
Cost, Quality, Access, and Choice
· What is “cost” in the healthcare system?
· Health-related expenses: out-of-pocket costs, insurance, taxes, uncompensated care, unnecessary care
· Costs when healthcare that is needed isn’t received: lost income, lost productivity, spread of illness
· Non-financial costs: ability to participate in everyday life, needing friends and family help
· What is “quality” in the healthcare system?
· Efforts to preserve health, restore health
· Integration and management of delivery systems
· May be determined by regulation through licensing, quality assurance, public health systems
· What is “access” in the healthcare system?
· Addresses inequity in health and care
· Example obstacles:
· Low income → uninsured → can’t afford medical services
· Discrimination
· Lack of providers in rural areas
· Absence of accessible medical and diagnostic equipment
· Social conditions: clean air, water, source for purchasing healthy food
· What is “choice” in the healthcare system?
· Respect for persons and that they experience vulnerability because of bad health and the costs to restore it
· Also includes cooperation of individuals → Ex: choosing to practice social distancing
· Choice of provider, choice of networks
· Choice may be restricted by law and regulations 
· Cost, quality, access and choice all interact, have a complex relationship
· The Cost & Benefit of Health Care Spending
· The US spends more on healthcare than any other nation, however according to the Schneider article, the US has poorer health than other countries
· Incomplete and fragmented insurance coverage may account for Americans’ poor health 
· The US does not ensure universal healthcare, opposition primarily coming from insurers
· US doctors and patients waste a lot of time with billing and insurance claims
· Potential Cost Control Strategies
· Improve the quality of care to reduce injuries
· Increase management of care to reduce duplicative testing
· Improve knowledge to improve effectiveness
· Create incentives for high quality and low cost
· It’s tough to calculate costs because healthcare costs shift easily
· What is “health”? Numerous ways to define them
· How we define illness affects society → has economic and social effects 
· Katskee v. Blue Cross/Blue Shield of Nebraska (1994)
· Facts: P consulted with Dr. Lynch about family history of breast and ovarian cancer → was diagnosed with a genetic condition and was recommended to have surgery → gynecologist agreed → P decided to get the surgery and filed a claim → got a letter from D indicating the surgery was covered → later the doctor told her insurance wouldn’t cover the surgery because it wasn’t an illness → P had the surgery anyways → sued for breach
· Issue: Does P’s condition constitute an illness? 
· Holding: Under the meaning of illness in her policy, it does and she is covered
· Reasoning:
· The policy defined illness as “bodily disorder or disease” → very broad, so the court used the dictionary and adopted the natural and obvious meaning
· Found that the policy defines illness to encompass any abnormalities such that natural progression would be problematic and be a deviation from normal state
· The doctor said the condition is the result of a genetic deviation from the norm → so although she didn’t have cancer, her condition can still be considered a deviation 
· Looked at the syndrome’s nature: 50% chance of developing cancer, can cause anxiety and stress, ovarian cancer is hard to detect early and surgery is great for prevention
· What if a “disease” involves conditions or syndromes under the individual’s control?
· Ex: Alcoholism → disease of brain, can cause other health issues 
· Ex: Obesity → 2013 was recognized by the AMA as a disease
Population Health and Public Health Law
· The primary goal of public health intervention is population health
· Public health generally involves collective action and America struggles because Americans value autonomy and individualism
· The law is implicated in most interventions (e.g. setting food safety standards)
· Jacobson v. MA (1905) - The Constitutional Foundation of Public Health Law 
· Facts: The Board of Health in MA adopted a regulation that because of smallpox, everyone in Cambridge must get a vaccination or re-vaccination, otherwise they would be fined
· Issue: Does the law conflict with the Constitution?
· Holding: No
· Rule: The state has authority to exercise police powers by imposing public health restrictions on all and can delegate those powers to agencies, BUT this power is limited by the Constitution which protects the individual from government interference
· Reasoning: 
· P argued that the law is “unreasonable, arbitrary, and oppressive” and violates his right to care for his body 
· Court said constitutional liberty is not absolute and there are restraints for the purpose of a common good
· The method the State adopted has a real and substantial relation to the protection of the public health and safety
· Principle of Self-Defense - community has a right to protect itself from an epidemic which threatens safety
· The Court did say that this case isn’t an absolute rule because the state’s police power cannot be arbitrary and oppressive
· Here it was fine, but forcing someone to get the vaccine who cannot for some valid reason would be cruel
· Note: Since this case though, various courts have imposed higher standards on the state which must meet strict scrutiny or prove substantial risk 
· The Rulemaking Process: Proposed rule → opportunity for people to make comments → Agency looks at comments → proposed changes →  final rule
· Actions that try to reduce non-communicable diseases (e.g. heart disease, cancer) often face legal challenges for two reasons: (1) The actions try to change individual lifestyles; (2) The actions are opposed by business interests
· Boreali v. Axelrod (1987)
· Facts: NY State Legislature had taken action to restrict smoking in designated areas → later the Public Health Council published final regulations expanding the rules after the NY legislature failed to do so itself 
· Issue: Did the PHC overstep the boundaries of its lawfully designated authority?
· Holding: Yes
· Reasoning:
· The Public Health Law authorized the PHC to “deal with any matters affecting the...public health”
· Because of separation of powers, the legislature may delegate power, but can’t pass on law-making functions
· The PHC basically created its own regulatory scheme that includes provisions that aren’t in consideration of public health → this wasn’t just filling in legislative gaps, the PHC wrote its own rules without any legislative guidance or expert recommendations
· Don’t want appointed administrators making decisions rather than elected legislators 
· Main Takeaway:  Public health agencies cannot act in a way that exceeds powers given to it and essentially take over the Legislature’s role because it violates separation of powers 
Hot Topics in Healthcare
· Balance Billing (illegal in CA) - health plan pays physician, physician wants more so they bill the patient separately
· The law says that physicians must be paid reasonable and customary rates → hard to determine
· § 1300.71.39. Unfair Billing Patterns.
· (a) Except for services subject to the requirements of Section 1367.11 of the Act, “unfair billing pattern” includes the practice, by a provider of emergency services, including but not limited to hospitals and hospital-based physicians such as radiologists, pathologists, anesthesiologists, and on-call specialists, of billing an enrollee of a health care service plan for amounts owed to the provider by the health care service plan or its capitated provider for the provision of emergency services.
· (b) For purposes of this section:
· (1) “Emergency services” means those services required to be covered by a health plan pursuant to Health & Safety Code sections 1345(b)(6), 1367(i), 1371.4, 1371.5 and Title 28, California Code of Regulations, sections 1300.67(g) and 1300.71.4.
· (2) Co-payments, coinsurance and deductibles that are the financial responsibility of the enrollee are not amounts owed the provider by the health care service plan.
· (3) “The plan's capitated provider” shall have the same meaning as that provided in section 1300.71(a).
· Surprise Bills - when you are in a compromised position, get service, and later find out the service was out of network
· Emergency Services
· “A health care service plan … shall reimburse provider for emergency services ….”
· The disputes now are over what is the payment amount.  Must be “reasonable and customary.”
· Non-contracted providers/Restrictions Payment Rate
· Section 1371.31 is added to the Health and Safety Code, to read:
· 1371.31.(a) (1) For services rendered subject to Section 1371.9, effective July 1, 2017, unless otherwise agreed to by the non contracting individual health professional and the plan, the plan shall reimburse the greater of the average contracted rate or 125 percent of the amount Medicare reimburses on a fee-for-service basis for the same or similar services in the general geographic region in which the services were rendered. For the purposes of this section, “average contracted rate” means the average of the contracted commercial rates paid by the health plan or delegated entity for the same or similar services in the geographic region. This subdivision does not apply to subdivision (c) of Section 1371.9 or subdivision (b) of this section.
· For services subject to this section, if an enrollee has a health care service plan that includes coverage for out-of-network benefits, a noncontracting individual health professional may bill or collect from the enrollee the out-of-network cost sharing, if applicable, only when the enrollee consents in writing and that written consent demonstrates satisfaction of all the following criteria:
· (1) At least 24 hours in advance of care, the enrollee shall consent in writing to receive services from the identified noncontracting individual health professional.
· (2) The consent shall be obtained by the noncontracting individual health professional in a document that is separate from the document used to obtain the consent for any other part of the care or procedure. The consent shall not be obtained by the facility or any representative of the facility. The consent shall not be obtained at the time of admission or at any time when the enrollee is being prepared for surgery or any other procedure.
· (3) At the time consent is provided, the noncontracting individual health professional shall give the enrollee a written estimate of the enrollee’s total out-of-pocket cost of care. The written estimate shall be based on the professional’s billed charges for the service to be provided. The noncontracting individual health professional shall not attempt to collect more than the estimated amount without receiving separate written consent from the enrollee or the enrollee’s authorized representative, unless circumstances arise during delivery of services that were unforeseeable at the time the estimate was given that would require the provider to change the estimate.
· (4) The consent shall advise the enrollee that he or she may elect to seek care from a contracted provider or may contact the enrollee’s health care service plan in order to arrange to receive the health service from a contracted provider for lower out-of-pocket costs.
· (5) The consent and estimate shall be provided to the enrollee in the language spoken by the enrollee, if the language is a Medi-Cal threshold language, as defined in subdivision (d) of Section 128552.
· (6) The consent shall also advise the enrollee that any costs incurred as a result of the enrollee’s use of the out-of-network benefit shall be in addition to in-network cost-sharing amounts and may not count toward the annual out-of-pocket maximum on in-network benefits or a deductible, if any, for in-network benefits.
Healthcare Organizations
· The Concept of Health Economics
· Policymakers have tended to assume that the healthcare market operates like other free markers, but it isn’t really operating that way
· Conditions for free market to achieve efficiency:
· Consumers have good info about products and prices 
· Healthcare market doesn’t meet this because most consumers don’t know how to evaluate qualification of providers, alternatives they have, and what prices are or what they mean 
· Consumers tend to like to stay with the same doctor, and delegate a lot of decision making power to them → physicians can create demand for their own services 
· Good stats on the effectiveness of many treatments aren’t available to customers
· Having insurance may disincentivize consumers to pay attention to prices
· The government subsidizes healthcare through Medicare, Medicaid, and tax expenditures → makes healthcare more accessible, but dulls price signals
· A large number of sellers competing over prices that reflect true resource costs
· Healthcare market doesn’t meet this because even though there are many providers, they don’t always effectively compete
· Sometimes competition isn’t over price, which in effect raises prices
· If insurance providers are paying, doctors and individuals have incentive to buy expensive treatments and tests, rather than keeping costs low
· The Concept of Insurance
· Health insurance essentially spreads risk and costs from high-cost insureds, who account for most of health care expenditures, to low-cost insureds, who pay for most of the premiums, through the insurers
· Process: Individual applies for insurance → insurer assesses their risk level (underwriting) → if insurer approves, then they set a premium
· Insurers make predictions based on historical data and try to aggregate people who are at a similar risk
· Risks that insurers won’t accept: 
· For losses that have already occurred
· Immeasurable risk
· Ones where there aren’t a sufficiently large number of similar insured
· High probability that risk will occur 
· Ratemaking = process of predicting future losses and future expenses and allocating those costs among the various classes of insureds
· The result of ratemaking is the premium = expected claims against insurer + administrative costs 
· Two main ways to determine rates:
· Experience Rating - use past experience to determine
· Advantage - good for retaining customers
· Consumer Rating - based on allocation of total costs to all individuals or groups to be insured 
· Advantage - very simple process
· Adverse Selection = the tendency of persons with poorer than average health to apply for, and continue, insurance to a greater extent than those with average or better health expectations 
· Favorable Selection vs. Adverse Selection
· NOTE: This adverse selection is different from the previously defined adverse selection
· Favorable - enrolling lower risk people than competitors
· Adverse - drawing the least desirable purchasers 
· Insurers may try to avoid locations where this is likely 
· Moral Hazard = tendency of insured persons to use more products and services than they would if they weren’t insured and had to pay the full price
· To deal with this, insurers impose cost-sharing requirements for services people get, such as copays, coinsurance, deductibles
· Who are the players?
· The subscriber - individual or employee who obtains the insurance
· Enrollee - person enrolled in plan
· Member - person to whom insurance coverage has been extended
· Individual ensured vs. Individual with employer insurance
· Fully “insured” employer insurance vs. Self-funded/ERISA employer insurance
· Fully insured - employer pays premium
· Self funded - contribution by employer and employee, paying claims as they occur
· ERISA - funded by purchased insurance coverage 
· The Concept of Managed Care
· Managed Care Plan = contracting with medical professionals to manage the cost, utilization, and quality of care
· Recently insurers are shifting from pure indemnity plans (practitioner sets rates) to managed care plans → 80-90% of private health insurers fall under the category of managed care
· MCP’s and HMOs try to control price and utilization by imposing control, limits, and incentives on in-network health care providers 
· Trilateral relationship between provider, patient, and plan
· Has become more complex over time as employers have taken on more risk and insurers have taken on more administrative roles 
· Different Types of Plans:
· HMOs - limited network of providers, emphasizes preventative care, uses capitation payments to moderate providers
· Point of Service Plans - similar to HMOs but more freedom to obtain services outside of network with additional costs
· Preferred Provider Orgs - systems where providers agree to provide services on a discounted basis to subscribers and subscribers are disincentivized to go out of network → providers are paid by FFS and certain services are controlled by review 
· Provider Sponsored Orgs - networks organized by providers who contract with employers and individuals to provide service on a capitation business
· Accountable Care Orgs - networks that agree to share medical and financial responsibility for the care of the patient population
· “Triple Aim” = goal to improve the experience of care, improving population health, and reducing per capita costs
Cost, Quality, Access, and Choice in the US HealthCare System
· Access
· Two primary ways Americans access health care services: 1) Private health coverage and 2) Qualifying for a public insurance plan 
· Access and insurance are closely tied because basic services are so expensive that most can’t afford it without third party financing 
· Who are the uninsured?
· Mostly adults under the age of 65, families with income > $25,000 and at least one year round worker
· Largest group of uninsured - white, non-Hispanic
· Highest risk of being uninsured - racial and ethnic minorities, people age 26-34, non citizens, low income, families with only part time or no workers
· Most people that are uninsured are because they don’t have employment-related insurance and don’t qualify for Medicaid
· Out of those who are offered insurance, only 62% accept it because they can’t afford family coverage
· Uninsured are more likely to report medical debt or other cost-related issues
· There are also many Americans who have insurance, but have health-related financial problems because of high deductibles and out-of-pocket costs
· Other barriers to access: discrimination in the healthcare system, ability to find transportation and time to get medical service, language and cultural barriers
· Cost
· The high cost of health care burdens employers and individuals
· Employers have been passing costs on to employees
· Both public and private expenditures have continued to grow 
· Why are costs so high in the US?
· Overutilization - a significant portion of healthcare is useless and not needed
· Prices - increases in price have been strongly associated with overall increases in healthcare spending
· Market Forces & Structure - dominant health care providers abuse their market power
· Population demographics - increase in population and aging
· Administrative costs - private systems cost more to administer 
· Changing nature of diseases - more chronic disease rather than acute diseases and increases per patient expenditures for it
· Technology - new tech can increase costs, but not always
· Malpractice - not a major contributor, but costs tend to be disproportionately borne by specialists and certain geographic areas
· Quality
· Quality has improved, but it can be better
· Medical error was one of the leading causes of death
· The result of lack of universal health coverage and barriers to access for primary care
· There are some measures which the US excels at like wellness counseling, chronic disease management
· Choice
· Limitations on choice of healthcare providers: Provider network limitations, geographic provider shortages, cost of care
· If getting insurance through employer, can’t pick the insurer or plan
· In rural areas, there is a lack of available providers and not many alternatives
· Too many options can be bad
· Limits efficiency
· Diminish meaningful choice
· Confusion
· “The Iron Triangle of Health Care” - access, quality, cost
Health Reform Tools
· Market-Based Approaches to Reform
· Idea: Encourage competition to promote access, lower costs, and improve quality
· Try to change behavior through supply-side controls and demand-side controls
· Supply-Side Controls - constrain provider behavior
· Strategy 1: Managed Care
· Tool 1: Limiting provider network or imposing financial disincentives to discourage members from “going out of network”
· Tool 2: Utilization review where MCOs evaluate cases to determine the necessity and appropriateness of medical care provided to reduce waste and unnecessary care (Retrospective Review)
· Strategy 2: Primary Care Physician Management
· Having physicians act as case managers and gatekeepers for access to specialists and more intensive medical services
· Strategy 3: Capitation
· Providers are paid a lump sum for caring for MCO-enrolled patients over some period so that providers assume some financial risk
· Doctor is paid based on the number of people assigned to him, no matter if they come in to see him or not
· Capitated providers need to know what exactly they are responsible for, they often have obligations to pay other providers for services (e.g. referral for another service)
· Strategy 4: Integrated Care Delivery
· Organizing care to improve patient care → reduce waste, promote efficiency, etc.
· Strategy 5: Value-Based Purchasing
· Utilizing payment models that link provider performance to reimbursement
· Demand-Side Controls - reduce demand for service by changing incentives for health care consumers
· Strategy 1: Copays (set cost) and coinsurance (set %)
· Strategy 2: deductibles
· Strategy 3: High Deductible Health Plans with a Savings Option
· Strategy 4: Reference Pricing
· Strategy 5: Shared-Decision Making - doctor and patient discuss everything and come to a joint decision for treatment
· Market Controls - targets the functioning of the healthcare market itself
· Strategy 1: Managed Competition - increase competition
· Limits to Managed Competition:
· Concentrated health markets are the norm → not much choice
· Demand for healthcare is more “inelastic”
· Info for consumers to make informed decisions isn’t readily available → healthcare isn’t really shoppable
· Strategy 2: Federal and state legislations and regulations
· Legislation to Improve Access
· Guaranteed Issue - would require insurance companies to offer health insurance to all individuals regardless of pre-existing conditions
· Community Rating Provisions - would require insurance companies to charge all members of a community the same premium within a plan
· Insurance Enrollment Mandates
· Tax incentives for purchasing insurance
· Expanding public insurance programs
· Legislation for Private Regulation
· Price Transparency - mandated disclosure of prices, notification of significant price increases, creation of databases with service prices
· Price caps on private healthcare prices
· Rate Setting - uniform administrative rates
· Legislation for Market Control
· Prohibit most favored nation clauses - Try to prevent healthcare organizations from including provisions in their contracts with insurers that hinder competition and raise prices 
· Cross-border sale of health plans
· Association health plans
Medicare
· Medicare is a federal health insurance program for people over 65 or those with certain disabilities
· Must be a US citizen and lived in the US for 5 years 
· Each individual has to qualify, enroll, and choose coverage for themselves 
· Medicare was enacted under Title XVIII of the Social Security Act.
· The Medicare portions of the Social Security Act are codified at 42 U.S.C. Section 1395 et seq. 
· Medicare Coverage:
· Part A and Part B comprised what was “Traditional Medicare”
· The problem with Traditional Medicare was that there were no out-of-pocket limits, high deductibles and copayments, and lots of gaps 
· The ACA has changed it to include no copay or deductibles, an annual wellness visit, comp. Health risk assessment 
· Part A - Hospital Insurance
· Covers hospital, nursing home, hospice, etc.
· Generally premium free, the individual will have to pay deductibles, some copay and coinsurance
· Part B - Supplemental Medical Insurance
· Physician’s services, outpatient hospital services, medical equipment, ambulance, etc.
· Premium is deducted out of social security check or otherwise directly paid by the individual, individual pays copay, coinsurance (usually 20%), deductible
· Generally Covers: 
· Physicians’ professional services, including services and supplies that are furnished incident to physicians services; 
· Services provided by outpatient providers (including the outpatient clinics of a hospital) and freestanding supplier entities, including suppliers of diagnostic tests; and 
· Services rendered by non-physician practitioners under physician supervision or in collaboration with a physician. 
· Part C - Medicare Advantage
· Alternative program enacted in 2003 to Medicare that beneficiaries can choose instead which is offered by private insurance companies
· Managed care for medicine 
· Covers everything original Medicare covers plus prescription drugs, dental benefits, vision coverage
· Promoted enrollment by overpaying private plans
· Plan Bidding Reimbursement: A plan’s bid is compared to a benchmark
· If below benchmark → receive bid and a rebate
· If above benchmark → receive benchmark and enrollees must pay a premium
· Different locations will have different benchmarks depending on costs of FFS
· Plans that have good scores in the Star Rating Program get bonus payments
· Created payment programs to attempt to move traditional Medicare to an integrated delivery model:
· Program 1: Bundled Payment
· Single payment for an “episode of care”, a set of services delivered in a specified healthcare setting, usually within a certain period of time
· Ex: All services usually required for a hip replacement
· Program 2: Accountable Care Orgs.
· Orgs. work together to coordinate care, control costs, and improve quality → they share in cost savings, but also responsible for excess costs
· Goal is to manage population health 
· Reqs.: recognized legal entity, agree to be accountable, sufficient physician participation, governance structure, promote evidence based medicine
· Program 3: MACRA
· Physicians can choose between a Merit-Based Incentive Payment System (MIPS) or an Alternative Payment Model
· Doctors pushed back against MIPS because it had costly reporting requirements, so an alternative MIPS-APM track option was created to move them toward value-based systems
· APMs also encourage movement away from FFS
· Required by Medicare to set out-of-pocket limits
· Part D - Prescription Drug 
· Provided through a separate contract with private companies 
· Voluntary program administered by private “prescription drug plans” (PDP)
· Required to cover all drugs that are usually used by Medicare beneficiaries
· Three sources: PDP’s, Medicare Advantage Plans which offer drug benefits, and employers who offer it to employed or retired employees 
· Protections:
· PDP’s must permit any pharmacy who agrees to a plan to participate
· Plans must have enough pharmacies participating to meet “convenient access” requirements
· Must offer grievance and appeal procedures
· Limited cost-sharing obligations for certain low income individuals
· Generally has had positive evaluations by beneficiaries
· The problem is that spending has spiked since prices have gone up, and taxpayers are likely to bear the burden
· Medicare Supplement Insurance (Medigap)
· Helps to pay some of the out of pocket costs that come with original Medicare
· Standardized A-N, with varying levels of coverage 
· Some supplemental programs may offer additional services
· Two main options: 
· Medicare A + B + D + supplemental insurance
· Use for high premium but fewer copays 
· Medicare C (can’t use supplemental insurance with this)
· May be better if you want dental and vision coverage, low premium
· Determining Medicare Coverage:
· Statutory Standard: reasonable and necessary for the diagnosis and treatment of illness or injury or to improve functioning of a malformed body
· Determination process of what is “reasonable and necessary” is an evidence based process, technology and consultations are used in the process
· National Coverage Determinations (NCDs) - set forth extent to which Medicare will cover specific services, procedures, or technologies on a national basis
· Local Coverage Determinations (LCDs) - if not set forth in NCDs, may be applicable in a jurisdiction where Medicare Administrative Contracts (MACs) create them 
· If not covered, person can ask for an NCD → OMS must make a decision within 90 days
· Medicare Payment for Services:
· Three Payment Strategies:
· Cost or charge-based reimbursement → has been abandoned for administered payment systems
· Prospective Payment
· Managed Competition
· Program 1: Diagnosis-Related Group Prospective Payment System (DRG) - for hospitals
· Categorizes patients primarily by principal diagnoses and then arrays by relative intensity of resource competition
· Adjusts for risk based on demographic characteristics like age and socioeconomic or community based factors
· Hospitals are paid DRG weight x standardized amount → then determine Inpatient Prospective Payment System (IPPS) which is the sum of the products of the total DRG weights of all Medicare cases treated in the hospital and their standardized amounts
· IPPS has been good for limiting the escalation of Medicare expenditures for inpatient care, but isn’t good in that it doesn’t encourage quality since it gives all hospitals the same base payment
· The ACA moved tradition FFS in Medicare to a “value based purchasing program” which adjusts IPPS payments based on quality measures
· Ex: penalty for poor performance such as disproportionate amounts of hospital acquired conditions or unplanned readmissions within 30 days of discharge 
· Program 2: Medicare Payment of Physicians
· Reform led to the creation of the physician fee schedule to prevent high payments
· Value of procedure x. Conversion factor based on geographic variations in cost, etc.
· Relative Value Units - assigned to procedures based on codes
· Physician Work - time and intensity of work
· Practice Expense - overhead
· Malpractice 
· The issue is that even though it helped with price control, doctors started increasing the volume of services
· Becoming a Medicare Provider - Facilities 
· Upon being approved, the facility will enter into a Medicare Contract.  
· The Medicare Contract is the “Health Insurance Benefit Agreement” commonly referred to as the “Medicare Provider Agreement”.  
· § 482.51 Condition of participation: Surgical services.
· If the hospital provides surgical services, the services must be well organized and provided in accordance with acceptable standards of practice. If outpatient surgical services are offered the services must be consistent in quality with inpatient care in accordance with the complexity of services offered.
· (a) Standard: Organization and staffing. The organization of the surgical services must be appropriate to the scope of the services offered.
· (1) The operating rooms must be supervised by an experienced registered nurse or a doctor of medicine or osteopathy.  
· (2) Licensed practical nurses (LPNs) and surgical technologists (operating room technicians) may serve as “scrub nurses” under the supervision of a registered nurse.
· (3) Qualified registered nurses may perform circulating duties in the operating room. In accordance with applicable State laws and approved medical staff policies and procedures, LPNs and surgical technologists may assist in circulatory duties under the supervision of a qualified registered nurse who is immediately available to respond to emergencies.
· (4) Surgical privileges must be delineated for all practitioners performing surgery in accordance with the competencies of each practitioner. The surgical service must maintain a roster of practitioners specifying the surgical privileges of each practitioner.  [More ….]
Medicaid/Medi-Cal
· Medicaid is a welfare program for the poor jointly financed by federal and state governments, but is primarily administered by the state
· Federal law mandates certain categories of eligibility and benefits coverage, but states have a lot of discretion otherwise 
· The federal government matches costs, but are pressuring states to keep costs down
· Eventually funding will gradually decline
· Traditional Medicaid only covered a certain category of poor people and the ACA expanded coverage to all individuals under a certain income level (although not all states expanded Medicaid)
· Traditional Eligibility
· Mandatory Categorically Needy - aged, blind, permanently & totally disabled who are eligible for SSI or other programs, needy families with dependent children, poor children, pregnant women
· Optional Categorically Needy - children, parents, aged and disabled whose income is too great to qualify for Mandatory, more pregnant women, persons who would be eligible for Medicaid if institutionalized but are not
· Optional Medically Needy - categorically needy whose income is too high, but incurs regular medical expenses that bring their net disposable income below the eligibility level for financial assistance 
· ACA Expansion Eligibility 
· Adults 19-64 with household incomes that don’t exceed 133% of the FPL who aren’t pregnant, covered by Medicare, or otherwise entitled to Medicare
· Included a 5% income disregard → 138% of the FPL ok
· National Federation of Independent Business, et al. v. Sebelius (2012)
· Facts: States sued claiming that the medicaid expansion exceeded Congress’s authority under the Spending Clause → ACA required it to expand Medicaid or else all Medicaid grants would be withheld
· Issue: Does that provision of the ACA violate the Spending Clause?
· Holding: Yes 
· Reasoning:
· The Spending Clause gives power to Congress to condition grants on taking certain actions, but it can’t use financial inducements to “exert a power akin to undue influence”
· Allowing the federal government to do this would be contrary to federalism
· It’s ok if a state has a legitimate choice, but here instead of withholding new funds, it is threatening to take away existing funds too
· It is a significant amount of money to withhold, basically leaving the state with no choice
· Court disagreed that this was just an expansion of Medicaid because it was distinct enough that it shouldn’t be considered just a modification
· Also said the holding here shouldn’t affect the rest of the ACA → Congress wouldn’t have wanted it to go all away because some states chose not to participate
· MediCal is the CA expansion of Medicare
· Nearly ⅕ workers under 65 gets health care coverage through MediCal, 13.2m beneficiaries
· Generates a lot of actionable data which provides a better understanding of the health care system
· MediCal Population: low income children, persons with disabilities, low wage workers who don’t get health insurance through work, veterans, people with mental illness
· For low-income seniors, can cover what isn’t covered by Medicare
· Eligibility based on: household income, citizenship and immigration status, property, residence (must be in CA)
· Enrollment:
· “Cascading” eligibility determination
· Social service eligibility workers perform initial and ongoing eligibility determinations and redeterminations
· CALHEERS - automated eligibility system
· Presumptive Eligibility → hospitals and clinics provide temporary Medical eligibility for individuals who appear eligible
· If determined to be eligible, then plan options are sent, enrollee picks a plan or is automatically enrolled in one if they don’t pick
· 82% of Medical beneficiaries receive coverage through 24 managed care plans contracted with the state
· State pays a monthly capitation rate for each member
· Fee for services covers the other 18% of beneficiaries 
· Benefits and Services Covered by Medi-Cal
· “Full Scope” Benefits (covers all): preventive and wellness services, prescription drugs, primary, specialty, and acute care, personal care services, pediatric and adult dental services, behavioral health services 
· “Restricted Scope” Benefits (only some of beneficiaries covered): emergency care, pregnancy-relating services, long-term care
· Other services might be covered by waivers
· Costs of the Program
· Benefits - expenditures for the care of Medi-Cal beneficiaries
· County Administration - admin fees to determine eligibility and administer aspects of the program
· Fiscal Intermediary - expenditures for processing claims 
· Majority of Medi-Cal spending is on managed care 
· How policymakers can add a new benefit or population:
· State Plan Amendment Process - things that require federal money
· Medicaid Waiver process
· Use State funds
· Cal Medi-Connect
· Program designed to help the nation’s most low-income individuals, who qualify for both Medicare and Medi-Cal 
· Consolidates the overlapping properties of present system 
· DHCS and CMS work together with different plans to ensure the program is seamless and easy to understand 
· Goal is to improve healthcare and help members stay longer in the comfort and security of their own homes and communities 
· Both members and health care providers will experience a streamlined process: one benefit package, one responsible and accountable health plan, and one payer. Cal MediConnect will coordinate all Medicare and Medi-Cal benefits under one health plan:
· Medical Care
· Prescription Medications
· Mental Health and Behavioral Health Care
· Long Term Services and Supports (LTSS)
· Connection to Social Services (like meal delivery)
The Affordable Care Act
· The ACA was passed in 2010 and attempted to achieve the “triple aim”
· There is deep political division over the ACA and there are constant legal challenges
· Three Main Requirements of the ACA:
· Health insurers must adopt nondiscriminatory coverage
· Can’t deny coverage due to health status or preexisting conditions
· Premiums do not vary by health status (community rating)
· Individual Mandate
· Required nearly all people to have health insurance coverage or pay a penalty
· Premium Assistance Tax Credits or Subsidies
· For those who earn 100%-400% of the federal poverty level (FPL)
· Also cost-sharing reduction payments to reduce deductibles, copays, and coinsurance for those at 100%-250% FPL
· Community Rating
· Can’t charge higher rates based on health status, health history, gender, etc.
· May be allowed to consider geographic location, age, and tobacco usage 
· Some people actually needed full-time jobs in order to get insurance because on their own, they would be turned away for pre-existing conditions
· So after the ACA was enacted, it wasn’t necessary to have a full-time job
· Individual Mandate
· Was included to prevent adverse selection, wanted individuals to sign up regardless of whether they were healthy and not just sign up once something happened
· Exemptions: 
· Income falls below income tax filing limit
· Would have to spend more than 8.16% of income
· Citizens who earn less than 100% of the FPL, but don’t qualify for Medicaid since the state didn’t expand Medicaid
· Penalty was the greater of:
· $695 per adult and $347.5 per child in a household, max $2085
· 2.5% of household income, but not more than the bronze-level insurance policy
· The government didn’t really have a specific enforcement mechanism
· Employer Mandate and Small Business Tax Credits
· Requires employers to either offer minimum essential coverage to their employees and families or potentially make an employer shared responsibility to the IRS
· Applies to applicable large employers that have had an average of at least 50 full time employees the previous years
· For smaller employers, can get a tax credit for 2 years that covers up to 50% of premiums paid for employees
· Premium Assistance Tax Credits
· Goal was to expand health insurance for middle-income Americans whose incomes are just above Medicaid eligibility 
· If earning up to 400% of the FPL and purchased individual health insurance through an ACA Marketplace, then eligible for a tax credit which makes premiums more affordable
· Most people with employer coverage do not qualify
· Cost-Sharing Reduction Payments
· The ACA provided for direct payments to qualified health plans to reduce individuals’ cost sharing
· Limit cost-sharing by:
· Imposing a max out-of-pocket expenditure limit
· Qualified health plans offer coverage of a specific actuarial value = % of an average person’s health costs that a plan will pay for covered benefits
· Health Insurance Marketplaces 
· Marketplace = market for health insurance where consumers can go and browse through the range of available insurance options and pick one
· Idea behind it was that Marketplaces would standardize prices and benefits and also provide customers with understandable information
· Three premium stabilization programs to attract and maintain insurers:
· Risk adjustment
· Reinsurance
· Risk corridors
· Marketplaces can only offer qualified health plans which are held to certification standards and if they fail to meet them they can’t be sold on the Marketplaces
· In CA, called “Covered California”
· Essential Health Benefits
· The ACA requires insurers offering coverage in the individual and small group markets to cover an “essential benefits package”
· Ten categories of benefits that must be included: 1) Ambulatory services; 2) Emergency services; 3) Hospitalization; 4) Maternity and newborn care; 5) Mental health and substance use disorder services; 6) Prescription drugs; 7) Rehabilitation; 8) Lab services; 9) Preventive services; 10) Pediatric services
Regulation Under the ACA
· Group health plans and health insurance issuers may not establish lifetime limits on the dollar value of benefits or unreasonable annual limits
· An insurer cannot rescind a plan unless the individual commits fraud or does something prohibited by the terms of coverage
· There are certain services that insurers cannot impose cost sharing requirements on 
· Dependent coverage extended to age 26
· Group health plans and insurers are required to offer internal and external review procedure for coverage and claims determination
· Internal - filed by consumer and completed by the health plans 
· External - conducted by third parties
· Individual + non-grandfathered plans must satisfy basic standards
· Group must comply with Dept. of Labor internal appeals regulations and state or federal external review requirements
· Individual procedures must comply with state law and standards set by HHS
· Unclear if external review decisions will be subject to judicial review
· ACA 2719(b)(1) - external review is binding on the health plan
· Insurer can’t delay payment because it intends to seek judicial review
· Some state laws specify it
· Courts seem to be moving toward judicial review
· Prohibition against discrimination of providers acting within the scope of their license or against individuals who benefit from a tax credit or cost-sharing reduction payment
· Contraception coverage and abortion coverage have been met by opposition and face legal challenges 
· Consumer Protection Provisions
· Medical Loss Ratios
· Insurers are required to spend a minimum proportion of their premium revenues on health care services and activities that improve health quality
· Insurers must report the percentage to HHS
· If the MLRs are less than 85% of the premium in a large group market or 80% in a small group/individual market, then the insurer must provide annual rebates to enrollees
· Unreasonable Premium Increases
· Established annual review process
· Requires insurers to provide justifications for unreasonable premium increases
· HHS will review rate increases but doesn’t actually have any authority to disapprove of increases
· Wellness Programs
· Employers can grant premium discounts, rebates, or reduced cost sharing for participating in wellness programs
· Voluntary → employees can’t be penalized for refusing to participate
· Increased Disclosure Requirements 
· Requirements for a summary of benefits and coverage (SBC): uniform format, include a description of coverage and coverage facts label
· ACA enables states to apply for a waiver to modify key provisions of the ACA and create new coverage that better suits the local context and preferences while still fulfilling the goals of the ACA
· Only certain provisions of the ACA can be waived
· Premium Stabilization Programs to mitigate risk selection
· Risk Adjustment → states charge a fee to insurers in the small group/individual market whose enrollees’ average actuarial risk is below average and give that money to the markets that have above average risk
· Reinsurance and Risk corridors were temporary programs
· Interstate and Multi State Plans
· Health Care Choice Compacts (interstate) - none established yet
· Qualified plans may be offered in one state subject to the laws and regulations of another state
· Multistate plans must be licensed and comply with requirements of each state in which they do business and standards of the FEHBP
· Primary Regulators in CA
· CA Department of Insurance
· Insurance companies
· PPOs are “insurance” generally
· CA Department of Managed Health Care
· Health Maintenance Organizations
· Regulates some PPOs of companies that have both HMO and PPO lines of business
Legal and Political Challenges Following the ACA
· As soon as the ACA was passed, there have been a ton of legal challenges and attempts to have it repealed
· National Federation of Independent Business v. Sebelius (2012)
· Facts: P challenged the constitutionality of the individual mandate
· Issue: Does Congress have the power to enact the provision?
· Holding: Yes, through power to “lay and collect Taxes”, but not through the Commerce Clause
· Reasoning:
· Government argued that it had the power to do so because of the Commerce Clause → Court said no, the Commerce Clause regulates existing commerce, but the mandate is compelling people to become active in commerce
· Can’t use the Commerce Clause to get citizens to act how the governments wants them to
· The Necessary & Proper Clause also isn’t a basis because the clause involves exercise of a granted power, but this would vest Congress with the ability to create the necessary predicate to the exercise of an enumerated power
· The mandate could be upheld through Congress’s power to “lay and collect Taxes” → Court agreed that the “penalty” did look like a tax
· Three things to look at in determining if it is a penalty or a tax: amount of burden, scienter requirement, who collects the money/enforces it
· Not having insurance meant getting a fine, not prosecution
· Just because it is called a “penalty” doesn’t mean it can’t be a tax, look at what it does and how it is administered
· Note: The individual mandate at the federal level was repealed by Trump in 2017
OIG Work Plans
· Work Plan = various projects that are underway or planned to be addressed during the fiscal year and beyond
· Things OIG does:
· Assess relative risks to HHS programs and operations
· Identify areas most in need of attention
· Set priorities for the sequence and proportion of resources to be allocated
· Perform audits and evaluations
· Perform other legal and investigative efforts 
· OIG updates its work plans monthly
Fraud & Abuse
· Covers a broad range of activities (e.g. intentional wrongdoing, negligence, carelessness, etc.)
· If you violate, could be excluded from a Medicare program
· False Claims Act 31 U.S.C. 3729 (“lincoln law”)
· For false and fraudulent claims made or used knowingly → damages and penalties
· Civil penalties between $5,000-$10,000 + 3x the amount of government damages (no cap)
· Was enacted in response to military contractors fraudulently billing the government for bad equipment and weapons
· (A) is for a medical or other item or service that the person knows or should know was not provided as claimed, including any person who engages in a pattern or practice of presenting or causing to be presented a claim for an item or service that is based on a code that the person knows or should know will result in a greater payment to the person than the code the person knows or should know is applicable to the item or service actually provided
· Includes “upcoding”
· (B) is for a medical or other item or service and the person knows or should know the claim is false or fraudulent 
· (C) is presented for a physician’s service (or an item or service incident to a physician’s service) by a person who knows or should know that the individual who furnished (or supervised the furnishing of) the service:
· Was not a licensed physician
· Was licensed as a physician, but such license had been obtained through a misrepresentation of material fact
· Represented to the patient at the time the service was furnished that the physician was certified in a medical specialty by a medical specialty board when the individual was not so certified
· (d) is for a medical or other item or service furnished during a period in which the person was excluded from the Federal health care program under which the claim was made pursuant to federal law 
· Used a lot in healthcare and is concerning because of how large the penalties are, which increased from $10,781-$21,563 + 3x government damages (civil penalties ONLY)
· Federal law has also made it a felony to make or cause a false claim or statement to receive payment under federal health care problems (separate from FCA though)
· Exclusion Lists
· Individuals and entities who are barred from federally funded health programs
· Compliance departments will check employees every year
· The Fraud Enforcement and Recovery Act of 2009 (FERA) added a prohibition on “reverse false claims”, knowing retention of government funds erroneously paid 
· 60 days to return overpayments after it has been identified, 6 months for providers to use reasonable diligence to determine if the received payment was an overpayment 
· If overpayment was a result of Anti-Kickback or Stark Law violation, can have 60 day clock tolled if the provider self-discloses
· Provision 31 U.S.C. 3730 for private individual whistleblowers (qui tam relators) who are trying to enforce FCA violations (6 year statute of limitations)
· Government can choose to intervene, if not the individual can continue
· If the government intervenes and wins, the person who brought the claim can get 15-25% of the proceeds
· Cannot bring a claim for something that the government is already party to 
· Qui tam relators are barred from actions in which there has been public disclosure, unless the relator is an “original source” or relator can add material info to
· There is statutory protection for whistleblowers
· Scienter Requirement
· Actual knowledge or specific intent to defraud NOT required
· Should Know = acts in deliberate ignorance of the truth of falsity of information or acts in reckless disregard of the truth or falsity of the information
· Don’t need to know that it is wrong, but need sufficient suspicion that it is wrong
· U.S. v. Krizek (1994)
· Facts: US sued the Krizeks for false billing of Medicare & Medicaid patients and providing unnecessary care 
· Issue: Did the government prove false billing?
· Holding: Yes, the Krizeks are liable under the False Claims Act 
· Reasoning: The government was incorrect in arguing that all time billed for had to be face-to-face with the patient, but D admitted they didn’t really check and see how much time was actually spent and just billed 45 minutes for all patients
· Rule: Doctors must be held strictly accountable for requests filed for insurance reimbursement
· U.S. v. Krizek (appeal)
· Court held that the district court erred in changing the benchmark for a presumptively false claim from 9 hours to 24 hours because it didn’t give the government the opportunity to introduce additional evidence
· Also held that the form containing multiple codes was a “claim”, and that individual codes are not each “claims”
· Krizek argued that the district court erred in permitting an aggravated form of gross negligence to satisfy the scienter requirement → court disagreed
· Public Policy: Don’t want people to “deliberately blind himself”
· A plaintiff bringing an FCA case must prove the element of falsity
· Courts disagree if objective falsity must be proven, or subjective is ok
· Unclear if statistical sampling can be used to prove falsity when the number of claims and patients is huge
· Materiality Requirement
· Universal Health Services v. US et al. ex. Rel. Escobar
· Implied False Certification - when D submits a claim, it impliedly certifies compliance with all conditions of payment and if it fails to disclose D’s violation of a material statutory, regulatory, or contractual requirement, then liability attaches
· Facts: Girl was receiving counseling services, later found out that the people treating her weren’t licensed and prescribed her meds when they didn’t have the authority to → these people also misrepresented their licensing to the gov.
· Issue here was level of materiality of the claim → other courts still interpreting it 
· Non disclosure was a misrepresentation since it assumes that the clinic complied with the law and it didn’t 
· Rule: Implied certification Theory can be a basis for liability it:
· Claim doesn’t merely request payment, but also makes specific representations about the goods or services provided
· D’s failure to disclose noncompliance with material, statutory, regulatory, or contractual requirements make the representations misleading half-truths
· Misrepresentation must be material to be liable under the FCA
· Need evidence to show materiality
· Very fact-intensive
· Seems like the courts are applying the materiality requirement rigorously
· Additional enforcement methods:
· Violations of the Anti-Kickback Statute and Stark Law can be the basis of an FCA case
· Recovery Audit contractors (RACs) -  private entities contracted to audit payments made to providers and suppliers by Medicare/Medicaid
· Can appeal RACs’ findings → has created a backlog of appeals
· Corporate Integrity Agreements - agreement with providers to impose continuing oversight compliance and reporting obligations in exchange for OIG not to exclude them from participating in Medicare, Medicaid, or other federal health programs
· Anti-Kickback Statute, 42 U.S.C. 1320a-7b
· Prohibits paying or receiving any remuneration for referring, purchasing, or ordering goods, facilities, items, or services paid for by Medicare or Medicaid
· Even an offer that is not accepted can result in a violation
· Classic bribery situation
· Very broad statute that applies to ANYONE who solicits, receives, offers, or pays remuneration to induce referrals or recommendations for ANY items of services paid by ANY federal health care program
· Applies to physicians, health care entities, service suppliers and providers, even patients
· Intent: “Knowingly and willfully” → felony, fine up to $25,000 or imprisoned for up to 5 years, or both (criminal penalties if mens rea can be proven)
· Proving intent often involves evaluating a lot of circumstantial evidence 
· Some courts require “material purpose” proof or “primary purpose” proof
· Some level of comprehension that you are doing something wrong 
· The Office of Inspector General (OIG) can also impose civil penalties and doesn’t need to prove intent for that
· OIG also has exclusion powers which is a big concern for providers 
· If criminal conviction → mandatory exclusion for at least 5 years from participation in federal healthcare programs
· Secretary of HHS may exclude individuals and entities that it deems to have violated the law without a criminal conviction
· Could also exclude those who had reason to know of the violation, officers, managing employees, even if not directly involved
· If excluded, can’t be hired by any health care provider, even if in a non-professional occupation
· This is a big concern for providers that depend on Medicare and Medicaid for business
· No private right of action for civil enforcement, but can submit claims affected by Anti-Kickback violations under the False Claims Act
· There is a self-disclosure protocol for physicians
· United States v. Greber (1985)
· Facts: D is an osteopathic physician and also president of Cardio-Med Inc. which provides physicians with diagnostic services → Cardio-Med billed Medicare for its monitoring services → when it received payment, it would forward some of it to the referring physician
· Issue: Was the Anti-Kickback statute violated?
· Holding: Yes
· Reasoning:
· Referral: Monitoring Services
· D tried to argue that what he paid were “interpretation fees” for the consultation services and explaining the test result → Court disagreed and said it looked like he did so to induce doctors to use the service for patients covered by Medicare
· D admitted if physicians didn’t get a consulting fee, they wouldn’t use the service
· Congress added the word “remuneration” to the statute to make it clear that any payment violated the Act
· “If the payments were intended to induce the physician to use services, the statute was violated, even if the payments were also intended to compensate for professional services”
· Anti-Kickback Statute Safe Harbors
· Safe Harbors = exceptions to the statute that protect from criminal and civil enforcement
· OIG evaluates arrangements on a case-by-case basis to see if the safe harbor requirements aren’t met
· Three sources of guidance: 1) Safe Harbor Regulations; 2) Special Fraud Alerts and Special Advisory Bulletins; 3) OIG Advisory Opinions
· Example: Space Rental - 42 C.F.R. 1001.952
· Hospital leases space to physician below market rate in exchange for referral to hospital → technically would be a kickback 
· Ok as long as it is done on an arms length basis  → follow conditions of law
· Civil Monetary Penalties Law
· Imposes civil money penalties on activities believed to increase the risk of abuse to federal healthcare programs and harm to program beneficiaries
· Ex: Gainsharing Prohibition - prohibiting arrangements in which a hospital  gives physicians a share of any reduction of medically necessary services in the hospital’s costs attributable in part to the physicians’ efforts
· Ex: Beneficiary Inducement Prohibition - prohibiting any person from offering remuneration to Medicare/Medicaid beneficiaries that could influence the beneficiaries’ selection of providers or suppliers
· Stark Law
· Civil law aimed to protect patients and the resources of federal healthcare programs from the conflicts of interest that arise when a physician stands to gain financially from referring patients to entities with which the physician has a financial relationship
· Prohibits physicians from making referrals for the furnishing of designated health services payable by Medicare or Medicaid to entities with whom the referring physician has a “financial relationship”
· Includes his or her immediate family 
· The entity may not present a claim for such services furnished pursuant to a prohibited referral 
· Almost everything seems to fall under designated health services
· Physicians only 
· Enforced by Centers for Medicare and Medicaid services  (CMS)
· Any amount billed that violates the stark law is considered an overpayment, which must be repaid to the government within 60 days of being identified
· Any person who knowingly bills in violation of the Stark Law or knowingly fails to make a refund is subject to a civil fine of $15,000 per item billed and treble damages
· No criminal penalties
· Also has a self-referral disclosure protocol
· But even if a physician discloses, could still be sanctioned
· Recently Stark Law has been applied to Medicaid cases
· Could be predicate for FCA action 
· Entity doesn’t include the referring physician himself or herself, but does include his or her medical practice 
· Criticisms of Stark Law: too complex and similar to other laws, strict liability, high penalties
· Indirect Compensation Agreements - loophole
· Unbroken chain of financial relationships between referring physician and the DHS entity where the physician receives compensation that varies of takes into account volume/value of referrals
· “Stand in the Shoes” requirement addresses the loophole
· Physicians “stand in the shoes” of their organization
· Creates a direct financial relationship between the physician and the Designated Health Services entity if the only intervening entity is the organization
· Analytic Framework for the Stark Law:
· Is there a financial relationship?
· Does the arrangement meet all the requirements of an applicable exception?
· Three kinds of Stark Law Exceptions (not flexible, must meet all requirements):
· For ownership or investment financial relationships
· For compensation agreements
· For all financial arrangements 
· Common themes of exceptions:
· Compensation can’t vary with or take into account the volume or value of referrals
· Compensation must be fair market value and commercially reasonable 
· United States ex rel. Michael K. Drakeford v. Tuomey (2015)
· Facts: Hospital Tuomey created contracts for physicians to perform surgical procedures exclusively at the hospital → couldn’t enter into one with Drakeford who thought the Stark Law was being violated because it compensated the physicians in excess of fair market value
· Court said a reasonable jury could find it violated the Stark Law because it paid an aggregate compensation to physicians that varies with or took into account the volume/value of actual or anticipated referrals to Tuomey
· Court disagreed that Tuomey didn’t knowingly violate the FCA since it reasonably relied on its attorney’s counsel because it had shopped for legal opinions, and had been warned but chose not to act
· Takeaways from Tuomey:
· Referrals include the facility fee component of personally performed services
· Stark requires referral too
· Patient being sent to the clinical lab is the referral
· The arrangements weren’t commercially reasonable 
· The referral here was getting the patient to go to the hospital for a service 
· The arrangements weren’t commercially reasonable
· Not fair market value, disproportionate benefits, paid physicians more than they collected, motivated by decision to forestall competition
· Even fixed compensation can violate the Stark Law if it takes referrals and anticipated referrals into account
· U.S. v. Bradford
· State Approaches to Kickbacks, Referrals, and Fee Splitting
· Most have enacted laws to deal with the problem with some variation
· Disclosure statutes - mandates disclosure of physician ownership interests in facilities
· Laws allowing physician investment where there is a demonstrated “community need”
· Medical Practice Acts - paying referral fees or “fee splitting” constitutes grounds for revocation or suspension of a physician’s license
· Applies even to a financial relationship involving a physician’s family members, regardless of whether the physician is also involved in the arrangement 
	False Claims Act
	Anti-Kickback Statute
	Stark Law

	- Applies to anyone 
- No criminal penalties
- Know or should know: service wasn’t provided, provider wasn’t qualified as they said, claim would result in greater payment, claim is false or fraudulent
- Private right of action possible 
	- Applies to all medical providers
- Criminal penalties
- Must prove intent to induce referral
- Prohibits remuneration in exchange for referrals for anything paid for by Medicare 
- No private right of action
- Exception: Voluntary Safe Harbors
	- Applies to physicians
- No criminal penalties 
- No proof of intent to induce referral required 
- Prohibits referring Medicare patients for designated health services to an entity which the physician has a financial relationship with 
- No private right of action


Bioethics, Research, and Consent
· Debate over whether “life-sustaining treatment” should be continued or discontinued + whether physicians should be allowed to aid in a patient’s death
· Cruzan v. Director, Missouri, Dept. of Health (SCOTUS 1990)
· Facts: Nancy Cruzan was badly injured in a car accident → various doctors tried to save her -- when it became clear she couldn’t regain her mental facilities, her parents asked the hospital to remove the feeding tubes → the hospital refused to without a court order
· Issue: Does Cruzan have a constitutional right that would require the hospital to withdraw the life-sustaining treatment under the circumstances?
· Holding: Missouri has the right to require “clear and convincing” evidence first
· Reasoning: 
· An incompetent person cannot make an informed and voluntary choice → a surrogate must conform to what the patient wished
· The state’s heightened evidentiary requirements exist because of its interest in the protection and preservation of life and an interest in refusing life sustaining medical treatment → also trying to  protect against potential abuses 
· The “Principalist Approach”
· An ethical approach to health care decision making
· Three primary substantive principles: Autonomy, Beneficence, Social Justice
· How states courts have approached the right to refuse:
· The majority of state courts that recognize the right to refuse medical treatment usually find the right in state common law (Doctrine of Informed Consent)
· Some states have it in their state constitutions or statutes 
· State constitutional support if the strongest because the US Supreme Court cannot review it unless it violates the US Constitution
· Bouvia v. Superior Court (1986)
· Facts: Bouvia was a patient in public hospital → she suffered from multiple conditions and expressed a desire to die → she was having a lot of difficulty eating → medical staff inserted a nasogastric tube against her will → she sought removal of the tube
· Issue: Does Bouvia have the right to refuse medical treatment even if it may save or prolong her life?
· Holding: Yes
· Reasoning:
· Hospital tried to argue that the state’s interests outweighed Bouvia’s → court said no, the state wouldn’t want someone to suffer immensely to protect its interest
· The trial court erred in placing more importance on the amount of time she could possibly live instead of the quality of life
· She is competent and well aware of the risks
· Her motive for the decision doesn’t need others’ approval
· She has a right to live out the remainder of her life in dignity and peace
· The right to refuse life-sustaining treatment is NOT absolute, even if the individual is competent
· Superintendent of Belchertown v. Saikewicz established four “countervailing state interests” that could overcome a patient’s choice:
· Preservation of Life, Protection of innocent third parties, Prevention of suicide, and Protecting the ethical integrity of the medical profession
· Note: these interests have not overcome patient’s choice when the patient is competent
· Application of the President & Directors of Georgetown College
· Facts: Mrs. Jones had a ruptured ulcer and would need blood since she lost a lot → her religion prohibited injection so the hospital applied to the court for permission → when asked, husband and Jones indicated they wouldn’t be responsible → court granted the request
· Reasoning:
· Appropriate for the court to assume guardianship because the husband has no right to order doctors to treat her in a way so she dies
· Doctors risk civil and criminal liability by letting her die
· Mrs. Jones’ religion prevented her consent, but if the law consented, then it was ok since then she technically didn’t 
· Most cases considering this allow competent Jehovah’s Witnesses to forego medical treatment
· Decisions for Adults without Decision-Making Capacity:
· The issue of “competency” is very complex, so courts tend to use the term “decisional capacity” to focus on the actual decision that needs to be made
· People have developed various tests
· Problem is that value judgments and prejudices can affect these decisions
· Depression is common with terminally ill patients, can affect judgment
· 4711 Designation of surrogate
· Persons excluded from making decisions due to conflict of interest
· Supervising health care provider
· Operator or employee of a community care facility or residential care facility where the patient is receiving care 
· The Uniform Health-Care Decisions Act
· On Advance Directives which are legal documents that allow individuals to specify how they want medical decisions made if they cannot make it themselves
· Not fully adopted by most states 
· If no agent is appointed, or available, a surrogate may make a decision (e.g. spouse, parent)
· If health-care provider/institution declines to comply because of conscience or policy of the institution, must make all reasonable efforts to assist in the transfer to a hospital that is willing
· Cannot require or prohibit an advance health-care directive as a condition for providing health care
· Act does not affect an individual’s right when they have capacity
· Combines the living will, durable power of attorney, family consent law, and provisions concerning organ donation
· Issue over whether advanced directives are valuable under certain circumstances like dementia
· Physicians’ Orders for Life-Sustaining Treatment
· A way of incorporating a patient’s health care provider that has requisite authority to issue the order
· Generally entered in the patient’s medical record AFTER it has been discussed by provider and patient
· Does not trump a legally authorized advanced directive
· The Patient Self-Determination Act
· Federal act applying to hospitals, skilled nursing facilities, etc. that receive Medicaid or medicare funding
· Must provide patient with written information about the patient's rights under the law to make decisions AND the provider’s policies respecting the implementation of such rights 
· Must document in the patient’s record if an advanced directive was signed and that state law is followed
· Must educate staff concerning living wills and durable powers of attorney
· Doctors Hospital of Augusta v. Alicea (2016)
· Facts: Alicea’s grandmother was terminally ill → the doctor intubated her and put her on a mechanical ventilator, which was contrary to her advance directive and Alicea, her designated agent’s directions
· Issue: Can the doctor/hospital claim immunity under the Georgia Advance Directive Act for acting in good faith
· Holding: No
· Reasoning: There is evidence that the doctor made the decision himself
· He doesn’t have to comply with the agent’s direction as long as he informs the agent and cooperates in other ways
Privacy & Antitrust
· Antitrust enforcement is overseen by the FTC
· Physician Joint Ventures
· Exclusive vs. Non-exclusive
· Exclusive - physicians can only participate can only do a certain activity within that joint venture only 
· Different antitrust safety zones for exclusive and nonexclusive physician joint network ventures
· Exclusive → physician participants restricted in ability to individually contract or affiliate with other network joint ventures or health plans
· 20% cap → only 20% of physicians in each specialty may be exclusive and taken out of the market
· But if less than five physicians in a certain specialty in a market, then may include one physician from that specialty on a non-exclusive basis even though it would result in a venture consisting of more than 20% of physicians 
· Non-exclusive → not restricted
· 30% cap
· Must actually be non-exclusive and agencies will check to see if it is actually non-exclusive based on the physician participants’ activities 
· Sharing of Substantial Financial Risk in a Joint Venture p. 767-768 STUDY THIS
· To qualify for the “safety zone” for both exclusive and non exclusive joint ventures, participant physicians must share substantial financial risk in providing all the services jointly prices through the network 
· Purpose of Risk Sharing = incentives for the physicians to cooperate in controlling costs and improving quality by managing the provisions of services by network physicians
· Examples:
· Agreement to provide services to a health plan at a “capitated” rate
· Agreement to provide services for a predetermined percentage of premium or revenue from plan
· Withhold compensation and distribute based on group performance in meeting cost-containment goals 
· Establish a goal for the network and provide rewards or penalties based on performance
· Agreement by the venture to provide a course of treatment that requires substantial coordination of care for a predetermined, fixed payment
· Agencies’ Analysis of Physician network Joint Ventures that fall outside the safety zone
· Just because a physician joint venture falls outside the antitrust safety zones doesn't mean it is unlawful 
· Antitrust law treats bare agreements among competitors that fix prices or allocate markets  as per se illegal
· Generally Cannot share pricing information between competitors
· But if competitors integrate into a joint venture, it is ok if the agreement is reasonably necessary to accomplish the pro-competitive benefits of integration
· Analyzed under the “Rule of Reason” 
· Physician network joint ventures will not be viewed as per se illegal if the physicians’ integration through the network is likely to produce significant efficiencies that benefit consumers, and any price agreements by the network physicians are reasonably necessary to realize those efficiencies 
· Determination done on a case-by-case basis
· Things that might suggest anti-competitive behavior: statements, recent history of anti-competitive behavior or collusion in the market, absence of mechanisms with the potential for generating significant efficiencies, absence of mechanisms to prevent the network’s operation from having anti-spillover effects outside the network 
· Messenger Model Agreements 
· For physicians wanting a network, but unwilling to take on the financial risk
· Physicians use an agent to convey info to payors regarding prices, but can only work with the agent individually
· Lots of violations have occurred in this model
· Accountable Care Organizations [NOT TESTED]
· Started as a Medicare program, but then became provided also by commercial plans
· Group of providers who get together and agree to a kind of financial program with Medicare that says for this group of patients is you reduce costs below a certain line, we will reward you a little bit 
· Accountable Care Organizations must meet CMS’s standards of participation in the Medicare Shared Savings Program to be deemed sufficiently integrated
· Trying to ensure that physicians and other providers are truly interdependent and invested in the ACOs success
· Commercial ACOs - some FFS, but managing population health of a group of beneficiaries
· Also established a “safety zones” that agencies won’t challenge (unless there are extraordinary circumstances)
· Zone: ACP is comprised on independent ACO participants that provide a common service where the ACO’s combined shared of the common service is 30% or less in each ACO’s participant’s primary service areas
· Restrictions and Exceptions:
· Hospitals cannot be exclusive to an ACO
· Rural Provider Exception - can be over 30% if non-exclusive
· Dominant provider with a greater than 50% share must be non-exclusive
· Antitrust Agency Review
· No mandatory antitrust review as prerequisite to certification for MSSP
· Circumstances where concerns may be raised:
· If ACO operation leads to price fixing and collusion with ACO participants
· Discouraging private payers from directing or incentivizing patients to choose certain providers through contractual terms
· Tying sales of ACO services to the private payer’s purchase of other services from outside providers and vice versa
· Contracting with ACO participants on an exclusive basis
· Restricting a private payer’s ability to make info available to enrollees 
· Telephone Consumer Protection Act (TPCA)
· Federal law to protect us from robo-calls 
· California State Privacy Laws
· Confidentiality of Medical Information Act
· Limits circumstances under which medical information may be used or disclosed 
· Exceptions: Federally assisted substance abuse programs and mental health care services covered by the LPS
· Lanterman-Petris-Short Act
· Many providers of mental health services are exempt from CMIA and held to stricter confidentiality provisions
· HIV test results given extra confidentiality protection by law
· Patient Access to Health Records Act - patients in CA have a right to inspect or obtain copies of their medical records and and can request a correction or add an addendum
· Laws prohibiting various uses of SSN
· Publicly posting or displaying a person’s SSN prohibited
· Requiring SSN transmission over the internet, unless secure connection or encrypted
· Printing SSN on materials mailed, cards for services
· Sell, advertise or offer to sell a SSN
· Limitations on collection of information when accepting payment by check or credit card
· Ex: can’t require CC info just in case a check doesn’t cover the amount 
· Ex: can’t require personal identification as a condition of accepting a CC as payment
· HIPAA (federal)
· HIPAA applies to any health care provider that transmits any health information in electronic form in connection with a transaction 
· However, the provider must maintain the confidentiality and security of PHI in any form (electronic, paper, oral)
· Protected Health Information - any information that would help identify the patient 
· HIPAA does not apply to everyone that has your health information → applies to COVERED ENTITIES
· Health care providers = Health care provider means a provider of services (as defined in section 1861(u) of the Act, 42 U.S.C. 1395x(u)), a provider of medical or health services (as defined in section 1861(s) of the Act, 42 U.S.C. 1395x(s)), and any other person or organization who furnishes, bills, or is paid for health care in the normal course of business.
· See 45 C.F.R. 160.103
· If the provider uses agents or business associates, they are also required to comply with HIPAA
· Covered entity is generally a healthcare provider who is involved in electronic transactions
· What Providers are Required to Do:
· Provide info (in writing) to patients about their privacy rights and how their information will be used (called the Notice of Privacy Practices)
· Limit the circumstances under which PHI may be used or disclosed
· PHI - individually identifiable health information that is transmitted or maintained in electronic media or any other form or media 
· “Minimum Necessary” standard: providers must limit their use and disclosure to the amount of information necessary to accomplish the goal 
· Develop policies, procedures, and systems to protect patient privacy and patients’ ability to access and amend their records
· Train staff on the procedures
· Appoint a privacy officer to make sure privacy procedures are developed, adopted, and followed
· Duties of a privacy officer:
· Make sure that patients receive the proper notice of privacy practices
· Train office staff to ensure privacy measures are taken 
· Account for specified disclosures of PHI
· Establish a complaint mechanism for privacy concerns
· Establish and enforce a system of sanctions for employees who violate privacy policies and procedures
· Establish written agreements with business associates
· Notify patients and government agencies in the event of a breach, to the extent required by law 
· Patient Privacy Rights:
· May obtain a written notice form a provider explaining how it will use and disclose their information
· Access their medical records and request copies (but may not take the original record)
· Request that certain information be restricted from use or disclosure for purposes of treatment, payment, and health care operations 
· Limited circumstances where providers do not have to comply 
· Obtain an accounting of how their information has been disclosed for purposes not related to treatment, payment or health care operations
· Request that information be communicated to them in particular ways to ensure confidentiality 
· Refuse to authorize the release of their information for most purposes not related to treatment, payment, or health care operations
· Be notified of breaches to the extent required by law 
· When Use and Disclosure of PHI Requires patient authorization or opportunity to object:
· HIPAA permits the disclosure of info to family or friends that is relevant to such person’s involvement with the patient’s care or payment, but the patient must be given an opportunity to object prior to the disclosure 
· Does not apply to records protected by the special substance abuse laws 
· For other purposes, providers may need specific written authorizations
· The authorization must be very specific and time-limited 
· When can providers use or disclose PHI without patient authorization?
· For “Treatment, Payment, and Healthcare Operations” (see pg. 24 of manual)
· Treatment (Ex: provider to provider)
· Payment (Ex: claims determination)
· Operations (Ex: Quality assessment and improvement, training, contracting, legal services, etc.)
· HIPAA allows providers to disclose personal health information (PHI) for public interest related reasons, including public health activities that involve safety or communicable disease.  (pg. 1.16 of CA Health Information Privacy Manual)  
· Also, 45 C.F.R. 164.512(b)(1)(i) says that covered entities may use or disclose PHI to a public health authority that is authorized by law to collect and receive the information for the purpose of preventing or controlling disease.
· Abuse, neglect, or domestic violence reporting
· Judicial and administrative proceedings
· Law enforcement purposes
· Organ and tissue donations
· National security and intelligence activities
· Requests related to decedents 
· Incidental Uses and Disclosures
· HIPAA permits covered entities to use or disclose PHI “incident to a use or disclosure otherwise permitted or required by HIPAA”
· Basically, the covered entity must have complied with the minimum necessary standard
· Situation where this would be applicable: two hospitalized patients share a room, and one patient hears medical information about the other
· Has a preemption rule - health care providers must comply with whichever provision of the law is more strict 
· Broad security provision requiring covered entities to have appropriate administrative, physical, and technical safeguards to protect the privacy of Protected Health Information (PHI)
· Factors in determining what security measures to use:
· Size, complexity, and capability of the entity
· Technical infrastructure, hardware, software capabilities
· Cost of security measures
· Probability and criticality of potential risks to electronic PHI
· General requirements: appoint security officer to enforce, ensure confidentiality, protect against threats, protect against uses or disclosures that are not permitted, ensure compliance
· Security officer make sure firewalls work, everyone is trained in basic computer security
· Might need to do an assessment of the security measures of outside contractors 
· Information that can be released freely:
· Most information must be deidentified (e.g. remove names, contact info, etc.), but genetic information does not need to be deidentified under HIPAA
· Once the information is deidentified → HIPAA no longer applies 
· Business Associate Contracts
· Business Associate = A “business associate” is a person or entity that performs certain functions or activities that involve the use or disclosure of protected health information on behalf of, or provides services to, a covered entity
· Basically a subcontractor 
· But if business associate violates HIPAA, then covered entity also liable
· Must enter into a Business Associate Agreement prior to beginning services (required!)
· Often throw in an indemnification clause 
· Problem is that the vendor will say they will cap it at what they are paid every year 
· Should have agreements with the business associates for privacy reasons
· May disclose health information to contractors who assist with payment or other health care operations 
· Minimum Standard of Disclosure: When using or disclosing PHI or when requesting PHI from another covered entity or business associate, a covered entity or business associate must make reasonable efforts to limit PHI to the minimum necessary to accomplish the intended purpose of the use, disclosure, or request 
· Special Circumstances
· Psychotherapy Notes
· HIV Test Results
· Marketing
· Sale of PHI
· Data is a big business
· General Data Privacy Protection Regulation
· Also applies to healthcare entities incorporated in a US state
· Privacy Breaches
· Regulatory enforcement (includes fines)
· Covered entity responses
· Internal
· Cost of remediation
· If critical information was breached, may need to offer something like credit monitoring
· Mailings, credit monitoring
· Patient claims
Antidiscrimination
· People are refused medical care or given inadequate treatment for economic and social reasons unrelated to medical need
· Ex: No insurance, race, ethnicity, gender, particular disability
· Systemic or Structural Barriers to Care → people with lower socioeconomic status, racial and ethnic minorities are more likely to live in communities with an inadequate supply of providers
· Access barriers are linked to cost concerns
· There are federal statutes that limit providers’ freedom to deny care under certain circumstances or for specific reasons
· Ricks v. Budge (C/L approach)
· Facts: P had an infected right hand → Dr. Budge told him to go to the hospital → once P got there, Dr. said he wouldn’t treat him because he owed money → P left and went to a different hospital and was treated → he required amputation → sued Dr. for malpractice
· Issue: Did D owe a duty of care to P?
· Holding: Yes 
· Rule: A physician or surgeon, upon undertaking an operation or other case, in under the duty, in the absence of an agreement limiting the service, of continuing his attention so long as the case requires it
· Can only be terminated by:
· Cessation of the necessity that gave rise to the relationship
· Discharge of the physician by the patient
· Withdrawal of the case after giving the patient reasonable notice so as to enable the patient to secure other medical treatment 
· Reasoning:
· P went to the doctor’s office because the doctor advised him to + went to hospital because doctor told him to → clear physician-patient relationship
· Jury still has to determine if P suffered damages from D’s unwillingness to treat him
· Childs v. Weis
· Facts: P was pregnant and in labor → she went to the emergency room of a hospital in the area where she was visiting → nurse told her doctor said she had to go to her usual doctor in Dallas and that she would make it in time → she didn’t, gave birth to the baby in the car, and it died → doctor claimed he never saw her and said she told her to first call her doctor 
· Issue: Was there a patient-physician relationship?
· Holding: No
· Reasoning:
· Doctor did what was reasonable and within the bounds of professional ethics
· Can’t say that the doctor telling he nurse instructions to tell her to contact her doctor was acceptance of the patient’s case
· Note: This decision was likely motivated by racism
· Physicians often commit by contract to treat a certain group of patients (e.g. contract with health plans)
· EMTALA: Emergency Medical Treatment & Labor Act 
· Federal law enacted in response to “patient dumping”, where private hospitals would transfer patients in the emergency department to another, usually a public hospital
· Health and Safety Code Section 1317(d): “Emergency Services and care shall be rendered without first questioning the patient or any other person as to his or her ability to pay therefor.  However, the patient or his or her legally responsible relative or guardian shall execute an agreement to pay therefor or otherwise supply insurance or credit information promptly after the services are rendered” 
· Also requires a list of on call physicians 
· Begins when an individual arrives at the emergency department seeking or needing examination or treatment
· E.g. a prudent layperson would believe the person needs examination or treatment
· Doesn’t apply if the patient is already receiving outpatient or inpatient services 
· ONLY applies to hospitals that accept payment from Medicare AND operate a dedicated emergency department
· Emergency department distinguished from other hospital departments like intensive care
· Hospital property - main building and hospital property within 250 yards of main building
· Applies to ALL patients, regardless of whether they are beneficiaries or not of Medicare
· But a hospital can turn away patients who are in non-hospital owned ambulances if the ER is in “diversionary status”, meaning there are no doctors/nurses to help
· Upon arrival, get a medical screening examination
· Triage is not a medical screening examination 
· Defined by CMS as “the process required to reach within reasonable and clinical confidence the point at which it can be determined whether a medical emergency does or does not exist”
· Elements not otherwise defined 
· Screening may be performed by persons determined qualified by the hospital and medical staff defined in Medical Staff Bylaws/Rules (does not have to be a physician)
· Four Criteria for Transfers of Unstabilized Patients:
· First hospital provides treatment within its capacity to minimize risks of transfer
· Acceptance by receiving hospital that has capacity and qualified personnel
· Transfer of relevant medical records
· Use of qualified personnel and equipment for the transfer 
· Discharging the Homeless
· Risk of dumping
· LA city Attorney effort
· Patient deemed to be stabilized under EMTALA when “with respect to an emergency condition it means that no material deterioration of the condition is likely, with reasonable medical probability, to result from or occur during the transfer or discharge of a patient from a facility, or that a woman has delivered her child or placenta” 
· Baber v. Hospital Corp. of America 
· Facts: P brought his sister to emergency department → Dr. Kline treated her with meds after an examination but she got worse → transferred her to the psychiatric unit at BARH because RGH didn’t have one → at BARH she wasn’t processed or examined and she had a seizure → BARH transferred her back to RGH since it couldn’t treat serious neurological problems → she died
· Issue: Did RGH violate EMTALA?
· Holding: No
· Rule: To recover for violations of EMTALA’s transfer provisions, the plaintiff must show:
· Patient had an emergency condition
· Hospital actually knew of that condition
· Patient wasn’t stabilized before being transferred
· Prior to transfer of an unstable patient, the transferring hospital didn’t obtain the proper consent or follow the appropriate certification and transfer procedures
· Reasoning:
· P didn’t show sufficient evidence that D didn’t apply its screening procedure uniformly to all patients or that no screening was provided to his sister
· The screening requirement doesn’t guarantee correct diagnosis, just requires “appropriate” screening (no national standard by Congress_
· He didn’t allege his sister was screened differently, just not accurately → this is a malpractice issue not EMTALA
· He also didn’t show that RGH had actual knowledge that his sister suffered from an emergency medical condition
· Improper motive NOT required for EMTALA violation requirement that patients be stabilized
· Other EMTALA issues:
· When has the patient “come” to the emergency department?
· If admitted, is the hospital still obligated by EMTALA?
· Enforcement:
· CMS may suspend or terminate a provider agreement
· Civil monetary penalties
· May be excluded from the Medicare program
· There is a private right of action → primary method of enforcement
· OIG is tasked with enforcement too, but it doesn’t do much
· Title VI of the Civil Rights Act
· Prohibits discrimination on the basis of race, color, or national origin by any program receiving federal financial assistance
· Also can prohibit the use of criteria or methods of administration that have a discriminatory effect
· Enforced by the Office of Civil Rights, but can also be enforced through private litigation
· Limitations:
· Difficult to prove dicrimination
· Supreme Court has severely limited the types of claims that private Plaintiffs can bring under Title VI
· Linton v. Commissioner of Health and Environment (1990)
· Facts: TN policy that only a portion of beds in Medicaid participating nursing homes are certified to be available for Medicaid patients → alleged that it led to discrimination against indigent patients and indigent Medicaid patients
· Issue: Does the policy violate Title VI?
· Holding: Yes
· Reasoning:
· TN’s policy appears to try to allow nursing homes to participate in Medicaid while also maintaining a separate private pay facility
· The policy would allow the nursing homes to give preference to private pay patients and displace Medicaid patients
· Medicaid population is 39.4%, and only 15.4% of them are able to get Medicaid-covered nursing home services
· 2001 Alexander v. Sandoval - Supreme Court held that only intentional discrimination is actionable through private suit under Title VI
· The Americans with Disabilities Act and §504 of the Rehabilitation Act
· Enacted to end discrimination based on disability and to ensure integration in the community and full participation in society
· §504 prohibits discrimination on the basis of disability in federal employment and in programs and activities funded by federal agencies
· Enforced by the DOJ and private litigation, but still probably underenforced 
· Bragdon v. Abbott (1998)
· Facts: Abbott had HIV → she went to Bragdon for a dentist appointment and disclosed her HIV → dentists said he had a policy against filling cavities of people with HIV → but he would do it at the hospital
· Issue: Were the doctor’s actions reasonable?
· Holding: No, he hasn’t shown there was significant risk
· Reasoning:
· He could refuse to treat her if she “posed a direct threat to the health and safety of others”
· Just believing there is significant risk is not enough 
· The views of the public health authorities are of special weight and authority
· Problems with the doctor’s evidence: inconclusive study, his opinions weren’t based on data
· 1557 of the ACA expands the reach of existing antidiscrimination protections
· Defined federal assistance to include grants, loans, credits, subsidies, and insurance contracts
· Strengthens private enforcement of antidiscrimination law
· New prohibition on sex discrimination
· Evidence women are more likely to be undertreated for or inappropriately diagnosed and treated for pain
· Rumble v. Fairview - transgender case 
· Unruh (California State Law)
· California Civil Code Section 51(b):  “All persons within the jurisdiction of this state are free and equal, and no matter what their sex, race, color, religion, ancestry, national origin, disability, medical condition, genetic information, marital status, sexual orientation, citizenship, primary language or immigration status, are entitled to the full and equal accommodations, advantages, facilities, privileges, or services in all business establishments of every kind whatsoever.”
Quality Control Regulation
· State law controls licensure of healthcare professionals under the state’s police power
· “System of professional self-regulation” → “Boards” implement the applicable statutes and operate as state administrative agencies
· Licensure and discipline is subject to federal and state constitutional requirements of procedural and substantive due process, as well as equal protection
· Federal laws may apply to licensure, but within Constitutional limits on application
· Licensure boards have been scrutinized for restricting professionals’ work
· The Chilling Effect → disciplinary actions may lead to doctors avoiding legitimate and effective treatment out of fear of legal sanctions
· In Re Williams 
· Facts: Dr. Williams prescribed two drugs to 50 patients as part of a weight control treatment regimen → in 1986 the Ohio State Medical Board prohibited this practice → Dr. ceased the treatment when he found out → later was charged with violating the law by prescribing the drugs without reasonable care → after a hearing, the examiner found him in violation and recommended monitored probation → board instead imposed a 1-year suspension and 5 years probation where he couldn’t prescribe or dispense controlled substances → he appealed
· Issue: Did the court err by finding that the board’s evidence was not supported by sufficient evidence?
· Holding: No
· Reasoning:
· When the doctor did what he did, it was legal at the time, it just was disfavored by the medical community
· The board has broad discretion to resolve evidentiary conflicts and weigh expert testimony, but it cannot turn its own disagreement with the expert’s opinion into affirmative evidence of a contrary proposition
· If it had been a violation, then medical expert opinions supporting the practice wouldn’t excuse the violation
· Hoover v. Agency for Health Care Administration
· Facts: Dr. Hoover was accused of inappropriately and excessively prescribing various controlled substances to patients and providing care below a level recognized by a reasonably prudent physician as acceptable
· Issue: Were the board’s findings an abuse of discretion?
· Holding: Yes
· Reasoning:
· The hearing officer thought that the petitioner failed to show clearly and convincingly that she failed to meet the standards of care → the board rejected the findings
· Board Argument #1: Officer’s findings were erroneously based on irrelevant federal guidelines
· Court said the officer’s use of federal guidelines was relevant and reasonable even if not all patients were being treated for cancer
· Board Argument #2: Agency’s physician testimony
· Dr. Hoover provided a lot of testimony and the hearing officer is entitled to give it greater weight than the physicians’ testimony
· National Practitioner Data Bank is a database used to prevent doctors with a disciplinary history from moving to another state and practicing
· Prescribing is regulated by the FDA and DEA
· FDA → approves and monitors safety of drugs and devices, but can’t restrict physicians in prescribing after approval
· DEA → regulates prescribing practices through the Controlled Substances Act, which governs production and distribution of drugs with potential for abuse or addiction
· Doctors cannot prescribe “Schedule I Drugs”
· Doctors must have a DEA permit to prescribe Schedule II-V drugs
· State licensure boards get involved with “Complementary and Alternative Medicine” (CAM) when licensed doctors utilize them or integrate them with conventional medicine and it violates licensure standards
· In Re Guess
· Facts: Dr.Guess regularly administered homeopathic medical treatments to his patients → Board charged him with unprofessional conduct → hearing → Board said it would revoke his license unless he stopped
· Issue: Were the board’s findings arbitrary and capricious?
· Holding: No
· Reasoning: 
· The Court of Appeals incorrectly held that the Board must show that the action in question poses a danger of harm to the patient or public
· Legislative intent of the statute was to prohibit any practice departing from acceptable and prevailing medical standards without regard to whether the particular practice itself could be shown to endanger the public
· The Board’s findings were based on competent and substantial evidence
· The fact that other countries and at least 3 other states accept homeopathy is irrelevant since the standard is what is an “acceptable and prevailing” system of medical practices in NC
· Unlicensed Providers
· Punished by criminal sanctions
· State Board of Nursing & State Board of Healing Arts v. Ruebke
· Facts: Ruebke was a midwife and Board sought to stop her practices → said law regulated it
· Issue: Is midwifery regulated by the professional regulation statute for nurses and medicine?
· Holding: No
· Reasoning:
· The fact that a person with medical training provides services in competition with someone with no medical degree doesn’t transform the latter’s practices into the practice of medicine
· Under the statutory structure, midwifery isn’t a practice of the healing arts
· Throughout history, the practice of lay midwifery  has been historically separate and distinct from healing arts
· Scope of Practice Regulation
· Licensed non-physician healthcare providers cannot legally practice medicine
· Practices that fall within their own licensure are not considered the practice of medicine
· Sermchief v. Gonzales
· Facts: Agency nurses were charged by Board with unauthorized practice of medicine and physicians of aiding and abetting
· Issue: Did the nurses’ actions fall within the legislative standard?
· Holding: Yes
· Reasoning:
· Current law has an open-ended definition of professional nursing → past one was narrow → shows intent to avoid statutory constraints on the evolution of new functions for nurses delivering health services
· Current law allows a nurse to assume responsibilities not considered to be within the field so long as the responsibilities are consistent with “specialized education, judgment, skill..”
· Quality Control Regulation of Health Care Institutions
· The government sets quality and safety standards, monitors for compliance, and imposes sanctions for violations
· Hospitals and nursing homes treated very differently in terms of quality control regulation 
· Primary differences between hospitals and nursing homes:
· Patient Population & Scope of Services
· Nursing homes responsible for the complete and total environment of residents, typically over a long time
· Choice of nursing home usually made under “duress”
· Demand for nursing home care exceeds available beds unlike hospitals
· Organizational Structure
· Most hospitals are not-for-profit, most nursing homes are for-profit
· In nursing homes, RNs act primarily as administrators and physicians aren’t really involved in daily medical care
· Impact of Private Litigation over Quality
· Hospitals subject to more lawsuits for patient injuries
· No private right of action for violation of Medicare or Medicaid nursing home quality standards
· Federal and state agencies have been increasing enforcement against nursing homes
· Nursing homes must receive state licensing and federal standards in order to get payment for services to Medicare/medicaid beneficiaries
· But if not, then only need to meet state licensure requirements 
· Main federal regulations of nursing homes → Nursing Home Reform Act
· Nursing Home Transparency and Improvement Act 
· Part of the ACA
· Requires nursing homes to establish internal quality assurance structures, staff training, medication review
· Improving Medicare Post-Acute Care Transformation Act of 2014
· Requires HHS to develop and implement quality measures across all providers of post-hospitalization care 
· Peer Review 
· § 805. Specified actions requiring report to relevant agency; timeliness and contents; confidentiality; liability; fine for failure to make or transmit report
· (a) As used in this section, the following terms have the following definitions:
· (1)(A) “Peer review” means both of the following:
· (i) A process in which a peer review body reviews the basic qualifications, staff privileges, employment, medical outcomes, or professional conduct of licentiates to make recommendations for quality improvement and education, if necessary, in order to do either or both of the following:
· (I) Determine whether a licentiate may practice or continue to practice in a health care facility, clinic, or other setting providing medical services, and, if so, to determine the parameters of that practice.
· (II) Assess and improve the quality of care rendered in a health care facility, clinic, or other setting providing medical services.
· (ii) Any other activities of a peer review body as specified in subparagraph (B)
· (B) “Peer review body” includes:
· (i) A medical or professional staff of any health care facility or clinic licensed under Division 2 (commencing with Section 1200) of the Health and Safety Code or of a facility certified to participate in the federal Medicare program as an ambulatory surgical center.
· (ii) A health care service plan licensed under Chapter 2.2 (commencing with Section 1340) of Division 2 of the Health and Safety Code or a disability insurer that contracts with licentiates to provide services at alternative rates of payment pursuant to Section 10133 of the Insurance Code.
· (iii) Any medical, psychological, marriage and family therapy, social work, professional clinical counselor, dental, or podiatric professional society having as members at least 25 percent of the eligible licentiates in the area in which it functions (which must include at least one county), which is not organized for profit and which has been determined to be exempt from taxes pursuant to Section 23701 of the Revenue and Taxation Code.
· (iv) A committee organized by any entity consisting of or employing more than 25 licentiates of the same class that functions for the purpose of reviewing the quality of professional care provided by members or employees of that entity.
· (6) “Medical disciplinary cause or reason” means that aspect of a licentiate’s competence or professional conduct that is reasonably likely to be detrimental to patient safety or to the delivery of patient care.
· (7) “805 report” means the written report required under subdivision (b).
· (b) The chief of staff of a medical or professional staff or other chief executive officer, medical director, or administrator of any peer review body and the chief executive officer or administrator of any licensed health care facility or clinic shall file an 805 report with the relevant agency within 15 days after the effective date on which any of the following occur as a result of an action of a peer review body:
· § 809. Legislative findings and declarations; definitions
· (a) The Legislature hereby finds and declares the following:
· (1) In 1986, Congress enacted the federal Health Care Quality Improvement Act of 1986 (42 U.S.C. Sec. 11101 et seq.), to encourage physicians and surgeons to engage in effective professional peer review, but giving each state the opportunity to “opt-out” of some of the provisions of the federal act.
· (2) Because of deficiencies in the federal act and the possible adverse interpretations by the courts of the federal act, it is preferable for California to “opt-out” of the federal act and design its own peer review system.
· (3) Peer review, fairly conducted, is essential to preserving the highest standards of medical practice.
· (4) Peer review that is not conducted fairly results in harm to both patients and healing arts practitioners by limiting access to care.
· (5) Peer review, fairly conducted, will aid the appropriate state licensing boards in their responsibility to regulate and discipline errant healing arts practitioners.
· (6) To protect the health and welfare of the people of California, it is the policy of the State of California to exclude, through the peer review mechanism as provided for by California law, those healing arts practitioners who provide substandard care or who engage in professional misconduct, regardless of the effect of that exclusion on competition.
· (7) It is the intent of the Legislature that peer review of professional health care services be done efficiently, on an ongoing basis, and with an emphasis on early detection of potential quality problems and resolutions through informal educational interventions.
· [Remaining text omitted.]
· § 1157. Proceedings and records of organized committees having responsibility of evaluation and improvement of quality of care; exceptions
· (a) Neither the proceedings nor the records of organized committees of medical, medical-dental, podiatric, registered dietitian, psychological, marriage and family therapist, licensed clinical social worker, professional clinical counselor, pharmacist, or veterinary staffs in hospitals, or of a peer review body, as defined in Section 805 of the Business and Professions Code, having the responsibility of evaluation and improvement of the quality of care rendered in the hospital, or for that peer review body, …. [deleted other committees] having the responsibility of evaluation and improvement of the quality of care, shall be subject to discovery.
· Idea is to protect them so they can be fully transparent during meetings
The Structure of the HealthCare Enterprise
· The structure of health care enterprises can either impede or advance the goals of higher quality care at a lower cost
· Adoption of managed care led to providers forming larger, integrated organizations → 1990s backlash to managed care led to looser networks → today integration and ACOs are on the rise 
· Health care orgs are business entities: corporations, LLCs, partnerships, contractual joint ventures 
· Horizontal Integration - physicians combine with other physicians to form group practices or networks
· Vertical integration - hospitals, physicians, and health plans create various kinds of integrated delivery systems
· Four Dimensions to Compare between Organization Structures:
· Level of formal organizational integration and control
· Ability for the organization to take on financial risk (financial integration)
· Ability for the organization to engage in clinical management over a patient’s entire episode of care across providers and settings (clinical integration)
· Degree of exclusivity in the relationships between organizational entities 
· Organizational Model #1: Independent Practice Organization
· Loose organization of physicians offering a single network to payers
· Financial risk: low risk, usually little control by payers to affect behavior/providing of care
· Clinical Integration: very limited → shared billing services, group purchasing, utilization review
· Exclusivity: usually non-exclusive
· Organizational Model #2: Physician-Hospital Organization
· Loose affiliation between hospital and staff or IPA
· PHO purpose is to negotiate and administer managed care contacts for its providers
· Organizational Model #3: Multi-Specialty Group Practice
· Organization of physicians of multiple specialties in form of a corporation or LLC
· Substantial integration among physicians, but loose affiliation with a hospital or health system
· Organizational Model #4: Management Services Organization
· Provides non-clinical services to physicians like administrative functions, practice management services
· May be used by a hospital to purchase and operate physician practices in exchange for a share of physician revenues
· Organizational Model #5: Integrated Delivery System
· Large, complex organizations of hospitals, physicians, ancillary providers, and health plans linked in fully integrated and often exclusive arrangements 
· Because payers (insurers) have moved to shift financial risk to providers, the ability to take on additional risk may require greater integration
· The greater the level of integration among the providers through common ownership, shared capital, employment, or ownership of physicians’ practices, the greater the ability to manage the healthcare services and costs of a population’s health needs
· Fee-For-Service (low risk) → capitation (high risk)
· Response to the Affordable Care Act
· “Merger Wave” = hospitals acquiring other, consolidated physician practices, hospitals purchased physician practices
· Undertaking joint ventures to provide integrated care for reward
· What doctors want:
· Structure that will assist them in contracting with payers
· Assurance that incomes won’t erode
· Don’t want to become lost, want a voice
· What hospitals want:
· Adequate flow of patients
· Enough physicians committed to the the organization
· But reluctant to give up control of the organizational structure 
· Organizational Model #6: Accountable Care Organizations (ACOs)
· Groups of providers organized into a formal legal entity that agrees to be collectively accountable for the cost and quality of the healthcare for a defined population of individuals
· Payers reward providers for improving quality and care coordination 
· ACOs paid a share of the amount that providers save payers
· ACOs performance may depend on if it is hospital-led or physician-led
· There are more hospital-led but physician-led growing
· Physician-led may be better at generating cost-savings for payers
· As of 2017, there are over 900 ACOs
· Commercial health insurers usually participate in ACOs either in partnership with providers or by offering new PPO products which encourage participation in an ACO
· Low consumer cost sharing → in-ACO physician
· Intermediate → out of ACO, but in PPO network physician
· High → out of PPO network
· Organizational Model #7: Patient-Centered Medical Homes
· Primary care delivery led by a team of providers which heavily relies on care coordination
· May stand alone or be a part of an ACO
· Choice of Organizational Form depends on:
· Drive for integration
· Antitrust concerns
· Fraud and abuse requirements
· Tax considerations
· Limitation of liability
· Limited Liability
· People don’t want to be liable for acts or debt beyond investment
· Courts may be willing to “pierce the corporate veil” and hold the shareholders personally liable if there are egregious facts and severe undercapitalization bordering on fraud
· Courts are hesitant to pierce the corporate veil in cases involving hospital systems though
· Many professional corporation statutes expressly limit professionals’ liability
· Tricky when entities integrate → parent organization may be incorporated separately to limit liability 
Tax-Exempt Organizations 
· Hospitals may be: nonprofit, for profit, or government-owned
· Most non-profit hospitals are tax-exempt
· Federal tax exemption is about more than money
· Permits exemption from federal unemployment taxes, preferred postal rates, benefits respecting pensions, and other special treatment under regulatory laws
· Donations to charitable organizations that are tax exempt under 501(c)(3) are deductible to donors under IRC 170
· Only charitable organizations can issue tax-exempt bonds
· 501(c)(3) Tax Exempt Status Requirements
· Organizational Test - hospital’s constitutive documents must limit the hospital’s activities to exempt purposes
· Operational Test - Hospital must be operated primarily for exempt purposes → “charitable purposes”
· Community Benefit Standard - requiring only that the hospital promote health for the general benefit of the community
· There have been a few laws enacted to ensure that hospitals don’t take advantage of this
· 501(r) Statutory Requirements for Tax-Exempt Hospitals 
· It is unclear if satisfying these statutory requirements means that the hospital has satisfied the community benefit standard
· Must conduct a community health needs assessment at least once every 3 years and make it available to the public
· Address deficits in health care and access + health needs
· Must assess the broader community, not just current patients
· Must maintain and widely publicize a written financial assistance policy (FAP) which set forth eligibility criteria for free or discounted care for low-income patients and how such charges will be calculated
· Applies to care provided by “substantially related entities” → must disclose those relationships
· Cannot charge individuals eligible to receive financial assistance under FAP more than the amounts generally billed (AGB) to insured people for emergency and other medically necessary care 
· Hospital must make reasonable efforts to determine whether a patient is eligible for assistance under the FAP BEFORE taking any extraordinary collection actions to collect unpaid bills
· Can do so by determining or notifying patients 
· Required to provide audited financial statements with their IRS Form 990 filing 
· When IRS will revoke a hospital’s exempt status under 501(r):
· “Facts and circumstances” test
· Entire organization could lose status if even only one of its facilities doesn’t comply or just that one facility could be taxed
· Minor omissions and errors that are inadvertent or reasonable ok
· HMOs and Exemption
· HMOs typically deliver both office-based primary care and hospital-based acute care to subscribers who prepay a premium to cover services regardless of amount of cost of services actually used
· Generally, HMOs office-based primary care looks like a doctor’s practice, which are usually for-profit and non-exempt
· But integrated delivery systems may include HMOs and the structure chosen for integration implicates tax status of organizations within
· The courts have struggled to devise a test to determine whether an HMO should be exempt based on its relationship to the integrated delivery system
· IHC Health Plans, Inc. v. Commissioner of Internal Revenue 
· Facts: IHC was formed as a nonprofit and was recognized by the Commissioner as tax-exempt under 501(c)(3) → in order to integrate delivery of health care services, formed HMOS within → Commissioner found that the HMOs didn’t operate exclusively for exempt purposes under 501(c)(3)
· Issue: Do the HMOs qualify for tax-exempt status?
· Holding: No
· Reasoning:
· Although the services were discounted, it doesn’t explain away the purpose of the HMO
· Purpose was to arrange healthcare services for a fee → this is not charitable
· Didn’t offer programs or conduct research for the public
· The only people who benefitted from the HMO were those who were subscribed and it was only offered to employees of large employers
· Rule: 1) Determine if the purpose proffered by petitioners qualified as a “charitable purpose”; 2) Determine if petitioner operated primarily for the charitable purpose
· Charitable purpose → whether activities conferred a public benefit
· Community benefit → must be available to all in the community plus provide additionally community or public benefits which either further the function of government-funded institutions or provide a service that would not likely be provided within the community but for the subsidy
· ACOs can be tax-exempt under 501(c)(3) if it satisfies the requirements, but it will be hard to do if it doesn’t participate in the Medicare Shared Savings Program
· Exemption for Joint Ventures Between Tax Exempt and For Profit Organizations
· Exempt organizations may engage in trade or business unrelated to their exempt purposes, but income from it is taxable and the activity must be “insubstantial” as compared to the organization’s exempt activities 
· Joint venture with a for-profit entity will not affect tax exempt status as long as the purpose of involvement is in furtherance of its exempt purpose
· Joint venture activities that are non-exempt will be taxable as “Unrelated business income tax”
· Unrelated Business Income Tax - ok as long as not substantial and will be taxed on it
· Two Prong Close Scrutiny Test:
· Participation in the joint venture furthers a charitable purpose 
· Structure of venture doesn’t allow private inurement of private benefit 
· Control Standard - Stresses centrality of control in evaluating joint ventures between tax exempt hospitals and for-profit ventures
· In joint ventures with physicians, proscriptions against private benefit and private inurement and sanctions against excess benefit transactions
· Private inurement - per se rule requiring revocation of status applying only to private shareholders of individuals interested in influencing the organization’s activities (“insiders”)
· Private benefit - applies to transactions with “outsiders” to the exempt organization
· Cannot pay more than Fair Market Value (FMV) for the physicians practice or for  physician compensation or for services received in a joint venture 
· Internal Revenue Code 4958 - Taxpayer Bill of Rights II
· Provides “intermediate sanctions” for violations instead of the revocation
· Imposes an excise tax on insiders engaged in “excess benefit transactions” and the organization’s managers who approve them
· Exclusive sanction unless extreme and revocation is the appropriate sanction
· Excess Benefit Transaction = any transaction in which an economic benefit is provided by a tax-exempt organization directly or indirectly to or for the use of a “disqualified person” where the value of the economic benefit provided exceeds the value of the consideration received for providing the benefit
· Disqualified Person = person who was in a position to exercise substantial influence over the affairs of the organization 
· Core Prohibited Transactions:
· When disqualified persons engage in non-fair market transactions
· Unreasonable compensation agreements
· Revenue sharing agreements 
· Rebuttable presumption of reasonableness 
· If approved by the BoD or committee made up of individuals who:
· Have no conflicts of interest with respect to the transaction
· Have obtained and relied upon appropriate comparability data prior to making their determination
· No sanctions imposed on the exempt org, but org. Managers can be sanctioned
· Abatement of penalties is possible where the violation is due to reasonable cause and not willful neglect 

