirement benefits under Social Security are automatically eligible for Medicare upon reaching 65) if a person eligible for social security decides to continue working beyond 65, he/she may still begin receiving Medicare at 65; spouses and former spouses who qualify may begin receiving Medicare at 65 as well, as may former federal employees eligible for civil service retirement and railroad retirement beneficiaries

· Disabled persons who are eligible for social security may also receive Medicare but only after they have been eligible for cash benefits for at least 2 years

· Benefits are also available to two groups of persons who need not be social security beneficiaries (any US citizen or legal resident who has resided in US for 5 years may voluntarily enroll in Medicare if he/she is willing to pay a premium, and persons who are eligible for social security, though not necessarily receiving it, who have end-stage renal disease may receive Medicare benefits after a 3-month waiting period.

· Medicare has been generally successful in assuring broad and equitable access to health care for many who would probably otherwise be uninsured.

· We have been reluctant to take away this entitlement program because:

· Ideological issue: we want universal support for the program, and if it becomes only for the poor then there will be less support and there will be more cuts; it is much easier to cut programs for the poor, rather than programs for all

Benefits:

· Medicare Hospital Insurance (HI) program, Part A, pays for hospital, nursing home, home health and hospice services

· Medicare Supplemental Medical Insurance (SMI) program, Part B, covers physicians’ services and a variety of other items and services including outpatient hospital services, home health care, physical and occupational therapy, prosthetic devices, durable medical equipment, and ambulance services

· Medicare covers only 150 days of hospital services in a single benefit period (spell of illness – begins when a patient is hospitalized and continues until the patient has been out of a hospital or nursing home for at least 60 days)

· In recent years Medicare has added some preventative services, including prostate cancer screening, bone mass density measurement, diabetes self-management, mammography screening, glaucoma screening, pap smears, and hepatitis B, pneumococcal and flu shots.

· The Medicare benefits package resembles very closely the standard BCBC package available in the 1960’s when Medicare was established.  It varies significantly therefore from the packages available today.

· It has historically been weak in covering preventative services and the absence of a prescription drug benefit is perceived as the most significant gap in the Medicare program.

· In late 1998 the Health Care Financing Administration (HCFA), which administers Medicare, created a Medicare Coverage Advisory Committee (MCAC), consisting of 120 health care experts to assist in developing Medicare coverage policy.  HCFA uses the MCAC, together with its own staff and independent research and extramural assessment, to develop coverage policy.    

· Sizeable sectors of the health care industry have emerged or developed in particular ways largely because of the availability of Medicare coverage (home health care for example).

Medicare Benefits have two parts essentially:

· Part A: hospital costs, free costs you nothing, turn 65 and sign-up; deductible was about $800 two years ago; 150 days per spell of hospitalization; 100 days in a skilled nursing facility upon discharge from a hospital; hospice if likely to die within 6 months

· Part B: physician costs, this costs but is relatively inexpensive as these things go, it is optional though; 20% co-insurance, some preventative care

· This has all spawned a private industry of MediGap, that covers the gaps in Medicare (there are about 12-13 MediGap policy levels and each type has different benefits and premiums among them) AARP is a huge source of MediGap policies; some get MediGap if they are still employed (if they are over 65 and collecting Medicare they will give you a MediGap policy instead of insurance)

· For some, the policies are too expensive, but for others even if they can afford it there are caps on the amount you can get 

· Veterans can get services at no charge though and prescriptions are at very little charge

It got set up this way because it followed private insurance (Blue Cross – hospitals, and Blue Shield – physicians).

How do we decide though what Medicaid covers?

· Center for Medicare and Medicaid Services has a panel, which makes high-level decisions as to what they are going to cover; they are essentially medical decisions being made by the government at a high level (it is subject to political pressure though)

· On more routine decisions, trying to determine who is eligible for it, we have the carrier or intermediary making the determination, just as with private insurance 

· In Part A, the hospital fiscal part is called a carrier, in Part B the fiscal part is called an intermediary 

· Medicare is fee-for-service and that is one of the big ideas of Medicare and choice is the other 

· You get to pick your doctor and the hospital (provided the doctor has privileges at the hospital)    

Payment for Services:

· How should Medicare pay for health care items and services?

· At the outset, it paid on the basis of the reported cost and charges

· Fee-for-service, charge based for doctors and cost based for hospitals

· Doctors don’t have a cost basis like hospitals do (hospitals have to keep track of costs and then include a reasonable profit and they can get audited), but we reimburse doctors based on what they charge (usual and customary rate is the determination)

· We have begun to change this though

· Changes occurred to try and get costs under control

· Hospital side: 1983 decided to stop paying hospitals on a cost basis, and Medicare said here is what we are going to pay you, prospective payment system (PPS); payment in advance based on something other than cost really; federal government decided to pay on the basis of diagnosis (DRG’s) diagnosis related groups and each DRG has a dollar value; function of what was being done and the severity of the patient’s illness, but it was a flat rate, whereas previously they got reimbursed for every cost, now the hospital gets a flat rate dependant on the diagnosis (there is a national baseline with regional adjustments); we still have a system of prospective payment, but now hospitals are screaming that they are not getting paid enough; there was an increase in outpatient or home care which are not DRG based and are fee-for-service   

· Physician side: has been much more troublesome though; based on the value and intensity of resources used; Medicare payments to doctors did not go up as fast as charges to private pay patients went up; doctors complain that they are losing money/not making enough money on Medicare patients   

· Since Medicare pays for so much of the care, it has been able to offer rates on a take it or leave it basis and hold rates below those generally paid in the private market; it has been less effective though in controlling the volume of services it pays for, leading to continuing increases in overall costs 

· Medicare does Prospective Payment System (PPS)  and basically payment is based on the diagnosis, which creates an incentive to get patients out of the hospital 

Medicare Prospective Payment under Diagnosis-Related Groups (from book)

· DRG is a means of categorizing patients to reflect relative intensity of use of services.  DRG treats hospitals as coordinating services to produce particular products, such as the diagnosis and treatment of heart attacks, ulcers, and tumors.   

· The DRG system groups patients primarily by principal diagnoses, which are categorized by body system into 23 systems or major diagnostic categories.  These groupings are then broken down into 511 separate DRG’s by considering principal and secondary diagnoses and whether a surgical procedure was performed, and where relevant, further considering age, gender and discharge status.  Cases are sorted by the correct DRG by the GROUPER computer program.  The purpose is to group hospital patients, each covered by a distinct DRG, that more or less require the same quantity of medical resources.  DRG weights are recalibrated annually to recognize changes in treatment patterns, technology, or other changes that might affect relative use of resources for providing hospital care.

Medicare Payment of Physicians: (from book)

· Medicare Part B payment for most services was based traditionally, at least in theory, on reimbursement of actual charges (minus deductibles and co-insurance).  

· Over time, however, actual charges became subject to increasingly numerous and restrictive screens that rendered the relationship between actual charges and actual payments ever more tenuous.

· Physicians are not required to bill Medicare directly or to accept Medicare payment rates as payment in full.  

· Part B was initially designed as a government run indemnity insurance program and continues to be in many fundamental ways

· A physician can agree to accept assignment of a beneficiary’s claim and bill directly the Medicare carrier, accepting the Medicare payment (plus co-payments and deductibles for which the beneficiary is responsible) as payment in full.  Alternatively the physician can bill the beneficiary directly, who then must turn to the carrier for indemnification.  

· Reforms enacted by the Omnibus Budget Reconciliation Act of 1989 

· At the heart of the reform was the creation of a physician fee schedule

· Access to physicians has not been a problem for most Medicare recipients; 95% of physicians accepting new patients reported accepting new Medicare fee-for-service patients; by 1996 97% of doctors accepted Medicare assignment, effectively accepting Medicare prices as payment in full

Private Contracting:

· In response to physician complaints, the Balanced Budget Act of 1997 made provision for private contracting for services for which no Medicare claim was submitted or payment received

· This provision was named the Kyl amendment after its sponsor, however the bill was amended to impose beneficiary protections described in the case

· Some saw it as tightening, rather than a loosening of private contract rights, resulting in litigation

· Doctors sought to get out of Medicare taking assignment and the Kyle Amendment sought to allow private contracting, but somewhere in the process of making the amendment of the BBA of 1997, it allowed them to contract with Medicare Beneficiaries outside of the Medicare system (charge them more than Medicare would reimburse) only if the doctor abstained from accepting payment from Medicare for 2 years and would have to bill entirely privately and bill patients altogether

· The statute is upheld on the ground that the purpose was to prevent doctors from coercing patients into paying more than Medicare allowed 

United Seniors Association, Inc. v. Shalala (1999) (short case, pretty much put whole case in)

Section 4507 of the Balanced Budget Act of 1997 provides that, for certain medical services, a doctor may not contract with a Medicare beneficiary outside of Medicare unless the doctor agrees to abstain from participating in the Medicare program for two years. Plaintiffs, a senior citizens' organization and four individual Medicare beneficiaries, contend that section 4507 is unconstitutional on a number of grounds.

Medicare is a comprehensive insurance program designed to provide health insurance benefits for individuals 65 and over, as well as for certain others who come within its terms. The program is administered by the Health Care Financing Administration (HCFA), a part of the U.S. Department of Health and Human Services (HHS). In broad terms, Medicare Part A, which is not at issue in this case, covers care provided by institutional health care providers including hospitals. Medicare Part B, which is the focus here, covers medical services including those provided by physicians.  Part B is financed by a combination of government funding and premiums paid by beneficiaries.  Doctors who provide medical services to Part B beneficiaries must submit claim forms identifying the services provided. They receive compensation in accordance with fee schedules that limit the amount they may charge and be paid.
Certain kinds of medical services, such as routine physical checkups, are categorically excluded from Medicare coverage.  Those that are not categorically excluded may only be reimbursed when medically "reasonable and necessary." If a service is deemed not to have been reasonable and necessary, Medicare will not make payment and the doctor generally is prohibited from charging the patient. 

Because at the time a physician provides a service it may not be certain whether Medicare will regard it as reasonable and necessary, the Medicare program includes a provision for an "Advance Beneficiary Notice" ("ABN"). Under this provision, in advance of providing a service the doctor may give the patient an ABN, which advises that Medicare may not pay for the service.  If the patient agrees to pay from his or her own funds if Medicare does not, and if Medicare subsequently denies payment, the doctor may bill the patient directly.

Congress enacted section 4507 of the Balanced Budget Act of 1997. The section establishes rules for what it describe as "the use of private contracts by Medicare beneficiaries." It permits doctors and patients to contract for certain services outside of Medicare and without its fee limitations.

§4705(b)(2) entitled “beneficiary protections” lists certain provisions that private contracts must include:  

Any contract to provide items and services to which paragraph (1) applies shall clearly indicate ... that by signing such contract the Beneficiary—

(i) agrees not to submit a claim (or to request that the physician or practitioner submit a claim) under this title for such items or services even if such items or services are otherwise covered by this subchapter;  (ii) agrees to be responsible, whether through insurance or otherwise, for payment of such items or services and understands that no reimbursement will be provided under this title for such items or services; (iii) acknowledges that no limits under this title ... apply to amounts that may be charged for such items or services;... ; and (v) acknowledges that the Medicare beneficiary has the right to have such items or services provided by other physicians or practitioners for whom payment would be made under this title.

Under further provisions of 4507, a doctor who enters into a §4507 private contract with even a single patient is barred from submitting a claim to Medicare on behalf of any patient for a 2-year period.

Plaintiffs argue that it will be virtually impossible to find a doctor willing to enter into such an agreement, given the importance of Medicare to doctors' practices and the two-year bar the statute imposes for entering into even a single private contract. The two-year restriction "represents a substantial barrier to the receipt of contracted services."  Over 96% of practicing physicians receive Medicare Part B reimbursement. 

Nor, plaintiffs contend, is it realistic to suggest that senior citizens can avoid the restrictions of section 4507 by simply opting out of Medicare Part B altogether. Notwithstanding the government's repeated suggestion that "plaintiffs may dis-enroll at any time" from Part B, it conceded there is no "meaningful equivalent to Medicare" in the private market.  Accordingly, opting out is hardly a viable way for patients to bypass section 4507.

Medicare is, in effect, the only primary health insurance available to people over 65. 

The injury plaintiffs assert is to their ability to purchase services for which Medicare will not itself pay, thus rendering them unable to obtain those services on any terms.  The right they assert is to contract for services they and their doctors regard as necessary or even merely salutary, regardless whether Medicare agrees. Section 4507 abridges this right, they contend, by making it virtually impossible to find a doctor willing to enter into a private contract with a Medicare beneficiary. 

The Secretary contends that plaintiffs have simply misunderstood section 4507. The purpose of the section, she argues, is to prevent doctors from coercing elderly patients into paying more for Medicare-covered services than Medicare's fee schedules permit. If a patient and doctor want to enter into a private contract for such services, the doctor must wholly opt out of the system for two years.

The Secretary stresses, however, that section 4507 does not do what plaintiffs assert--that is, it does not impose restrictions on agreements to provide services for which Medicare would not pay. Hence, if a doctor and patient agree with respect to a service that would not be reimbursed by Medicare--either because it is categorically excluded or because it is deemed unreasonable or unnecessary in the particular case--then the agreement does not fall within section 4507 and the doctor is not subject to the two-year bar.

At oral argument, plaintiffs made clear that if section 4507 really says what the Secretary says it says, then their case is at an end. 

Under the ABN procedure, before providing a service the physician informs the patient that Medicare may not pay, and obtains the patient's agreement to pay on his or her own if Medicare denies the claim. As noted above, because an ABN is not considered a private contract under section 4507, if Medicare does not pay the doctor may receive payment from the patient without being subject to the opt-out rule.
Medicare Managed Care:

· Medicare began as a fee-for-service program

· It has offered managed care options for nearly two decades though

· Managed care enrollment grew slowly at first, but growth was rapid in the mid 1990’s

· The idea was let’s get managed care in here and try to cut costs that way

· Managed Care HMO’s went out and cherry-picked and they made a lot of money, and the government said that wasn’t supposed to happen, we were supposed to cut costs, so they cut the amount of reimbursement, and then the managed care plans started losing more money and asked for more money then and as a result they shut down 

MEDICAID:

· Needs tested welfare program for the poor; began as a modest program to provide medical assistance to those on welfare, and it has developed into a much larger program

· It has provided a decent amount of care to those that qualify, but has left out lots who are uninsured because they can’t afford it but still not poor enough to get Medicaid

· State governments administer the program; they get a lump sum from the government and that $ becomes part of their Medicaid budget

· Medicaid covers the following very important groups

· Pregnant women, highly cost-effective to provide pre-natal care because you can prevent so many expensive tragedies and costs

· Children

· MediGap – Medicaid is an important source of coverage for low-income Medicare beneficiaries

· Disabled

· But, it is not a comprehensive program, there are lots of children who are not covered; no coverage for single people with out children, couples without children, non-disabled, etc.

· States set the details of who is covered (federal government sets the broad outer limits)

· Must provide typical aspects of care: hospital and physician services, etc.

· States don’t even have to participate in it (Arizona did not for a long time)

Since the decoupling of Medicaid from welfare (abolition of welfare really), there has been a sharp drop in the numbers of those covered by Medicaid.

Another problem with Medicaid is the long-term care concern because of the Medicaid spend-down provisions.  

· If you want to qualify for Medicaid you have to have a certain low amount of assets, etc

· If you want long-term care, you have to spend down assets to a certain amount to qualify for Medicaid

· A lot of people don’t want to spend down their assets, they want to leave money to their children, and this has spawned a whole type of Medicaid estate planning but it has to be done within the rules, so this is an area to look at in the elder law class
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Medicaid Benefits:

· Vary from state to state

· Currently, states must provide the categorically needy with inpatient hospital services, outpatient hospital services, and rural health clinic services, other lab and x-ray services, nursing facility services, rural and federally qualified health center services, early and periodic screening, diagnostic treatment services for children, family planning services and supplies, physician’s services, and nurse-midwife and other certified nurse practitioner services.

· Medicaid pays for almost half of the nursing home care provided in the US, almost 10 times the amount paid by private insurance

· Some states do not cover optional services, such as podiatry, dental care, eyeglasses, dentures, etc.

NOTES:

· Focus on institutional care

· Basic benefits package

· Very significant source of funding for health care institutions

· Programs vary from state to state (there is a core package, but states are permitted to add to that)

· Another focus is on freedom of choice

Hern v. Beye (1995)


Physician and three women’s health care facilities that provide abortion services to women are the plaintiffs in Colorado.  They brought this action to enjoin the (, Karen Beye, the executive director of Colorado’s department of social services from enforcing a statutory provision.


By initiative, the voters amended the state constitution to add a section that basically limits access to abortions except that they must provide funds for an abortion to prevent death of either the mother or the child where all efforts are made to preserve the life of each.  


The Hyde Amendment says “none of the funds appropriated under this act shall be expended for any abortion except when it is made known to the federal entity or official to which funds are appropriated under this act that such procedure is necessary to save the life of the mother or that the pregnancy is the result of an act of rape or incest.  


(s brought the action seeking injunctive relief claiming that Colorado’s funding restriction denies coverage for abortions for which federal funds are available under the 1994 Hyde Amendment (abortions for pregnancies resulting from rape/incest).  

· Title XIX requires states to provide medical assistance to the categorically needy (individuals who qualify for Medicaid because they receive some form of federal cash assistance)

· States may also at their option, cover medically needy individuals (those who do not qualify based on categorically needy but cannot afford adequate medical care)

· Title XIX requires states to cover at least 7 general categories of medical services for categorically needy individuals (abortion falls under several of these: inpatient hospital services, outpatient hospital services, family planning services, and physician’s services furnished by physician)

· They are not however required to fund all medical services falling under one of these mandatory coverage categories

· Title XIX requires participating states to establish reasonable standards for determining the extent of medical assistance under their plan which are consistent with the objectives of Title XIX

· The plans may not arbitrarily deny or reduce the amount, duration, or scope of such services to an otherwise eligible recipient solely because of the diagnosis, type of illness, or condition

The court concluded that the restriction here imposed violated the requirements of federal law and are requirements that Colorado is required to follow as a precondition of its participation in Medicaid.  They categorically deny coverage for a specific, medically necessary, procedure except in those rare instances in which the patient’s life is at stake and this is not a reasonable standard. States must fund those abortions for which federal funds are available.  If Colorado chose not to participate in Medicaid at all, it would not be required to fund abortions at all.  Because they have decided to participate though, and receive federal funds, it must do so on the terms established by Congress. 

Book Notes:

· A state’s plan must specify the amount, duration, and scope of each service that it provides for the categorically needy and each group of the medically needy; each service must be of sufficient duration, amount, scope to achieve its purpose reasonably; they may not arbitrarily deny or reduce the amount, duration, or scope of a required service solely because of the diagnosis, type of illness, or condition.  

Payment for Services:

· Medicaid was originally a fee for service system

· If the state wanted to change that it had to obtain a waiver from dept of HHS

· State of Oregon did obtain a waiver to try an entirely new version of Medicaid, to expand the # of people covered by Medicaid, into the gap between those who are not privately covered and don’t qualify for Medicaid, but they were going to diminish the services that were going to be covered (see p.739 for more detailed discussion), they ranked procedures according to the cost-benefit ratio 

The State Children’s Health Insurance Program (SCHIP)

· Congress, as a part of the 1997 BBA enacted SCHIP

· Funded by federal government, administered by the state

· Children are a special group, because the less health care they get as a child, the more they will need as adults

· Not established as an entitlement for recipients, but rather was designed as a grant-in-aid program to the states, established for ten years with a budget of $20.3

· States that wish to participate may use SCHIP funds to either expand Medicare coverage for children or to establish a new SCHIP program to cover children who are neither eligible for Medicaid care nor covered by private insurance (there has been a little of both and combinations of both)

· Children who are eligible for Medicaid must be enrolled through Medicaid though

· States may impose cost-sharing obligations on SCHIP beneficiaries (premiums and co-payments) in part to reduce program costs but also to make the program look a lot less like a welfare program and to discourage families from dropping other insurance for SCHIP

· Participating states must match federal funds in accordance with a formula that provides for more generous federal funding than is afforded under Medicaid 

· The program evidences a philosophy of federal responsibility for health care financing 

· One big problem with SCHIP has been getting kids enrolled, it has been tough getting info out to the parents and getting the kids enrolled

Topic 11: Cost Control Through Enforcement of Fraud and Abuse Laws

· Health care providers are subject to a large body of law governing their financial arrangements with each other and with payors

· State and federal laws cover many practices that amount to fraud, bribery, stealing, and in addition they prohibit many contractual relationships, investments, and marketing and recruiting practices that are perfectly legal in other contexts

· These seek to rectify a number of serious flaws in the health care financing system, save the government money, and prevent conflicts of interest that taint the physician-patient relationship

· The statutes and regulations are unfortunately rather complex and have generated confusion

· Medicare and Medicaid fraud and abuse costs the federal and state governments tens of billions of dollars per year (sadly the structures and complexities of Medicare and Medicaid payment systems give incentives and opportunities to engage in fraud or to game the system to maximize reimbursement)

· The term fraud and abuse is broad and covers a large number of activities, ranging from negligent or careless practices that result in over-billing, to self-referral arrangements that are seen as improperly enriching providers, and encouraging over-utilization, to outright fraudulent schemes to bill for services never rendered

· The law of false claims is designed to protect the government from paying for goods services that have not been provided or were not provided in accordance with government regs

· Criminal penalties may be imposed for false claims and there is the Civil False Claims Act

NOTES:

· Main Statutes

· Federal False Claims Act – enacted to discourage and penalize false claims to protect the government from paying for goods or services that have not been provided or were not provided in accordance with government regulations 

· Medicare/Medicaid Anti-Kickback Statute

· Stark I & II laws

· The main tool of federal enforcement has been the Civil False Claims Act, while there are other criminal statutes too

US v. Krizek (1994) 

United States filed civil suit against psychiatrist and his wife, who was responsible for overseeing psychiatrist's billing operation, alleging false billing for Medicare and Medicaid patients in violation of False Claims Act and common law. The District Court held that: (1) government failed to prove that psychiatrist rendered services that were medically unnecessary; (2) psychiatrist did not submit false claims when he submitted bill under code number for 45 to 50 minutes after spending that amount of time on patient's case, even though not all of that time was spent in direct face-to-face contact with patient; (3) though psychiatrist and his wife would be presumed liable for bills submitted in excess of equivalent of twelve 45 to 50-minute submissions in single day; and (4) psychiatrist and wife acted with reckless disregard as to truth or falsity of submissions, and, as such, would be deemed to have violated Act.  So ordered.

· The court will not impose liability for such strained interpretation of the CPT codes and the government’s theory of liability is unfair and unjustified 

· Doctors should be given clear guidance as to what services are reimbursable and the system should be fair

· Doctors must be held strictly liable though for requests filed for insurance reimbursement and in this case an injunction was issued until defendants could show the court that they were able to comply with the relevant rules

· The court then gave HCFA some guidance based on their experiences with the case

NOTES:

· If doctors provide medically unnecessary services and then bill the federal government for services that they shouldn’t have provided or didn’t provide it is a false claims violation

· If they bill a private insurance company, it is not a violation of the federal false claims act, but it most likely will be a violation under an equally punishable state law

· Improper billing or up-coding (there are standardized codes and manuals for determining how the health care provider is going to get paid)

· Key issue: scienter (what mental element was needed for conviction?)

· Knowingly is the state of mind – having actual knowledge, acting in deliberate ignorance of the truth or falsity of the info, or acting with reckless disregard to the truth or falsity of the information

· They were guilty of reckless disregard in Krizek.
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US. V. Krizek (1997) (II)


Appeal from previous suit brought by government against a psychiatrist and his wife under the Civil False Claims Act and under the common law.  The district court found (s presumptively liable for knowingly submitting false claims and entered judgment against (s for $168,105.39.  The government appealed and the (s filed a cross-appeal.  This court held that the district court erred and remanded.  The district court erred in changing its benchmark for a presumptively false claim from 9 hours billed in any given day to 24 hours because it did not afford the government the opportunity to introduce additional evidence.  The Krizeks cross-appeal on the grounds that the district court erroneously treated each CPT code as a separate claim for purposes of computing civil penalties.  The Krizeks assert that the claim, in this context, is the HCFA 1500 form even when the form contains a number of CPT codes.


This court said that the question turns, not on how the government chooses to process the claim, but on how many times the defendants made a “request on demand.”  In this case the (s made a request on demand every time they submitted a HCFA form.  The court remanded for recalculation of the civil penalty.  They did act with reckless disregard, both he and she, according to this court.

NOTES:

· The Krizeks contend that each form is a claim

· The government contends that each code is a claim

· The court says that each form is a claim

· Dr. Krizek has an obligation to some extent to be taking a look at some of this, or have some auditing procedure (which would be expensive)

Book Note:

· The combined effect of HIPAA and the BBA 1997 has been to increase the federal and state resources devoted to prosecuting false claims against the government.  These acts provided increased funding for federal government prosecutions, enhanced fraud and abuse data collection programs and added new prosecutorial tools to pursue claims against providers.  They have produced significant government recoveries.

Qui Tam Actions: (p.963)

· Civil Actions for false claims, Actions by private persons, Whistleblower protection

· Private person can file a civil action under the False Claims Act for the person and for the US government

· The action shall be brought in the name of the government and the action may be dismissed only if the court and the AG give written consent to the dismissal and their reasons for consenting

· A copy of the complaint and written disclosure of substantially all material evidence and information the person possesses shall be served on the government, and the complaint shall be filed in camera and shall remain under seal for at least 60 days and shall not be served on the ( until the court so orders.  The government may elect to intervene and proceed with the action within 60 days after it receives both the complaint and the material evidence and information.

· The government shall proceed, or if they don’t the person bringing the action shall have the right to continue the action; that person has rights under the qui tam action

· Allows private individuals to prosecute civil actions, but the government must first be notified, and the government has a choice as to whether to go forward or not while the suit is under seal

· If they decide to take the case, they prosecute it and will want that party’s assistance, and part of their determination will be based on how helpful that party is

· The complaint, filed under seal, will eventually be unsealed and the respondent/defendant is going to be served.

· (h) protects the qui tame relater, with damages to make them whole for discrimination based on their lawful actions (Remember whistleblower article).
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Whistleblower stuff:

· Note it is an extremely trying time for the whistleblower, and as an attorney you must be aware of all the potential effects on your client, the whistleblower

· The suffering is in the present, the compensation is in the future; the suffering is a guarantee and the compensation is uncertain 

Luckey v. Baxter HealthCare Corporation (2000)

Former lab employee brought qui tam action against laboratory under False Claims Act (FCA), alleging that lab made false claims to federal government in connection with its sales of plasma derivatives, and that she was discharged in retaliation for her investigation of those false claims. The United States District Court granted summary judgment for lab, and employee appealed. The Court of Appeals held that: (1) lab's representations that it met testing requirements were not false, even if it could conduct more effective testing; (2) employee's activities were not protected under False Claims Act's whistleblower provision; and (3) employee could be required to pay costs of litigation. Affirmed.

· Falsity implies an attempt to deceive.  Hence, scientific errors, good faith mistakes in filling out forms, and misunderstandings of complex coding requirements for payment are not false claims.

· Where the government has conditioned payment of a claim upon certification of compliance with a statute or regulation, a claimant submits a false claim when he or she falsely certifies compliance with that statute or reg.

NOTES:

· This is not the same kind of quit tam action as others

· She is claiming that the quality of the tests that they do is not good enough 

Anti Kickback Statute 42 USCA §1320A-7B

Medicare and Medicaid Fraud and Abuse: (statute p.966-67)

· Pretty much all Government Health Programs are under this statute

· In general, it gets at illegal remunerations for referrals (this is the main part)

· Scienter element

· Receipt of payment in return for referring

· Receipt of payment in return for purchasing, leasing, etc…

· Can’t solicit or receive payment in return for referrals

· Section (b)(1) deals with people who receive

· And Section (b)(2) deals with those who offer it

· It also gets at fraud

· False Claims Act is a civil penalty and this statute is a criminal statute 

Problem 1 (p. 967) If you are hired as an employee at the hospital, and paid $110,00 a year, that is ok.  If the hospital guarantees her $110,000 per year, even though they are not hiring her, (they are for example inducing her to come and set up a private practice near their hospital), they are giving her a safety net to come set up there and since the next hospital is another 60 miles away, presumably she will refer patients to their hospital.  Basically, the hospital is doing it (besides the fact that it is nice for people to have their babies close to home) in order to get referrals, because even though she doesn’t have to refer patients to them, she is going to. So, it would be a prima facia a violation, but there are safe harbor provisions for these types of situations.    
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More on problem 1:

· Starkville is losing its OB doctor, and needs a new one, and because of the difficulty in attracting a new doctor, they are offering a nice package or free rent, free malpractice insurance, guaranteed income of certain amount, no requirement of referring patients to the hospital, and some administrative duties, etc. 

· There are problems with the package because of the anti-kickback law

· The hospital’s desire to enter into the arrangement is to get OB referrals from her (as long as AN intent is to induce referrals, you come within the anti-kickback statute)

· Even if the hospital argues that they are paying her for the administrative duties, if the payment is in part for referrals, then it is prohibited, according to Greber case

· Safe harbor provisions on page 984-986 though may save the agreement 

· For the anti-kickback provisions to apply and the safe harbor provisions to apply the hospital or doctor must take some federally funded program (the accepting of federal funds is the jurisdictional hook, under federal insurance plans, such as Medicare, Medicaid, Chip, etc., federally funded health insurance type programs) IF THEY RECEIVE FEDERAL FUNDING, THE ANTI-KICKBACK AND SAFE HARBOR PROVISIONS APPLY (it ahs nothing to do with how the remunerations are paid, or with what money they are made, remunerations cannot be made if they accept federal funds, it is the quid pro quo that is the problem) there is a quality argument: don’t want doctors doing it for money

· The main purpose of the anti-kickback statute is to prevent over-utilization caused by one institution getting remuneration for referrals to another institution; we want to avoid over-utilization of services

· We want a system that responds to quality and price, without bribery; we desire more of a market controlled system (where referrals are based on quality and cost, rather than bribes)

Penalties:

· Civil penalty and exclusion powers are of equal concern to the criminal penalties

· For those providers dependant on Medicare and Medicaid for a large share of their business, exclusion from these programs can be at least as serious as a felony conviction

· The list of behaviors for which HHS can assess civil money penalties is long and grows with every annual budget reconciliation act.  

· Exclusion from participation in federal health care programs is a potent and widely used weapon for combating fraud

· The OIG must exclude individuals or entities for at least 5 years from participation in at least 4 circumstances:

· Conviction of a criminal offense related to the delivery of Medicare or state health care services

· Conviction of a crime relating to neglect or abuse of patients 

· Any federal or state felony conviction with respect to any act or omission in any health care program financed by any federal, state, or local government agency or involving fraud, theft, embezzlement, breach of fiduciary responsibility, or other financial misconduct 

· Felony conviction of unlawful manufacture, distribution, prescription or dispensing of controlled substances 

· The OIG also has discretion to exclude providers for numerous other categories of offenses (including loss of professional license, submission of bills substantially in excess of usual charges/costs, substantial failure of an HMO to provide medically necessary services, substantial failure of a hospital to comply with corrective plan for unnecessary admission or other inappropriate practices to circumvent PPS, or default by a health professional on student loans) 

Treatment of Referral Fees Under Fraud and Abuse Laws:

· Sharing the profits of collective economic activity is common throughout the economy 

· Such activity however, has been long frowned upon as it relates to health care; it is believed that patients lack the knowledge and information (or even the legal right, in the case of prescription drugs) to make health care decisions for themselves.  

· Providers have a fiduciary obligation to recommend goods and services for patients considering only the patient’s medical needs and not the provider’s own economic interest.  

· The government is also concerned that financial rewards for providers might drive up program costs by encouraging the provision of unnecessary or inordinately expensive medical care.

US v. Greber (1985)


Appeal, defendant argues that payments made to a physician for professional services in connection with tests performed by a lab cannot be the basis of Medicare fraud.  The court did not agree and held that if one purpose of payment was to induce future referrals, the Medicare statute had been violated. 


After a jury trial, ( was convicted on 20 of 30 counts in an indictment charging violations of the mail fraud, Medicare fraud, and false statement statutes.  ( appealed.  


( is an osteopathic physician who is board certified in cardiology.  In addition to hospital staff and teaching positions, he was the president of a company he formed called Cardio-Med, Inc.  The company provides physicians with diagnostic services, one of which uses a Holter-monitor.  This device worn for approximately 24 hours, records the patient’s heart activity on a tape.  A computer operated by a cardiac tech scans the tape, and the data is later correlated with an activity diary the patient maintains while wearing the monitor.  


Cardio-Med billed Medicare for the monitor service and when payment was received, it forwarded a portion to the referring physician.  The government charged that the referral fee was 40% of the Medicare payment, not to exceed $65 per patient.  Counts 18-23 of the indictment charged defendant with having tendered remuneration or kickbacks to the referring physicians in violation of 42 USCA §1395nn(b)(2)(B).  


Proof: ( had paid Dr. Avallone and other physicians “interpretation fees” for the doctor’s initial consultation services, as well as for explaining the test results to the patients.  There was evidence that physicians received interpretation fees even though ( had actually evaluated the monitoring data.  Moreover, the fixed % paid to the referring physician was more than Medicare allowed for such services.  Government also introduced evidence that ( had given in an earlier civil proceeding, testifying “if the doctor didn’t get his consulting fee, he wouldn’t be using our service…so the doctor got a consulting fee.”  The evidence as to mail fraud was that ( repeatedly ordered monitors for his own patients even though the use was not medically indicated. 


Medicare upgraded the crime form a misdemeanor to a felony.  The potential for increased costs to the Medicare-Medicaid system and misapplication of federal funds is plain, where payments for the exercise of such judgments are added to the legitimate cost of the transaction.  These are among the evils Congress sought to prevent by enacting the kickback statutes.  The more expansive reading is consistent with the impetus for the amendments and the court held that the district court correctly instructed the jury that “the government was required to prove that Cardio-Med paid to Dr. Avallone some part of the amount received from Medicare; that defendant caused Cardio-Med to make the payment; and did so knowingly and willfully as well as with the intent to induce Dr. Avallone to use Cardio-Med’s services for patients covered by Medicare.  If the payments were intended to induce the physician to use Cardio-Med’s services, the statute was violated even if the payments were also intended to compensate for professional services.
Book Notes:

· Other courts dealing with arrangements that have multiple purposes have generally followed Greber’s holding that the purpose to induce referrals need not be dominant or the sole purpose of the scheme in order to fall in the law’s prohibition.
· Several decisions have introduced variations on the theme though (requiring proof of material purpose, requiring that it be a primary purpose), but not surprisingly the OIG has chosen to follow the Greber standard.  

· The “advice of counsel defense” in this context really amounts to a claim that the government did not establish that the ( knowingly and willfully engaged in the activities.  To avail oneself of the defense, ( must establish that he disclosed all relevant facts to his attorneys and that he relied in good faith on that advice and acted in strict accordance w/it.           

Problem 2 (p.968): If the eye doctor says “free to you” and bills Medicare for the full amount, he is basically waving their co-payment and still charging Medicare their full amount.  This is seen as a self-induced referral.  
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US v. Starks (1998)


( Starks and Siegel seek to overturn their convictions under the anti-kickback provisions of the Social Security Act.  Specifically, Starks and Siegel argue that the district court erred by refusing to instruct the jury concerning the relevant mens rea.  They contend that the anti-kickback statute is unconstitutionally vague.  The court affirmed the parts of the district court’s opinion where the statute was held to not be unconstitutionally vague, as applied, and in refusing to give the requested instruction.


Gets to the issue of scienter, and what kind of scienter is needed.  You don’t have to know what law you are violating.  Ignorance of the law is no defense.  You just have to know that what you are doing is wrong.  There is a well-recognized exception though for extremely complex tax or other regulations.  It is not a technical legal wrong; pretty much everyone knows that this is wrong.  It is malum in se, rather than malum prohibitum.  The Anti-kickback statute was found to be not vague, and it was found to have given fair warning that their conduct was illegal and that the statute was not unconstitutionally vague.

Stark (a transactional approach to self-referrals): STARK Legislation:

· Office of the Inspector General of the Dept of Health and Human Services, within the Center for Medicare services, formerly known as Health Care Financing Industry

· Stark legislation responded to increasing evidence that self-referrals had become quite common, and quite costly.

· If the lab is owned by the doctor, who is sending the patient to the lab, there is a problem

· If the doctor has an ownership interest or compensation arrangement with an institution to which he sends the patient, there is a problem

· What is the problem with it though?

· There is a potential for abuse in this situation (that doctors perhaps were sending more people than actually needed to be sent based on their medical condition, because there was financial incentive)

· So, the Ethics in Patient Referrals Act (Stark I) was enacted

· We now have Stark II, but they can be considered as a single piece of legislation

· Stark II merely expands upon the coverage of Stark I

· Stark I dealt with referrals to clinical laboratories

· Stark II adds 10 other clinical services, so there are now 11 (see page 995 number 6 for listing) (these are the big ones that doctors tend to have relationships with)

· The nature of the scheme is that the statute prohibits physicians from referring to anyone of these 11 designated health services if the physician has a financial relationship with any one of these entities

· Now, what is a financial relationship?

· Financial relationship of a physician (or an immediate family member of such physician) with an entity specified in this paragraph is:

· Ownership interest or investment interest or compensation arrangement

· No scienter requirement (one doesn’t have to intend to benefit financially) (it is assumed if there is a financial relationship)

· Compensation arrangement (remuneration) means any arrangment between a physician (or immediate family member) and an entity other than an arrangement involving only remuneration…

· Remuneration includes directly, indirectly, overtly or covertly, in cash or in kind, 

· The exceptions to remunerations prohibited are:

· Forgiveness of amounts owed for inaccurate tests, etc. (spelled out in (C) page 994)

· A referral is a request by a physician for the item or service, including the request by a physician for a consultation with another physician (and any test or procedure ordered by, or to be performed by or under the supervision of that other physician) constitutes a referral by a referring physician.  

· The focus is on the financial incentives of the doctor who is making the referral.

· The penalties under Stark are entirely civil.  It is not a criminal statute.

· Denial of payments, fines, and some will be violations of anti-kickback as well, and some will be violations of false claims act. (Potentially very large penalties are at stake, huge fines, etc.)

Stark presents a bright line rule: if no exception applies, the law has been violated.  It presents a general rule of violation and then lists exceptions.  (Exceptions on pages 997-999.) 

3 general exceptions:

· Those applicable to ownership or investment financial relationships

· Those applicable to compensation arrangements and 

· Generic exceptions that apply to all financial relationships

Examples of Exceptions:

· Rental of office space, rental of equipment 

· Personal Service arrangements (physician incentive plans)

· Physician recruitment

Complying with Stark law may pose problems for integrated organizations. (page 996 read this paragraph).  

The main concern of Stark is doctors referring to themselves; referring to an entity in which they have a compensation arrangement, ownership interest, or investment interest.  
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Topic 12: Cost Control, Increasing Access, and Improving Quality THROUGH ANTITRUST LAWS

Why were antitrust statutes enacted? To encourage competition, we don’t want stifled competition because it drives up prices and drives down quality.  These statutes restore free operation to the market.  

ANTITRUST LAW DEALING WITH HEALTH ISSUES

INTRODUCTION:

· Civil and criminal system

· Treble Damages are available

· FTC and DOJ both have jurisdiction over antitrust claims on behalf of the government

· Basic law in this area consists of statutes, which are fairly general in nature

· Congress has basically given the courts the ability to create a common law of antitrust
· This is a relatively new area of the law (25 years old at the most)
· Courts are still feeling around as to how the antitrust laws should be applied in the health care field
Complicating factors:

· Quality is an issue (to what extent should that be taken into account, where something might otherwise be anti-competitive but promotes quality)
· Large number of not-for-profit entities in the health care industry
· There are so many market imperfections inherent in the health care industry (b/c of insurance, tax exemptions, intermediary between the consumer and many of the services, etc.)
Three main statutes:

1. Sherman Act: (p.1008) 
a. Section 1: prohibits every contract, combination, or conspiracy in restraint of trade (an agreement and conduct that restrains trade) (reach is limited to concerted activities, those that are a result of a meeting of the minds) (condemns only unreasonable restraints) 
i. Joint or concerted action is required (contract, combination, or conspiracy)
ii. Agreement must restrain trade (every agreement restrains trade to some extent, but the Sherman Act applies only to unreasonable restraints of trade) (what is reasonable and what is unreasonable requires tons of research and fact analysis and lots of judicial time)
1. Per se rule: to save judicial time certain practices are presumed to be a restraint of trade (they are per se illegal, no fact finding necessary, and no justification will excuse you) (restraints per se reached by §1: price fixing, exclusive dealing, group boycotts, and tying arrangements) conclusive presumption of illegality
2. Rule of Reason: violations; but ( can escape liability if he can prove that the pro-competitive effects outweigh the anti-competitive effects; factual inquiry in these cases; courts will in reality though take shortcuts (i.e. if the (s lack market power, they don’t have the ability to effect, so they can escape liability, or they will look at market share to simplify fact-finding even further and if they have a low market share they will be deemed to have not engaged in an unreasonable restraint of trade) (done by a jury)
3. Mixture: in the recent decade or so, we now see a mixture of analyses known as a quick-look analysis, in which the courts take a quick look to see if the alleged anti-competitive practice is anti-competitive as a matter of fact (shortcutting the rule of reason analysis) and the court (not a jury), to see if it is obviously anti-competitive in order to save judicial time (Arizona case does this) 
iii. Agreement must affect interstate commerce (premised on interstate commerce clause of the Constitution) 
b. Section 2: prohibits monopolization, attempted monopolization, and conspiracies to monopolize (possession of monopoly power, defined as the power to control market prices or exclude competition, and the willful acquisition or maintenance of that power as distinguished from growth or development as a consequence of a superior product, business acumen, or historic accident) primarily aimed at unilateral conduct (as opposed to section 1)
2. Clayton Act: (p.1009) 
a. Section 7: prohibits mergers and acquisitions where the effect may be substantially to lessen competition or to tend to create a monopoly (courts emphasize market share and concentration data but also take other factors into consideration to determine whether a merger makes it more likely than not that the merged firm will exercise market power)
b. Section 7A (Hart-Scott-Rodino Act): contains elaborate reporting requirements for certain proposed transactions, such as mergers and acquisitions, which requires reporting before-hand and provision of huge amounts of information to the FTC 
3. Federal Trade Commission Act: (p. 1009) 

a. Section 5: prohibits unfair methods of competition and unfair or deceptive acts or practices (empowers the FTC to enforce the provisions of the Sherman Act in civil suits, as well as by administrative procedures) (includes all violations of the Sherman and Clayton Acts)
Defenses (p.1009)

State Action Doctrine: (having nothing to do with the traditional state action doctrine that we know) If an anti-competitive action is taken by a state government, or taken by private parties because compelled to do so by state government, it is immune to reach from antitrust laws because it was never intended to undermine state/local law

McCarran Ferguson Act: exempting the business of insurance from antitrust to the extent that they are regulated by state law

Noerr-Pennington doctrine: protects the exercise of 1st Amendment right to petition the government

Health Care Quality Improvement Act: grants limited immunity for peer review activities (same act that established the National Practitioner Databank) 

US DOJ and FTC Statements of Antitrust Enforcement Policy in Health Care (p.1062)

· Safety Provisions (court would not be bound by them, but you won’t be prosecuted because of these things)

· This tells you when the government will and will not take you to court 

· Know these guidelines in general

1. Classic Cartels

a. Michigan State Medical Society Case (p.1012)

· 1983 case that begins in the late 70’s

· Michigan Medical Society is really annoyed by BCBS for essentially dictating the rates for which physicians are going to be paid by the 

· Allegations that direct competitors, acting through a professional association, conspired to restrain trade by organizing boycotts and tampering with the fees received from third party insurers of their services

· The association gets everybody together and solicits proxies (saying we are not going to take payment from BCBS if BCBS cracks down too hard on the physicians)

· BCBS responds with a complaint to the FTC (alleging that the Michigan Medical Society is conducting a group boycott, and a violation of the Sherman Act, that it is a combination or conspiracy in restraint of trade, arguing that it is a per se violation)

· The FTC seems to argue as well that it is a per se boycott
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2. Private Accreditation and Professional Standard Setting (p.1035)

a. Wilk Case

· Involves the AMA’s boycott (vendetta) against the chiropractic profession (b/c chiropractors practice unscientific crap, basically, even though it was aimed at the same goals as the medical profession)

· True, chiropractic “medicine” does have a very UN-scientific basis 

· So, what the AMA did was motivated in part by a concern for patients, but it was also either motivate by or had a consequence of restricting competition

· Chiropractors do provide competition to allopathic physicians

· AMA got together and imposed limitations on their members, that they couldn’t associate with chiropractors in any way (many restrictions) (chiropractors were basically Persona Non Grata from the medical professions)

· The AMA is essentially organizing a “group boycott” (a per se violation)

· So, why is the court looking at market power (partly b/c the antitrust idea is new to the health profession)

· Also, partly because the AMA raised the “patient care defense”

· The patient care defense strikes a chord with the court though, and they will at least take a loot at the asserted pro-competitive effects 

· If they find a per se violation, they wouldn’t be able to look at the defenses, and may be doing more harm than good (that is their fear)

· The court though found that the AMA was not only motivated by the patient care defense, but also by the goal of eliminating a competitor (the court said that they needed to use a less restrictive alternative to regulate quality)

· The court also noted that there was as lot of evidence that chiropractic “medicine” was very effective, and this should have been considered too

· Also, the willingness of some third party payors to pay for chiropractic services has made it more acceptable

· Patient care defense in this case requires that a court evaluate whether the (’s concern was objectively reasonable?

· The rule of reason analysis it appropriate when facially legitimate ethical canons are challenged under the Sherman Act (facially legitimate ethical canons are rules of professional practice, which on their face, establish professional standards of care without reference to the economic interests of the professionals)

· Limited role for quality-of-care justifications, trying to limit its influence, and the quality of care concern must be achieved in a manner least restrictive of competition.

3. Staff Privileges (p.1043)

a. Oksanen Case

· Dr. Owen contends that the Sherman antitrust Act was violated when the medical staff on Page Memorial Hospital allegedly conspired amongst itself and with the hospital’s board of trustees to revoke his staff privileges.  (he alleges a conspiracy in restraint of trade, on the part of the hospital and the medical staff)

· Alleges a conspiracy b/w the medical staff and the hospital

· Alleges a conspiracy among the members of the medical staff

· This is in essence a workplace dispute (and these kinds of cases have met with mixed success/failure) 

· To prove a violation of §1 of the Sherman Act the ( must show the existence of an agreement in the form of a contract, combination, or conspiracy, that imposes an unreasonable restraint of trade.

· §1 of the Act applies only to concerted action, unilateral conduct is excluded from its purview.  Evidence of a relationship between at least two legally distinct persons or entities is required.

· Simply making a peer review recommendation does not prove the existence of a conspiracy and there must be something more, such as a conscious commitment by the medical staff to coerce the hospital into accepting its recommendation.

· There is no evidence that the staff attempted to usurp the board’s power to make the final decision on his status.  Nor is there any evidence that the staff illicitly agreed to exclude him from the market or engaged in anti-competitive activity outside the official meeting/hearing process.

· Besides, there were a ton of complaints against him from a variety of sources, which provides ample evidence that the doctors on staff were justified in disciplining a fellow physician who was perceived to be both unprofessional and uncooperative.  

· The doctor in this case failed to meet his burden of establishing that the inference of conspiracy is reasonable in light of the competing inferences of independent action.
· It is not a per se violation, so the rule of reason is applicable.  He bears the burden under the rule of reason, having to prove that the actions of the defendants have unreasonably restrained trade.  He must prove what markets he contends they restrained and that they played a significant role in the relevant market.  Absent this market power, any restraint on trade created by the (s is unlikely to implicate §1. 

· He may have been hurt as an individual competitor, but there is no evidence that the competition as a whole in the relevant market was harmed.

· No violation of §2 either because of the absence of proof or market power and because the hospital had valid business reasons for revoking his privileges.

In antitrust law, there is an intra-corporate (within the corporation) immunity and this court views the medical staff as an agent of the hospital, and thus the corporation is only one entity, which encompasses the medical staff, and as a result there cannot be a conspiracy.  (other courts have held differently as to whether the hospital is capable of conspiracy with its medical staff) (note 2 on 1050 discusses this)

Health Care Quality Improvement Act was enacted in response to claims that effective professional peer review activity was being chilled by antitrust challenges.  The act provides limited antitrust immunity to peer review participants who act in good faith and meet certain due process and reporting requirements in their professional review activities. Provides protection from monetary damages, and even awards attorney fees/costs for successful (s litigating a bad faith or frivolous claim.  The act requires that peer review decisions be based on the reasonable belief that they were made in furtherance of quality health care.     

4. Provider Controlled Networks

a. Arizona v. Maricopa County Medical Society Case (p.1053)

· Foundations established, the purpose of which was to establish fee schedules, basically

· Fee schedules are price fixing, but they have almost always been a minimum fee-schedule, where they could charge more if they wanted to but then they would be undercut by someone else (if they keep competing too much, the prices will go down and no-one will make money)

· This case is sort of the opposite, and they set maximum fee schedules, and their purpose is essentially to make affordable health care available (doctors can still go below, but not above) The concern is that the maximum will be all that is charged, and the maximum will also become a minimum.  

· What is bad about that?  What is bad about everyone charging the same for medical care?

· If everyone is making the same, there will be less incentive to be more efficient and be able to charge less.  This also doesn’t allow doctors to take more time and provide more care if they want to for a higher price.  There is a concern that this will provide little incentive for doctors to do more for their patients.  

· This is price fixing, so it should be a per se violation, but the court actually considers some of the defenses that the foundations put forth 
· That the court should not have per se rules b/c they are too inexperienced

· That the agreements are pro-competitive

· Not really price fixing anyway, b/c like a joint venture

· Does §1 of the Sherman Act has been violated by agreements among competing physicians setting, by majority vote, the maximum fees that they may claim in full payment for health services provided to policyholders of specified insurance plans.  

· The facts disclose a violation of the statute.  There is a per se rule against price-fixing agreements.

· The fee agreements disclosed by the record in this case are among independent competing entrepreneurs and they fit squarely within the price-fixing mold.

· Financial risk-sharing as a requirement for physician controlled networks to avoid per se condemnation, is a consequence of the Arizona case.

· The court in the end holds that there is a violation

· Said to be the origin of the “quick look analysis” where the court takes a quick look at the facts to decide 

5. Exclusive Contracting

a. US HealthCare Case (p.1077)

· D operated large HMO in New Hampshire.  P was another HMO looking to expand into New Hampshire.  In order to keep Drs, HMO came up with an exclusivity clause that gave Drs greater compensation if they agreed not to serve any other HMO.  P is attacking clause as a per se violation (group boycott) of Sherman.  Question is whether this is a per se violation?  If not, does it violate the rule of reason test?

· Court said no and no.  Purely vertical exclusivity arrangement by which a supplier or dealer makes an agreement exclusively to supply a manufacturer is not a group boycott (but a horizontal arrangement is)
· Rule of reason test won’t be violated where there is no evidence of significant foreclosure unreasonably restricting competitors

Key here is that Drs didn’t agree with each other but rather, they agreed independently with HMO

6. Payors with Market Power

a. Kartell Case (p.1084) 

· Something similar to Arizona case

· BC of MASS telling doctors, that they must accept as the fee from BC, the UCR

· Tell the doctors that they may not balance bill (may not bill the patient for what BC and co-pay together doesn’t pay) so, if the fee is $50 and BC pays 80% ($32) and the patient pays a co-payment ($8) (the doctor cannot balance bill for the other $10)

· What is the difference between the Arizona maximum fee setting, and the Kartell fee setting?

· The basic level distinction is that in the Arizona case, the doctors are fixing the prices, and in the Kartell case the doctors are not fixing the prices (they are screaming that prices are being fixed and they don’t like it), but it is ok in this case 

· The competitors (doctors) cannot fix the prices 

· BC is fixing the prices (they are buying medical services for their insureds)

· If the competitors are not setting the prices, and therefore in this case there is no violation, no adverse affect on competition

Why can 3rd party get together and set fees and not Drs?  Because Drs are competitors

7. Mergers and Acquisitions

a. Hospital Corporation of America Case (p.1094)

· Simple case that says that a high concentration of ownership in a particular market can lead to a lessening of competition, in violation of §7 of the Clayton Act, and that there may be unfair methods of competition as well

· There is a need to define the market (geographic market and what services the market offers)

· There can be a lit of fighting over the definition of the market

· The Herfindahl Hirschman Index (HHI) calculator index of market concentration.

· Question is where the acquisitions a violation of the act?

· Court said yes.  1st must define product market.  2nd define geographic market (where patient’s come from) 3rd look at market share (look at HHI Index) 4th look at barriers to entry (if competitors can enter freely then no problem)

Three Themes Reminder:

· Cost is always exerting pressure, because cost as a whole never goes down, and the more costs go up, the more difficult it is go get access to the health care system, which can put pressure on quality as well (by creating incentives to cut corners).

3 questions on the exam, all essay, (1 very big one, 1 medium one, and one shorter one) 

Directors of Corporation








Doctors, MD’s, DO’s, Psychologists, Podiatrists, Dentists, etc.











Business operations





Clinical, admin, nurses, health care professionals, 
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