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Health Law Outline

I.
Definition of Sickness/Medical Errors


A.
Katskee v. Blue Cross

1.
Insurance company will cover if procedure is 1) medically necessary, 2) medically appropriate, 3) covered service


a.
procedure is only med nec if there was sickness

b.
Does genetic abnormality that leads to greater risk of cancer constitute illness (if cancer had not yet developed)?

c.
Yes, bc there was deviation from normal body functioning that could be diagnosed


B.
Medical errors are a systems problem (not an ind doctor problem)

1.
Ways to solve problem of medical errors – Law can be used to change institutional functioning (allowing docs to be sued will force institutional change)

a.
standardization and simplification 

b.
forcing functions

c.
reduce handoffs (when shifts change and patients are turned over)

d.
electronic medical records

e.
decreased expectations by public for perfect outcomes

f.
don’t treat blame and punishment as only means to motivate and correct errors

g.
settle on one, uniform best practice that should be used by everyone



2.
NJ Patient Safety Act

a.
Docs created by peer review process that analyze medical case are not discoverable in med mal case

i.
Reports to Joint Commission are NOT protected by this privilege however

b.
Act also requires doctors to sit down with patient’s family after mistake/adverse events to discuss the incident

3.
Never Events (hospital acquired conditions, wrong surgeries, etc)

a.
Medicare no longer pays for never events

i.
Medicare stopped paying for hospital errors, so private insurers follow this ruling (this makes hospital on the hook for the cost)

II.
Physician-Patient Relationship (requires duty to disclose and ultimate trust)

A.
Only can sue for malpractice if there is pp relationship (first determine if there is pp relat to form duty, and then look for deviation from duty to find neg)


1.
Look to whether doc or patient believes there is doc-patient relat

a.
only when relationship is formed will fiduciary duties attach 

i.
at this point, duty for doc to dedicate himself to health of patient arises and provide continuing attention

2.
When doc agrees to examine a patient, implied contract is created with patient (so fid duty established)

3.
Unclear whether consultation by phone establishes doc-patient relationship

a.
reason for courts not to rule for the establishment of doc-patient relat is that this would stifle communication, since docs would not want to talk on phone to establish relat, and then be found liable 



4.
Ricks v. Budge

a.
relationship created bc doc told patient to come back if needed, and then told him to go to the hospital

i.
this relationship continues until the case no longer requires attention

ii.
termination only by cessation of the necessity which gave rise to the relat, patient discharges doc, or withdrawal by doc after giving reas notice so that patient can get other care



5.
Equivel v. Watters

a.
when doc is retained only for limited reason (i.e. to take sonogram pic) no duty to perform beyond particular function bc NO physician-patient relat formed


i.
only duty is to perform the requested eval wo neg

b.
If relationship is terminated, doctor must still provide continuing attention until new care is found by patient

i.
abandonment tort occurs when doc dumps patient wo notice 

ii.
docs who withdraws from doc-patient relat before a cure is achieved or the patient is transferred to the care of another may be liable for abandonment

ii.
in order to avoid abandonment, patient must be given time to find another doc (they don’t have to actually find another doc though)



6.
Millard v. Corrado

a.
Duty exists without a p-p relationship when:

i.
public policy calls for it, or 

ii.
harm is foreseeable

b.
in this case, it was foreseeable that a patient would come into the ER at the time of doctor’s absence and be subjected to high risk of injury due to his absence

i.
doctor had duty to inform the hospital to inform hospital he wouldn’t show for his on-call shift in order to protect against this potential harm

c.
Also, pp relat can exist if doc is contractually obligated to provide care by the institution for which he has a contract

i.
in this case, hospital bylaws stated that on-call docs must be avail to provide care, so pp relat can be inferred by this contractual obligation

ii.
docs on hospital staff have duties created by hospital bylaws and docs in HMO have duty to treat plan members as dictated by contract with HMO

iii.
express contract between doc and HMO or hospital, and this creates implied contract between patient and doc 


B.
Docs normally are not employed by hospital



1.
hospital grants privs for docs to use hospital for work




a.
hospital only liable for neg committed in four wall

III.
Informed Consent (“Every human being of adult years and sound mind has a right to determine what shall be done with his own body”) – doc has duty to communicate specific info to patient when exigencies of reasonable care call for it (bc it is the prerogative of patient that should drive care

A.
Doctrine of IC requires disclosure of 1) Diagnosis, 2) Prognosis, 3) Alternatives (including option of no treatment) that are generally acknowledged in med community as feasible, 4) Risks/Benefits



1.
Duty to obtain IC rests with doc (not hospital)

a.
simply signing an IC form does not constitute IC

b.
the form serves as evidence, but the actual CONSENT is the CONVERSATION with doc

2.
Courts are split between whether physical harm is required for a violation

a.
Courts are also split between whether it is required that patient would have changed decision re: treatment if he had missing info


B.
Professional Standard

1.
doc must tell patient what industry standard would tell patient about particular treatment

a.
need expert to testify re: industry standard

b.
this allows the industry itself to define the duty, so this is problematic


C.
Patient Standard (Canterbury case)

1.
doc must tell patient material info that the doc expects would affect reasonably prudent patient’s decision – objective standard

a.
look at this from doc’s perspective (based on his experience, patient history, etc)

b.
industry custom and prevailing med practice is evidence of the scope of disclosure, but it does not define the standard



2.
Canterbury v. Spence

a.
Doc violated duty by failing to disclose risks of paralysis from procedure

b.
Court said doc must disclose all info that he reasonably expects (based on his experience) a reasonable patient would consider when making medical decision (i.e. risks, benefits, alternatives, etc)
i.
most courts judge reasonableness of disclosures based on industry custom

ii.
this court does not agree and says a doctor can be liable for non-disclosure even if industry custom does not normally provide for such disclosure 

c.
probability/magnitude test used to decide whether a risk or alternative should be disclosed



3.
Johnson v. Kokemoor

a.
Doctor was inexperienced at particular surgery and didn’t disclose this fact


b.
Did doc breach duty by not disclosing this?

i.
Yes, bc reas patients would want to know this fact before making such a decision



4.
Arato

a.
jury must determine what info patient would reas expect doc to disclose in order to make informed decision

b.
in this case, jury decided that failure to disclose life expectancy of patient before treatment does NOT violate duty

i.
court will not change this ruling or hold that such info must be disclosed in order to satisfy duty in all cases

ii.
reason is that patients are all different and such estimations are not determinative for inds

iii.
also, doc does not have to disclose info in order for patient to make informed financial/business decisions (duty only is designed to protect patient’s freedom to exercise control over one’s body – NOT finances)

IV.
HIPAA/Confidentiality

A.
Federal law that provides guidelines for privacy re: medical records and enhances use of electronic records

1.
applies to all health plans, clearinghouses, or providers

2.
Herman v. Kratche

a.
can’t send PHI to 3rd party

i.
third party may include someone who also has duty of confidentiality, if info is of a different type than what he has authorization to receive

b.
breach occurs when info is disclosed without auth and party becomes prox cause of damages when unauthorized party views the info


B.
Two Rules under HIPAA



1.
Privacy Rule

a.
defines protected health info (PHI) that must be heavily protected

i.
PHI is any written or oral info transmitted about ind’s health which contains info from which the identity of ind could be determined

b.
PHI can be released pursuant to HIPAA compliance auth or subject to permitted disclosure (i.e. police investigation)

i.
patient can give consent to release PHI to certain people

ii.
PHI can be released if de-identified

c.
HIPAA only allows healthcare workers to see info that is of minimum necessity for a health care diagnosis/episode

d.
Business Associate Agreement:  people providing services to provider that get med info must sign agreement stating that they will not disclose 

i.
this is needed bc HIPAA only applies to health care workers and does not apply to outside service providers

ii.
duty is on the covered entity to get the outside service provider to sign the agreement



2.
Security Rule

a.
only people who need to know things are granted access to particular medical records


C.
Enforcement

1.
HHS investigates and enforces Privacy Rule while CMS enforces Security Rule

a.
No penalty if violation is inadvertent (not due to willful neglect) and corrected within 30 days



2.
No private right of action – Acosta v. Byrum

a.
rather, HIPAA establishes standard of care, so violation of this standard creates negligence claim

V.
Liability of Health Care Institutions

A.
Vicarious Liability: liability extending to hospital based on doc/hospital agency relat (this has been a new trend bc of the evolution of modern hospital)


1.
Scott v. SSM – Tort Theory

a.
suit filed against hospital for staff physician’s neg (even though doc was not technically employed by hospital)

b.
Court said there was agency relationship (consent and control of principal), so hospital could be liable 

i.
in determining agency relat in hospital-physician context in order to hold hospital liable for doc’s neg, focus is on whether hospital had right to control doc (since hospital normally always consents to the hospital acting on its behalf)

ii.
hospital is not permitted to exert too much influence on doc’s med judgments (Muse case), but this lack of influence over particular med decisions does not stand in way of establishing control element for agency 

iii.
hospital does not need to exert control over doc’s medical judgments in order to create agency relat

c.
just bc hospital stated that radiologist was ind contractor on forms, does not mean liability does not extend to hospital

i.
rather, court looks to the general standards that hospital requires for docs to determine control element for agency 

ii.
in this case, hospital determined qualifications of doc, had right to require doc to submit reports, set prices of doc’s procedures, etc – Control element satisfied bc of this



2.
Burless v. WVUH - Tort Theory – Apparent Agency

a.
fact that hospital had patient sign form upon arrival that stated docs were not employees of hospital was not dispositive to determine agency relat (such form is too confusing for patients)

b.
Court found apparent agency between doc and hospital bc:

i.
hospital acted to cause reas person to believe doc was agent of hospital by holding itself out as full service health care facility through advertising

a.
hospital holds itself out as provider of care in most instances, unless it gives patient adequate, written, contrary notice

ii.
patient relied on this action (patient believed the hospital was the entity offering such services, rather than ind docs)

3.
As hospitals have evolved and advertising has increased, courts have been more willing to stretch agency determinations (especially in ER contexts, bc more likely patient will rely)

a.
in order for patient reliance on hospital’s “holding out” to be unreasonable, hospital must make waiver explicit and clear to patient

i.
such waivers can also be viewed as contract of adhesion, so better to inform patients of relat before an emergency arises (advertise as such)

ii.
in this case, written notice to patient as she came into hospital with illness that doc was not employee of hospital was not sufficient

iii.
must make consent form clear to patients (rather than “faculty and resident docs are not employees of hospital” – patient does not know the distinction between faculty/resident docs and other docs so court said this waiver was not clear)

4.
While waivers and hiring ind contractors may eliminate respondeat superior liability for hospitals under tort theory, it does not relieve hospital of duties to provide care that it agrees to by agreeing to care for patient - Contract Theory


B.
Direct Liability/Corporate Negligence

1.
liability of hospital NOT simply as extension of doc’s mistake


a.
rather, hospital is independently liable for its own corp neg

i.
since this is now a possibility, hospitals can no longer distance itself from docs in order to protect against establishing agency relat for purposes of respondeat superior liability

ii.
now hospitals must take more control in order to protect against direct liability



2.
Washington v. WHC 

a.
Was hospital neg (and thus liable) for not having expensive tool to detect problems?

i.
Yes – look to the standard of care and whether reas prudent hospital would have such equipment 

a.
standard of care is not limited only to those practices that are mandated 

b.
mandates set minimum level for hospital, but reasonably prudent hospital would provide services that are above the bare minimum (standard is reas prudent hospital)

ii.
Court said enough ev was presented for a jury to determine that a reasonably prudent hospital would have had this tool in order to detect such problems

iii.
look to experts, other hospitals that are similarly situated, hospital’s own employees, and accreditation standards to determine standard of care (tort theory)

iv.
also look to hospital bylaws to determine appropriate standard of care (contract theory)

a.
hospital’s own bylaws and regulations are not sufficient however to establish standard of care owed though for tort theory

b.
Hospital has duty to maintain facilities and operate up to par with standard of care of industry 
3.
To prove hospital corp neg, must 

a.
set forth standard of care 

b.
show deviation from standard of care

c.
show causal relationship between deviation and P’s injury



4.
Muse v. Charter Hospital

a.
Hospital has duty not to have policy that interferes with med judg of doc (violation amounts to direct liability)
i.
insurance provisions cannot have overwhelming influence on medical decisions

ii.
doc must discharge patients (not hospital)

b.
in this case, doc got bullied by hospital policy to discharge patient early (leading to corp neg liability)

i.
the overwhelming influence of hospital on doc could also establish agency relat for purposes of respondeat superior liability, but this case was about direct liability

c.
Once you admit patient, can’t discharge when insurance lapses (bc this interferes with docs’ judgments)

i.
this makes hospitals do their homework before they admit (and can deny admission to some that don’t have good insurance)

ii.
No law to treat patients other than EMTALA (to stabilize) and ADA (to not discriminate if you choose to treat) 

iii.
Once hospital stabilizes patient, there may be nothing else the hospital has to do

d.
such a framework also prevents hospitals from seriously considering cost saving measures that will be beneficial (bc hospitals may think that such measures will impinge on doc’s judgments and lead to direct liability)



5.
Darling – Corporate Negligence

a.
suit brought by P against hospital alleging hospital was negligent in permitting doc to do orthopedic work required in his treatment and not reviewing him

b.
Hospital has duty to supervise: this entails the following:

i.
duty to maintain safe and adequate equipment

ii.
duty to select and retain competent docs (i.e. duty to credential docs in order for them to be granted hospital privs and periodic reviews in order to renew privs)
iii.
duty to oversee all persons that practice in hospital

iv.
duty to formulate policies to ensure quality care for patient
c.
P must show that hospital did not satisfy such duty based on the conduct
d.
hospitals use Peer Review Proceedings (PRP) to ensure competent docs

i.
if problem is believed, issue goes to PRP hearing committee 

ii.
such PRP reports are not discoverable in neg cases

iii.
If docs lose PRP, gets reported to state licensing board (this has effect of ending doc’s career, so if he thinks he will lose, it is better for him to leave hospital before decision is made)

iv.
Docs can Appeal if they lose (involves board members and other docs)



6.
Carter

a.
Board certification is not required for a doc to be granted hospital privs and be considered competent for credentialing 

i.
however, board certification is a big factor in determining competence so refusal to consider this would breach credentialing duty (duty to hire competent docs)

ii.
in this case, hospital didn’t consider lack of certification at all, so breached duty



7.
Peer Review Statutes




a.
created to ensure openness in peer review

i.
no review org shall be liable for damages for neg credentialing when org acts in reas belief that privs are warranted by facts and reas investigation

ii.
neg credentialing is not a vicarious liability tort but rather direct liability theory based on duty to supervise and duty to maintain competent docs (similar to hiring a neg employee)

iii.
confidentiality created for PRP so patients can’t get the documents created in these reviews and the info cannot be subject to subpoenas in neg credentialing cases (these reviews would create cases for patients)

b.
such statutes make negligent credentialing claim harder for patients, bc the issue in neg cred cases is whether the hospital was neg in granting privs based on what it actually knew

i.
cases can move forward however bc info otherwise avail from original sources and witnesses used by review org shall not be immune from discovery simply bc they were used by review org

ii.
confidentiality provision does not modify the common law coa for neg credentialing 

VI.
Statutory Exceptions to Common Law


A.
EMTALA (LOOK AT HEALTH CARE FINANCE NOTES)



1.
applies only to hospitals with ER that receive Medicare payments




a.
this provision stops many hospitals from creating ER

i.
however, now all hospitals that receive Medicare must be capable of providing emergency treatment and arranging for transfer




b.
suit can only be brought against hospital 

i.
no private action against doc



2.
Hospital must provide approp screening when patient comes to ER

a.
if hospital learns through screening that patient has emergency med condition, must stabilize or transfer

i.
only can transfer without stabilizing if benefits  that would be expected from care at new hospital outweigh risks from effecting the transfer

ii.
very unlikely that transfer will happen (bc hard for benefits to outweigh big risk)

b.
crux of EMTALA complaint must be a deviation from the standard screening procedure in hospital




c.
Baber 

i.
hospital does not need to follow national standard of care for screenings (bc each hospital has diff capabilities)

ii.
hospital only needs to screen every patient uniformly under the process it chooses (“within its capabilities and means”) to implement to determine emergency med condition

iii.
EMTALA does not guarantee accuracy of screening (bad screening may result in med mal case however)

iv.
EMTALA will NOT serve as a national med mal statute for screenings, and will serve as a guarantee that the emerg med cond will be diagnosed correctly




d.
improper motive of hospital need not be shown


B.
ADA

1.
applies to private programs and services (including hospitals) as well as services receiving fed funding

2.
Bragdon v. Abbott

a.
ADA allows docs to refuse treatment if condition poses direct risk that cannot be eliminated by modification of policies or procedures

i.
risks must be analyzed objectively from standpoint of person who refuses treatment (scientific data such as public health center views hold much weight)

ii.
subjective belief of doc does not excuse the denial of med treatment of person

iii.
person refusing treatment has burden to show the objective risks that cannot be eliminated by modifications (doc did not do so here)

VII.
Medicare (does NOT cover long term care, dental, glasses, etc)

A.
Members 

1.
social security eligible + over 65

a.
this class must have paid 40 quarters of payroll tax to be eligible

2.
permanently disabled people who are eligible for social security (regardless of age)

a.
this class must have the disability for over 2 years before becoming eligible

i.
however, at this point there is no tax payment requirement for eligibility

3.
people with end stage renal disease


B.
Part A – Prospective Payment

1.
Benefits include hospital, skilled nursing care, home health, and hospice care




a.
Deductible for each “spell of illness”


C.
Part B – Fee for Service



1.
Optional if you are eligible for Part A

a.
most people buy Part B however bc heavily subsidized

i.
however, the premiums are means tested, so vary based on income (good to keep rich seniors in Medicare in order to preserve political clout)

ii.
The trend seems to be to increase Part B premium fees paid by Medicare inds that have larger incomes in order to cover more people

iii.
if person is too poor to pay the premium for Part B, eligible for Medicaid to cover premium

2.
Benefits include outpatient hospital services, nursing home services, therapy, lab tests, ambulance

3.
75% funded by income taxes/general revenue and 25% funded by ind members’ premiums


D.
Part C (Medicare Advantage) – Market Competition/Managed Care

1.
market based approach created by Bush

a.
Commercial insurers provide cov for all Part A and B, and there are options to select additional benefits 

i.
Medicare members choose to enroll in Part C rather than receive A and B benefits

ii.
Must be eligible member of A and B to choose C

b.
Part C is NOT fee-for-service (unlike A and B), but has HMO-like network restrictions (so some sick people don’t join bc of these network restrictions)

i.
Better for healthier people to do Part C bc can get better benefits in exchange for the network restrictions

ii.
however, when people get sick they go to A and B bc the network restrictions are bad for them

iii.
therefore, Part C ends of being healthier population and A and B is drained by sick people that can’t subsidize one another


E.
Part D - Prescription Drug Plan developed by Bush



1.
Must be member of Part A or B to enroll




a.
Premiums set by private plans (market based)




b.
79% funded by income taxes/general revenue



2.
Doughnut Hole in middle that enrollee must cover himself

F.
Medicaid will serve as gap insurance to cover premiums, etc for those on Medicare that are poor (“Dual-Eligibles”)

1.
If you are not poor, you can buy private insurance to cover the stuff that Medicare will not pay for (premiums, long term care, cost-sharing)

a.
Medicare is a great program, but still leaves a senior with a lot of expenses that aren’t covered (if not also covered by Medicaid or another gap insurance policy)


G.
Medicare payment

1.
Medicare abandoned cost/charge-based payment in favor of administered payment systems to hospitals 


a.
Medicare sets price it will pay for services


b.
Prospective Payment 



i.
DRG rate 



ii.
used for payment to hospitals

iii.
patients grouped by diagnosis and hospital payed certain amount for each diagnosis/spell of illness

iv.
“DRG creep” – hospitals diagnosing more severely to get higher payment



2.
Medicare pays private docs on a fee for service system




a.
however, reimbursements are discounted

VIII.
Payment Structures

A.
Managed Care Organizations (MCOs)

1.
combined financing structure between insurer and deliverer of services to manage costs

a.
creates contractual relationship with insurer and patient, and insurer and doc

b.
Co-pays and Co-insurance are required (this causes patient to think before going to get care)



2.
Methods used by MCOs to control costs




a.
Discounted Fee for Service

i.
this gives incentive to see more patients and perform more services (in order to increase volume to make up for the discount)

ii.
also gives incentive to raise costs of normal services (so the discounted fee will be of a greater number)




b.
Capitation

i.
insurer pays certain monthly fee to docs for every patient that signs up with him

ii.
these fees are the only amount that docs have to care for the patients that sign up, so gives incentive to docs to conserve treatment procedures


B.
Prospective Payment Systems (used by Medicare)



1.
Applicable to hospitals

a.
hospitals get certain money for certain illnesses for each patient, but once this money is gone, hospital eats the rest (similar to capitation)

i.
reimbursement to hospitals for each procedure determined by algorithm (DRG) and is less than actual cost to doc

i.
this creates incentive for hospital to monitor treatments and perform less (bc each cost to hospital decreases their profit)

b.
PPS hospital payment system conflicts with the incentives provided in the Fee for Service structure that applies to docs working in the hospital

i.
docs have incentive to provide more services in order to increase their profits, but hospitals have incentive to decrease services in order to keep more of the payments made to them by insurer

ii.
this is an inherent conflict: interests of hospital and docs working in hospital are not aligned

iii.
this conflict provides incentive for hospital to perform economic credentialing when assessing docs (but there is questions about legality of this process)

IX.
Medicaid (voluntary state program that is aided by federal gov: serves as poverty program that also covers elderly who do not fall within poverty level, and disabled)

A.
The following groups MUST be covered (Mandatory Categorically Needy)



1.
Disabled children and adults that are poor



2.
Infants born to Medicaid-eligible women



3.
children under 6 below poverty line



4.
pregnant women below poverty line



5.
all children under 19 in families below poverty line

6.
Dual Eligibles:  low-income elderly and disabled Medicare recipients

a.
Medicaid covers Medicare premiums and cost-sharing obligations
B.
The following groups MAY be covered if state so chooses (Optional Categorically Needy)

1.
state can increase poverty income requirements in order to cover more infants, disabled people, and pregnant women

2.
states can increase age cut off for children

3.
states can choose to cover “medically needy”

a.
those with income above poverty level who incur regular health expenses that brings income below level


C.
What is covered?



1.
long term care (additional expenses that Medicare does not cover)




a.
therefore, elderly can get nursing home care paid for 

i.
not just for super poor, but there is income restriction

ii.
often, elderly sell down their assets in order to qualify for Medicaid coverage of nursing home care



2.
Disability care (additional expenses that Medicare does not cover)



3.
Long term and disability care make up majority of costs


D.
SCHIP



1.
Insurance for children of the working poor




a.
children must be uninsured to qualify



2.
Unlike Medicaid, this program is NOT an entitlement program 

a.
inds don’t automatically get aid if fall within parameters bc only a designated number of spots



3.
CHIPRA

a.
Obama signed Act that increases funding for Medicaid and SCHIP

i.
incentives (bonus) for states to increase those covered by Medicaid and SCHIP

ii.
increased income level for children to receive Medicaid
X.
Credentialing

A.
Docs must get privileges to work at the hospital (docs with privs are not “employees” of hospital, but comprise the medical staff and thus are subject to hospital bylaws)



1.
privileges obtained through credentialing process

a.
since the trend is toward exposing hospital to more liability for acts of docs (duty to supervise), hospitals take greater control over physician decisionmaking and credentialing process (stricter privilege renewal process)



2.
Hospital bylaws dictate the credentialing process

3.
purpose of credentialing is to make sure that all docs have the basic requirements set by hospital for performance of required tasks

a.
does doc’s cost-efficiency or competitive interests against hospital make him unfit for privs?


B.
Sokol v. Akron General

1.
Hospital set up an independent review process to review docs in department with high mortality rate

a.
review committee makes recommendations to hospital board, which in turn gives notice to doc so he can prepare for hearing to review decision

b.
hearing is then granted, but Board makes ultimate decision regarding privs

c.
if doc gets privs terminated, he can appeal in court

i.
reason docs get this appeal process is that depriving the public of a potential doctor has serious consequences, so must treat it seriously in order to protect community

b.
Court uses arbitrary and capricious review in assessing hospital board’s decision to terminate privs of a doc (hospitals have wide discretion in granting privs)

i.
the more independent, neutral, and fair the review process is, the less likely a court will question hospital’s ultimate decision – LOOK TO PROCESS

ii.
notice given to doc must be adequate (must tell the doc the proposed hospital action and reasons for the decision)

iii.
hospital should structure the review process around an entire department rather than an ind doc in order to avoid suit

iv.
make sure decision looks like a business decision


C.
Mateo-Woodburn – Exclusive Contracting

1.
hospital can take away staff privs of doc if necessary to reorganize for legitimate business purpose (i.e. exclusive contract with another doc or group practice)

a.
hospital has less of a burden when its decision does not reflect on doc’s professional qualifications

i.
court will not interfere if hospital decision does not reflect on doc’s abilities (bc doc’s reputation is not as harmed in these instances)

b.
court will only interfere in exclusive contracts if the terms of the contract offered to docs have no rational relationship to the objective of the business decision


E.
Contract Theory



1.
Court reviews credentialing process to determine if it coincided `



with hospital bylaws (contract to review a certain way)



2.
Nanavati case – p. 5

a.
doc’s privs stripped bc of his disruptive behavior 

i.
he criticized other docs in hospital

b.
hospital bylaws stated that docs must keep temperament that will enable him to work in harmony with other docs

i.
violation of this by Nanavati led to his privs being stripped

ii.
hospital’s actions had nothing to do with Nanavati’s technical competence

c.
hospital must show that the standard it established in bylaws for granting staff privs is rationally related to patient care/delivery of health care
d.
Hospital can revoke a doc’s privs if his temperament is poor enough that it will probably lead to adverse patient care in future 

i.
in these instances, violation of bylaw provision would interfere with patient care, so hospital would have reasonable grounds to terminate privs

i.
hospital need not wait until a disruptive doc actually harms a patient before it revokes privs

ii.
solid, concrete evidence of disruptive behavior is required in order to prove that it will have probable outcome of affecting patient care (must be more than a mere annoyance to other docs)

e.
Based on contract theory, hospital can revoke privs of a doc who disobeys bylaws, but still must show that the bylaws it created protect patient care 

i.
violation by doc must have potential to harm patient care in order for privs to be revoked


F.
Health Care Qality and Improvement Act

1.
Immunizes hospitals and docs involved in the peer review process from damages resulting from suit by docs that have had their privs terminated, provided that hospitals provide minimum process and notice as dictated by Act
a.
To bring suit, doc must rebut presumption that hospital acted reasonably and fair in credentialing/peer review

b.
in order for hospitals to avoid suit, they must make clear from the process that a particular doc is not being targeted for anything other than a business decision

i.
hospitals should frame impositions as business decisions 

ii.
hospitals should make sure that the imposition is supported by sufficient data

iii.
hospitals should make sure the decision is made by the board (NOT the medical staff)


G.
Economic Credentialing

1.
Used as way to bridge the gap between the differing incentives between doc and hospital

a.
Should hospital grant privs based on financials factors unrelated to quality of care (i.e. efficiency of doc’s treatment or whether he over-diagnosis)?


i.
conflict regarding this issue

ii.
in past, anyone with competent credentials would get privs, but now it seems that economic factors can play a role


H.
Conflict Credentialing



1.
credentialing decisions based on the competing interests of docs

a.
court will not interfere if there is valid business reason, so hospital can combat competition from specialty interests

2.
Mahan

a.
docs who treat wealthy patients at surgery centers also have privs at hospital where they treat low income patients

i.
hospital won’t grant privs to docs who will only use hospital for low reimbursement services

b.
Board has ultimate decisions for hospital management and structure, as long as the decisions are in the hospital and surrounding community’s best interests, and in coordination with hospital bylaws

i.
in this case, hospital would only survive if Board closed the dept (did not offer privs to other docs) for certain procedures

c.
merely bc a decision of Board affects the staff adversely does not give staff auth to overrule valid business decision

XI.
Labor and Employment


A.
Employees at Will



1.
employees can be fired at will unless contradicts with public policy

a.
in health care setting there is greater public policy concern bc we are dealing with trained health care professionals that the public needs

i.
if firing jeopardizes patient care, then it is against public policy

b.
Wright v. Shriners Hospital

i.
when determining whether firing was against public policy, look to statutes, rules, and professional ethics

ii.
in this case, court said her firing did not violate public policy bc there was no policy or regulation that encourages nurses to file internal reports on hospital regarding internal matters such as communication between docs and nurses

iii.
for this reason, the industry must not have been too concerned with creating such dialogue in hospitals

iv.
therefore, firing did not contradict public policy bc court said it didn’t jeopardize patient care to fire employee based on her complaint about the poor communication

v.
this nurse probably just got her feelings hurt by doc so filed claim in response – Court does not want to protect employees by public policy provision if they are simply seeking their own interests (rather than interests of patients)



2.
Conscientious Employee Protection Act – NJ state law

a.
employees protected from firing if employee complains to public body about employer and employee reasonably believes there is a violation of a code or regulation



3.
NLRA




a.
only protects employees (NOT supervisors)





i.
if you are employee, you can unionize under NLRA

ii.
protesting by unionizing or other acts on behalf/against an organization by employees are protected by NLRA



4.
ADA

a.
person can only file discrimination claim if he can otherwise perform job (perform “essential functions” of job) 

i.
employer has duty to make accommodations for the disabled person if reasonable

ii.
however, if employee poses significant risk that cannot be eliminated by reasonable accommodation, then court will find employee unable to otherwise perform the job (so employer will not be forced to make such accommodation)

ii.
look to nature, duration, severity, probability of transmission of risk to determine if it is significant




b.
Maura v. Borgess Med Center

i.
HIV surgery technician’s ADA claim failed bc he presented a significant risk to patients

ii.
hospital did not need to make accommodations to allow him to continue, bc the risks he presented were too great and the accommodations required to minimize them were unreasonable

iii. 
P says employer should make accommodation of not requiring him to assist in an open wound, but this accommodation would be unreasonable since this is a vital requirement of an assistant that cannot be avoided

iv.
therefore, the significant risks cannot be minimized by reasonable accommodation

XII.
Non-Profit Entity 


A.
Characteristics for corporate law charity definition

1.
Not all non-profits are tax exempt (must go through necessary steps to get tax exemption – file Form 990)

a.
non-profits must be organized for some purpose other than pecuniary profit (i.e. charity, educational, religious)

b.
exclusive charitable purpose

c.
Form 990 is the annual info return that most exempt hospitals file annually 

i.
requires community benefit report which details cost-based data for community benefits such as charity care and Medicaid

2.
governed by state law

3.
profits must be used toward mission of non-profit (NOT distributed to members)


a. 
mission listed in articles of incorp

i.
this can be changed easily in order to change the goals and direction of the non-profit

b.
Board of non-profit has duty toward the MISSION (NOT SH like for-profit entity)

i.
however, in order for non-profit to stay afloat, Board must focus on finances at some point (which would divert attention from the mission)

4.
No SH, so no chance of derivative suit to be brought

5.
profits must be used toward mission of non-profit 


a.
can’t pay out dividends to members

b.
however, non-profit can pay reasonable compensation to its members for services performed in conjunction with the mission



i.
question is what constitutes reas compensation

ii.
can entity pay execs high salaries in order to compete with for-profits and further the mission? (p. 924)

c.
also, upon dissolution, distributions may be made to members (but the payments cannot be dividends or distributions of profit)

B.
Fiduciary Duties:  Board must act in good faith with level of care an ordinary and reas person would exercise in best interest of corp (cases can be brought for breach of fiduciary duty)



1.
Duty to the MISSION – Duty of Obedience (to Mission)




a.
Duty of Care

i.
Business Judgment Rule:  presumption that Board action was conducted in furtherance of the mission (if process is fair, court will approve final decision)

ii.
however, since there are no SH for oversight in non-profits, the court may be more receptive to complaints if there is a conflicting interest (duty of loyalty claim), so non-profit Board should show solid process such as advisory board, written guidelines for certain decisions, etc

b.
Duty of Loyalty (Duty of Obedience is subsumed under this – if there is interested decision, likely that Board has not acted in accordance with mission)





i.
Conflicts must be disclosed

ii.
Board members must remove themselves from interested vote

iii.
interested decision must be inherently fair to org




c.
Duty to Monitor – look to:





i.
whether Board should have known of problem





ii.
whether violations were occurring





iii.
whether there was reporting system in place

iv.
whether Board took steps in good faith to remedy problem when it was discovered

v.
whether inaction proximately caused the loss



2.
MEETH case 

a.
Does Board’s decision to sell charity’s assets to for-profit when it is incapable of continuing its primary mission promote charitable purpose?  (Does this decision breach duty of obedience?)

i.
Deal must be fair to corp:  look to due diligence of seller, whether conflicts existed and disclosed, whether sale was fair to corp

ii.
must not favor any buyer over another

iii.
in this case, terms were not fair bc price was too low (shows breach of duty)

b.
sale of non-profit cannot be for new and fundamentally different purpose
i.
in this case, non-profit changed from teaching hospital for nose and throat to for-profit hospital for different purpose than stated mission

c.
non-profit cannot sell assets in effort to start anew with new mission (bc then every slight financial difficulty would sell assets and abandon mission)

i.
such a move must be last ditch effort, so all other ways to operate under original mission must be exhausted before decision to sell to for-profit

ii.
all reasonable efforts must be taken to preserve original mission
iii.
in this case, MEETH only sought the change bc of the offer by MSKCC, so reasoned analysis did not precede decision to sell


3.
Overview




a.
BJR

i.
law presumes that business decision was made in good faith on informed basis, and in honest belief that it was furthering mission of non-profit (best for the corp)

b.
Burden shifts to P to show breached this duty by acting in bad faith or with competing interest

c.
if P can show such a breach, Board must show that decision was entirely fair to the corp (despite interest involved)



4.
Indemnification

a.
non-profits may be able to indemnify trustees and officers against liability as long as they acted in good faith in what they believed to be best interests of corp

i.
if trustee received improper benefit or breached duty of loyalty, likely court won’t find good faith


C.
Tax Exempt Status

1.
subsidy given by gov to fund non-profit’s charitable purpose in form of unpaid taxes to charitable institutions

2.
State tax exemption: Utah v. IHC case (exemption from state property taxes)

a.
tax exemption only for those institutions operating exclusively for charitable purpose
i.
does not look to bylaws’ stated purpose to determine charity (rather, look to how corp operates)
b.
factors to consider in determining exclusive charitable purpose:

i.
whether purpose of entity is to provide service to others without expected award (court thought that fact that hospital was paid by 3rd party payers did not satisfy this element)

ii.
whether entity is supported by donations and gifts

iii.
whether the recipients of “charity” (patients) are required to pay for services (court said fact that hospital did not give much free care means it is not exclusively charitable)

iv.
income cannot exceed operating expenses (entity cannot make a profit)

v.
commercial activities must be subordinate to charitable ones

vi.
dividends or any other financial benefit cannot be paid to inds

c.
seems to be hard for entities to create non-profit status in order to get state tax exemption



3.
Federal Tax Exemption (Charitable Purpose under 501(c)(3)

a.
designation under 501(c)(3) is more important bc more money is at stake since federal tax law reaches into many aspects of hospital operations (pensions, liability of corporate income taxes)

i.
also, only donations to orgs exempt under 501(c)(3) are deductible, so hospitals with 501(c)(3) status will prob get more donations

b.
federal tax exemption only for entities organized exclusively for charitable, religious, educational purpose

i.
Organizational test:  formation docs of entity (articles of incorp) must illustrate the charitable purpose

ii.
Operational test:  operations of entity must illustrate charitable purpose

iii.
primary purpose of the entity must be the charity/community benefit it provides
c.
Unlike state tax exempt definition, 501(c)(3) does not require patients to receive free care (entity can get tax exempt status by providing care for all, OR by meeting Community Benefit Plus test)
i.
entity can be exclusively for charity if it provides community benefit (serves public benefit such as promotion of health) PLUS something else
ii.
easy for hospitals to meet community benefit standard, but managed care companies are a different story
d.
Three requirements to qualify:


i.
no inurement to private ind


ii.
no part of activities may be aimed at influencing leg

iii.
no part of activities may be aimed at campaigning for any political candidate

iv.
can’t violate public policy (i.e. can’t discriminate)

e.
IHC v. Commissioner (community benefit PLUS)
i.
Managed care corp that ran non-profit hospitals was organized for charitable purpose, but did not operate as such (failed operational test)

ii.
activity that promotes health, standing alone, does not qualify entity for tax exemption 

iii.
the PLUS, which needs to accompany community benefit (i.e. promotion of health to all in community), is characterized as a benefit which community may not be able to provide itself (existence of an ER/research grants) OR a benefit which advances work of public institutions (i.e. Medicaid)
iv.
Resulting Test:  1) provider must make services avail to all in community PLUS something extra (i.e. treatment of Medicare patients, open ER, etc), 2) activites must give rise to inference that public benefit is the primary purpose for which the org operates

v.
primary purpose of the organization must be to convey community benefit (activities of org must show purpose to benefit community)

vi.
hard for HMOs to meet this standard for tax exemption bc all enrollees must pay premium (as opposed to hospitals which have open ER that cares for people who can’t pay), and only way to get care is if you are enrolled (and paying such premium)

v.
HMOs may meet tax exemption if they subsidize premiums for those who can’t pay

vi.
however, in this case, no tax exemption bc mere discounts to enrollees does not show purpose to benefit community (since purpose of discounts could be to increase business and revenue)

f.
Integral Part Doctrine

i.
exception to general rule that entitlement to exemption is derived solely from entity’s own characteristics that advance charitable purpose

ii.
if org’s sole activity is an “integral part” of an exempt affiliate’s activities, the org may derive exemption from affiliate

iii.
however, if sole activity is not integral party, org must qualify for tax exemption on own merits (primary purpose of such org must be charitable)

iv.
Look to totality of circs to evaluate org’s purpose  in order to determine if the org is an integral part of exempt affiliate’s activities (does nexus exist between the org and the tax exempt affiliate?)

v.
Entity will be considered integral part of tax exempt affiliate (and thus derive tax exempt status) if its sole purpose is to further the charitable purpose of the tax exempt affiliate (i.e. org with sole purpose to furnish electrical power to parent)
vi.
however, mere financing of exempt purposes of tax exempt affiliate by HMO does not constitute furtherance of charitable purpose (since it can also pay for services at for-profit facility) – also, mere fact that a subsidiary makes money that tax exempt affiliate can use for charitable purpose does not constitute furtherance of charitable purpose

vii.
managed care does not qualify for tax exemption bc not considered integral to health care (since they can be used to provide payment for services at for-profit health care facility) and mere financing does not constitute furtherance of charitable purpose
viii.
also, mere fact that entity produces dollars that exempt org may then use for exempt purposes is not sufficient for tax exemption



g.
Joint ventures between tax-exempt and for-profit orgs

i.
Test:  tax exempt may participate in joint venture with for-profit without affecting tax exempt status if the purpose of involvement is in furtherance of its exempt purpose AND the structure of the venture permits exempt entity to act exclusively in furtherance of charitable purpose (bc 501c3 requires tax exempt org to operate exclusively for exempt purpose)

ii.
the tax exempt purpose must be the focus of the venture, and the 501(c)(3) entity must not lose control (operational test)
iii.
if more than an insubstantial amount of its activities are not in furtherance of exempt purpose, then entity will lose tax exemption
iv.
therefore, 501(c)(3) orgs may engage in business unrelated to exempt purpose with for-profit, but such income from this business is taxable


4.
Relationships between Docs and Tax Exempt Health Care Orgs

a.
501(c)(3) states that tax exempt orgs cannot provide private inurement or private benefit

i.
inurement applies to insiders (those with opp to influence activities of entity from inside) while private benefit applies to all other hospital staff

b.
both proscriptions prevent distributions to staff members that are above and beyond that which is reasonable fee for services provided (incentives given to docs which have reasonable relationship to promoting community health are ok)
i.
if incentives are in accordance with guidelines in bylaws, then this is evidence of reasonableness

ii.
inner city, poor hospitals’ incentives to docs are more likely to be reasonable, bc it can show that the incentives are for benefit of surrounding community 

iii.
however, hospital cannot grant incentives for doc to come to community if he will not be performing on behalf of the hospital (bc this does not further hospital’s charitable purpose)

v.
if tax exempt hospital grants benefits to employees in order to enhance its financial health or increase utilization of its facilities, then this is unrelated to charitable purpose of promoting health of community (so not allowed under inurement/private benefit)



5.
Excess Benefit Transactions

a.
tax placed on insiders (someone who had opp to exert susbstantial influence over the org) that receive economic benefit from tax exempt org that exceeds the value of the services provided

XIII.
Fraud and Abuse


A.
Goals of fraud and abuse

1.
Gov seeks to preserve the resources of Medicare (use tax payer dollars well)

2.
Make sure med decisions are driven by best interests of patient (rather than financial interests of doc)

a.
however, managed care seems to be in contradiction to this goal bc med decisions made with financial considerations

3.
improve quality of care 


B.
False Claims Act



1.
civil statute

2.
it is unlawful for a person to “knowingly makes false a record to gov in order to get a false claim paid”

a.
scienter requirement:  actual knowledge, reckless disregard, or deliberate ignorance 

i.
no need for D to have specific intent to defraud if D acts with gross neg/reckless disregard when making claims to gov 

ii.
easy to violate based on this standard (since actual knowledge of violation is not required)




b.
US v. Krizek

i.
doc “bundled” time spent with patients so that everyone got highest Medicaid reimbursement code

ii.
even though billing employee did not know the law and was reasonable in her assessment for codes (since time would even out in the long run), court said the doc violated

iii.
knowing requirement includes reckless disregard, and this is what doc did (didn’t attempt to find out law or make accurate billings)

iv.
Act does not extend to those who submit false claims negligently, but extends to those who do so gross negligently (reckless disregard is synonymous with gross negligence)



3.
Encourages whistleblowers bc allows for Qui Tam Relator actions 




a.
inds can report false claims and get cut of the penalties



4.
Mikes v. Straus 

a.
Express Certification Theory 

i.
idea that person violates the FCA if he submits a claim that is not medically necessary – Qui Tam Relator says the violation arises when the procedure/test is below standard of care and not reliable bc this makes it not medically necessary

ii.
Qui Tam Relator says that the test in this case was not med nec bc so sub-standard and unreliable

iii.
Court said that “medically necessary” determination does not include standard of care/reliability of procedure 

iv.
Court does not want to assess standard of care in every case bc this is not its area of expertise




b.
Implied Certification Theory

i.
idea that person violates FCA if he submits claim and has not complied with every federal that relates to that procedure and care

ii.
court does not agree with the theory that by submitting claim for payment, a person impliedly certifies that he has complied with every federal law that applies to you – rather person only impliedly certifies through a claim submission that he has complied with those fed laws that expressly state the provider must comply in order to be paid
iii.
only violations of those fed rules that are preconditions to the payment of the claim invokes FCA violation by implied cert theory
iv.
P’s interpretation would improperly expand FCA’s reach 


C.
Anti-Kickback 



1.
Civil and criminal penalties attach

2.
Scienter requirement is “knowingly and willfully” solicit or receive remuneration (kickback, bribe, or rebate) in return for a referral, purchase, order, etc 

a.
only need to intend to commit wrongdoing (not have knowledge of and intend to violate particular AKS law)

i.
Bryan standard (promulgated by Starks case):  scienter requirement is satisfied by general guilty mind (intent to commit general illegal act without knowing the existence of the particular statute)

ii.
only need to accept or solicit remuneration for an improper purpose

iii.
this is an easy standard to meet (see Greber)

3.
Deals don’t have to commence to break law 

a.
as long as you commence the start of the illegal chain, AKS is violated

i.
i.e. it is a violation to take a doc out to entice business before referrals start flowing



4.
US v. Greber

a.
imaging/x-ray company sent docs portion of the Medicare payments for the procedures and claimed it was an “interpretation fee”

i.
court said the docs did not do any work for the fees, so said the purpose of the fees was to entice referrals

b.
even if the payment is for a legit service (i.e. even if the interpretation fee was legit), the AKS is still violated if one of the purposes was to induce referrals
i.
this is bad for docs, bc they could have honest reason for providing payment to others, but the AKS will still be violated (bc any type of payment can be construed to be for the purpose to induce business)

c.
court can find the knowledge element if any purpose of the payment is to induce business 

i.
therefore, even if a doc knowingly makes remunerations with purpose to compensate doc, court has ability to construe improper purpose of paying for business

ii.
for example, court can say that doc did not need to pay another doc that much to provide the service, so there must be improper purpose (violation)

a.
“guilty mind” can be construed this way to satisfy scienter requirement

iii.
improper purpose does NOT have to be the single purpose in order to invoke AKS violation (this satisfies scienter requirement)

5.
Safe harbors exist – this means that doc can engage in these practices without the court questioning his motives for the actions




a.
Leases for rental equipment or space

i.
leases for space/equipment must be in writing and must detail the terms of the arrangement (i.e. price of rental, duration of rental, etc)

ii.
leases must be longer than one year

iii.
price of rental must reflect fair market value in normal, commercial sector




b.
In-Office/Group Practice

i.
payments received in return for the investment interests in a group practice will not invoke AKS

ii.
if there is centralized decision-making, pooled expenses, etc then no violation

iii.
in order for the exception to apply, the members of the group practice that operate from different offices must not function as if they are separate entities

D.
Stark Law

1.
Prohibition on self-referral (we don’t want docs’ financial relationships influencing medical decisions)

a.
doc cannot refer patients to a provider of designated health services  which the doc (or immediate family member) has financial interest for the purposes of furnishing a designated health service for which payment may be made under Medicare





i.
Ownership interest can be in equity or debt

b.
Stark law also prohibits the entity from charging for that referral



2.
Financial Interest

a.
ownership/investment interest in entity

b.
compensation arrangement with entity

i.
arrangement involving any remuneration between doc and entity

ii.
i.e. lease of space of equipment (bc remuneration paid to entity to use space/equipment)



3.
Designated Health Service (DHS)

a.
lab services, pt, ot, radiology, equipment and supplies, home health services, in/outpatient hospital services

b.
full list on p. 1083



4.
Scienter requirement




a.
Strict Liability 




i.
no need for doc to intend to break the law

ii.
if doc refers patient to entity which he has interest, then violation has occurred 

5.
Many exceptions 

a.
In Office Ancillary Services (ownership interest)

i.
in order to fall within this exception, service must be performed by referring physician or member of referring physician’s group practice (or supervised by such a physician)

ii.
service must be furnished in same building as other services or centralized building used for all DHS (building used exclusively by the doc or group practice)

iii.
service must be billed by doc, group member, or entity wholly owned by such person who performs services
b.
Personal Services Arrangement (compensation arrangement)

i.
must be written agreement where services are detailed

ii.
services must not exceed those that are reasonable and necessary for legit business purpose

iii.
arrangement for personal services must be for a term of more than one year 

iv.
arrangement cannot take into account volume of referrals
c.
Rental Office Space/Equipment (compensation arrangement)
i.
same requirements as personal services arrangement exception, PLUS:

ii.
space/equipment rented is used exclusively by the lessee

iii.
rental agreement must be reasonable from perspective of parties involved even if no referrals were made between the parties

iv.
no longer can rental fee be paid each time service is provided



6.
Konsenke v. Carlisle

a.
there is value in the exclusive provision of services or free space to perform care, so financial interest is created (compensation arrangement)
i.
therefore, docs can’t refer to hospital (unless there is exception)

1

