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I. Introduction and History of Health Insurance in the United States


Health “insurance” provides individuals with protection against the financial loss that can result from accidents or sickness.  In the United States, very few people continue to receive protection from losses against illness through what would traditionally be thought of as “insurance.”  Instead, healthcare benefits are procured and financed through a variety of different systems.  This article is intended to introduce the reader to the subject of health insurance, as that term is colloquially used to refer to all types of vehicles for providing coverage for healthcare benefits.  It is a simple overview of an extremely complex and highly regulated industry, and a jumping off point for a more in-depth and focused understanding of the subject.

The provision of health benefits became especially popular in the United States following World War II, as employers tried to make their job offers more appealing as they competed for a limited pool of workers.  The provision of health insurance benefits became even more popular when the federal government provided extremely favorable tax incentives to employers that offered them.  The earliest formal health insurance offerings were Blue Cross plans, which were created by provider organizations in the 1930s and offered prepaid hospital benefits. Managed care organizations, specifically health maintenance organizations, began to develop about 40 years later, in response to a dramatic increase in spending on healthcare costs.  Today, healthcare spending continues to rise and is an every increasing percentage of our federal, state, and personal budgets.  Health insurance, or the lack thereof, touches the lives of every American. 
II. Types of Health Insurance


In the United States, people receive their health benefits through private companies, employer self-funded plans, federal and state sponsored programs, and government subsidized companies.  These key players in the healthcare financing system vary primarily the basis of core function, i.e. pure indemnity vs. comprehensive delivery system, and funding source.
A. Private Insurance


Most working individuals and their dependents in the United States receive health care benefits through private companies.  Private companies may offer a range of health benefit products, ranging from traditional indemnity products (though increasingly rare) to fully integrated delivery systems such as staff-model health maintenance organizations.  Private health care coverage may be obtained through employers, or it may be purchased on an individual basis.  Individual policies are the most expensive type of health coverage, usually because the insurer has a small pool of healthy people among which to spread the risk of loss.  Coverage obtained from private companies may be fully insured, or self-funded.
1. Indemnity


An indemnity insurer provides an insured with “indemnity” against a specified medical loss in exchange for a premium payment.  Indemnity insurance is primarily a financing system, rather than a healthcare delivery system.  Indemnity insurers traditionally operate by providing catastrophic coverage, meaning benefits are provided for losses related to sickness or accidents, but not for preventive care.  Indemnity insurers pay the insured directly for medical losses, unless the insured has signed an “assignment of benefits” authorizing payment directly to a medical provider.  Indemnity insurance may require the insured to pay a deductible and/or coinsurance before benefits become available.

Traditional indemnity health insurers are increasingly rare in the United States, due to spiraling healthcare costs.  Today most “indemnity” insurers incorporate some type of managed care features into their health insurance product offerings, such as pre-certification or pre-authorization requirements.

2. Managed Care


The goal of managed care is to limit the amount and type healthcare services provided to the managed care organization’s members in order to control costs.  Managed care is about maximizing resources.  Managed care organizations accomplish this goal through a variety of mechanisms, including provider payment methodologies, and controls on a member’s access to services.  There is a wide array of managed care organizations in the United States.
a) Health Maintenance Organizations


The term “health maintenance organization”, or “HMO”, is an amorphous term, as HMOs have evolved over time in response to market demands.  Generally however, an HMO is an organization that arranges for or provides healthcare services to members in exchange for a pre-paid payment.  HMOs are responsible for providing basic healthcare services, usually with a focus on preventive care.  Because HMOs are responsible for “arranging” or “providing” for these services, HMOs are characterized by comprehensive provider networks that cover the full spectrum of healthcare services covered by the organization, including physicians, hospitals, and ancillary providers.  

Traditional HMOs were characterized by the “gatekeeper” concept, which requires members to select a primary care physician who is responsible for coordinating all of the member’s healthcare and making appropriate referrals to specialists.  Coverage is usually not available under an HMO plan unless a service was provided or arranged by the member’s primary care physician.  The gatekeeper model became increasingly unpopular through the 1990s, as members felt their HMOs were unduly interfering with provider treatment decisions and patient access to care.  Today many HMO offerings provide members with “open access” options in which the member is not required to select a primary care provider, or may seek treatment from a provider who does not participate in the HMO’s network.

HMOs use a variety of financial incentives to encourage providers to render services in a cost-efficient, appropriate manner.  Some HMOs pay providers a fixed monthly fee to their primary care physicians, called a capitation payment, that covers all of the care the provider is obligated to provide to the HMO member for that month.  Capitation payments may reduce costs, but they can also result in under-utilization of healthcare services, if the capitation payment is so low that the provider wrongfully limits or denies treatment.  Essentially, capitation payments shift the risk from the HMO to the provider.  Some states regulate capitation agreements between HMOs and providers specifically to regulate problems that arise when providers take on more risk than is fiscally responsible.  HMOs may also compensate providers on the basis of withhold arrangements, where the HMO retains a portion of the compensation due to the provider, and will return to the provider a specified amount of the withhold depending on whether the provider meets established targets.  HMOs may also use percent-of-premium or pooling arrangements to compensate providers.  The fundamental characteristic of all of these payment methodologies is a risk transfer between the HMO and the provider.

HMOs are also characterized by a variety of medical management techniques in order to control costs.  These techniques primarily include prior authorization or pre-certification requirements, concurrent review, and retrospective review. Under this scheme a plan member must seek prior approval before receiving certain types of treatment, and the HMO monitors the member’s course of treatment to ensure services continue to be medically necessary and cost-efficient.  HMOs may also use disease management programs to manage patients with complex conditions.

There are several types of HMOs that differ primarily on the level of integration between the health care delivery and financing functions of the organization.  The five primary types of HMOs are, from most integrated to least integrated: (i) staff model  HMO, (ii) group model HMO, (iii) network model  HMO, independent practice association HMO, and the direct contract model HMO.


b) Preferred Provider Organizations


The defining feature of a preferred provider organization, or “PPO”, is that it consists of a panel of “preferred” providers from whom members may receive healthcare services as part of their health benefits coverage.  PPO plan members generally pay lower out-of-pocket expenses if they receive their care from a preferred provider.  In contrast to HMOs, members are free to seek care from providers outside of the network without a referral, usually at increased out-of-pocket expense in the form of higher deductibles or coinsurance.  

Providers who participate in PPOs may be compensated in several ways.  The traditional method is a discounted fee-for-service methodology, under which the provider is pay a certain percentage of his or her usual rate for the service, also known as the provider’s usual, reasonable, and customary rate, or “UCR”.  Providers may also be compensated a pre-determined flat fee for a particular service or course of treatment.  This methodology may be called a case rate payment, per diem payment, or diagnosis-related group payment, depending on what items or services are included in the payment.

PPOs that are operated by insurance companies are regulated by the state Department of Insurance.  PPOs may operate independently, in which case they may not be subject to state regulation.  Approximately half of the states regulate independent PPOs.  When PPOs are regulated, the most frequent forms of regulation are provider contract, utilization review, and patient access-to-care requirements.
c) Point of Service Plans


Point of Service, or “POS” plans, are kind of like an HMO/PPO hybrid.  Under a POS plan, a member primarily receives their benefits through the plan’s HMO network and must follow the HMOs medical management processes.  However, the enrollee has the option to see non-participating providers without first having to see a primary care physician…at a  higher price.  The deductibles and copayments for POS service can be steep.
d) Third Party Administrators and Provider-Sponsored Networks
Third party administrators (“TPAs”) are independent operations that provide administrative services that are ancillary to the operation of a health benefits program by another party, like an insurance company, health maintenance organization, or self-funded benefit program.  The types of services TPAs generally provide include claims adjudication, provider network development and/or management, and medical management services.  TPAs usually do not assume any financial risk, because the services they provide are administrative in nature and they are generally not responsible for the cost of care.  TPAs are usually subject to state regulation of their claims adjudication and utilization review functions.  

B. Federal and State Sponsored Programs

The federal government is the largest single purchaser of health care services in the United States, thanks in large part to the government’s funding of the Medicare and Medicaid entitlement programs.
1. Medicare

Medicare is funded and regulated by the federal government and is a program that provides health insurance benefits to individuals who are age 65 or older, and some younger individuals with disabilities or certain types of chronic illness, like end stage renal disease.  Medicare is divided into four “parts.”  Medicare Part A provides indemnity coverage primarily for hospital and other facility benefits.  Medicare Part B provides indemnity benefits primarily for provider services and certain types of supplies.  Medicare Part C is Medicare’s managed care program, under which a beneficiary’s Part A and Part B benefits are combined.  Medicare Part C offers HMO, PPO, and other types of managed care plans that are administered by private companies under contract with the Medicare program.  Medicare Part D provides benefits for prescription drug coverage.  Medicare Part D benefits are also offered through plans administered by private companies under contract with the Medicare program, and may be offered through stand-alone plans or combined with a Part C plan.
2. Medicaid

Medicaid is jointly sponsored and regulated by both federal and state government and provides healthcare benefits for low-income individuals.  The federal government establishes the basic program, including mandated benefits and the level of federal financial participation for each state’s program.  States are free to tailor their program, by seeking a waiver from the federal government.  Many states provide Medicaid benefits through a combination of indemnity and managed care programs.  Eligibility for Medicaid is based on income.
3. State Children’s Health Insurance Program

The State Children's Health Insurance Program (“SCHIP”) is also jointly funded and regulated by the state and federal governments.  It provides health insurance benefits to uninsured children who do not qualify for Medicaid.  Within federal guidelines, each State is free to determine the design of its program.

C. Government Subsidized Companies
Blue Cross and Blue Shield plans originated as local, non-profit prepaid plans that directly furnished or provided reimbursement for specified medical services to members.  There are many state-specific laws regulating these plans – because of their preferential non-profit status, in exchange states demanded Blues plans to maintain low premiums and act as the state’s insurer of last resort.  Through the 1990s and as a result of the changing landscape in the healthcare marketplace, many Blues plans have converted to for-profit status and offer the full panoply of managed care products.  Many Blues plans also act as third party administrators for other licensed insurers or self-funded benefit plans.
III. Major Federal Laws Regulating Health Insurance


Though many people primarily think of health insurance regulation as a matter of state law, there are several important federal laws that apply to all types of health benefits coverage.  The following is a summary of the most important ones.
A. Health Insurance Portability and Accountability Act of 1996 (“HIPAA”)

The HIPAA statute is an extremely complex and vast law spanning many topics applicable to health coverage.  HIPAA applies to all insured and self-insured plans, except for self-funded non-federal plans that have elected to be HIPAA-exempt.  Many people today think of HIPAA as focused on regulating the privacy and security of health information, but when HIPAA was first enacted many people focused on the portability provisions.  This article will focus on these two aspects of the HIPAA statute.  
1. Health Insurance Portability

One of the main purposes of HIPAA was to increase the portability of health care coverage by limiting preexisting-condition exclusions that group health plans could impose on plan enrollees.  Preexisting-condition exclusions are limitations or exclusions on the benefits a plan will provide to an enrollee due to any physical or mental conditions the member experienced prior to enrolling in the plan, regardless of whether the individual sought any medical advice or treatment for the condition.  Under HIPAA, a group health plan may impose pre-existing condition limitations only when:
· The exclusion concerns a physical or mental condition for which advice, diagnosis, care, or treatment was suggested or received within the six months immediately preceding the individual’s enrollment date;

· The exclusion may not apply for longer than twelve months after enrollment; and

· The exclusion period is reduced by aggregate periods of creditable coverage.

The primary effect of this provision of HIPAA on individuals is it permits people to change jobs and immediately enroll in new health insurance with their new employer, without any exclusions of coverage for existing conditions.
The portability provisions in HIPAA also provide for guaranteed renewabilty of certain small group and individual health insurance policies.  These provisions provide greater access to health insurance to groups and individuals who otherwise may find it difficult to procure insurance.
2. Health Privacy
HIPAA, and the privacy regulations enacted there under
, established national “floor” for the protection of individuals’ personal health information.  It applies to “covered entities,” which are defined by regulation to mean group health plans (including ERISA plans), health care providers, and health care clearinghouses.  In general, it requires covered entities to maintain the confidentiality of individually identifiable health information, unless a specific exemption applies.  One of the specific exemptions is for treatment, payment, and healthcare operations, which enables health plans and healthcare providers to exchange a patient’s health information regarding utilization review, claims payment, and other interactions between plans and providers without unnecessary burden or delay.
HIPAA provides individuals with the right to receive a covered entity’s notice of privacy practices that describes the uses and disclosers of protected health information (“PHI”) that the covered entity may make.  Individuals also have the right to request restrictions on the use and disclosures of PHI that a covered entity may make, the right to access and amend his or her own PHI, and the right to request an accounting of the disclosures of PHI made by the covered entity for purposes other than treatment, payment, or health care operations.

HIPAA also prescribes administrative requirements related to maintaining the security of PHI, including workforce training, development of administrative, technical, and physical safeguards, and adoption of sanctions for failure to comply with policies and procedures.

HIPAA prescribes both civil and criminal penalties for non-compliance.  The Health and Human Services Office for Civil Rights is the federal agency responsible for enforcing the HIPAA privacy regulations and investigating complaints. The Department of Justice is responsible for prosecuting criminal violations.  Since the Privacy Rule was enacted, the number of HIPAA violations reported and investigated by the Office for Civil Rights has grown every year.
B. Employee Retirement Income Security Act of 1974 (“ERISA”)

ERISA was enacted in 1974 in response to Congressional concerns that employer sponsors of welfare and other employee benefit programs were not appropriately managing plan assets, thus threatening the availability of plan benefits to plan beneficiaries.  ERISA was intended to create a uniform regulatory scheme applicable to all employers that establishes standards of conduct, imposes fiduciary responsibilities on plan administrators, and requires plans to operate in accordance with several mandated elements. 

ERISA plans can use the full option of benefit structures available, e.g. HMOs, PPOs, etc.  ERISA plans can be funded or self-funded.  Funded plans are arrangements whereby benefits are paid from sources other than the plan sponsor’s general assets.  This includes insured plans or plans where benefits are paid out of a separate trust fund or account.  Self-funded plans are arrangements whereby the payment of benefits comes out of the sponsor’s general assets.  In self-funded arrangements, the plan sponsor often contracts with a third party administrator for claims processing and other administrative functions.  The distinction between funded and self-funded, and insured and uninsured, plans is an important one, as funded plans that are not insured and self-funded plans are generally never subject to state insurance regulation.  Conversely, a funded plan that is also insured may be subject to both ERISA and state insurance regulation, which can lead to conflicting obligations and complicated claims processing.
One of the main features of the ERISA statute is that it provides for broad preemption of state insurance regulation.  There are two types of ERISA preemption: (i) express preemption, and (ii) complete preemption.  Under express preemption, ERISA preempts any state law to the extent it “relates to” employee benefits plans.  Express preemption requires an analysis of the terms of the state law in question.  State law may or may not apply depending on whether it falls under the ERISA “Insurance Savings” or “Deemer” clauses, which alternatively invoke and preempt state law depending on the circumstances.  Under complete preemption any claim or cause of action that could have been brought under the civil enforcement provisions of ERISA or otherwise arises as a result of a duty created by ERISA or the terms of an ERISA-covered plan, state law is completely preempted.

There has been much litigation involving the interpretation of ERISA and the applicability of its preemption provisions, and for every court finding a state law is ERISA preempted, another court in another jurisdiction is likely to find a similar state law is not ERISA preempted.  It is not always clear when a state law “relates to an ERISA plan” or is regulating the “business of insurance,” but the following are examples of the types of state laws that have been held as preempted by ERISA:
· Any willing provider laws

· Requirements for independent or external review of adverse benefit determinations

· Laws regulating the activities of third party administrators on behalf of self-funded ERISA plans

Types of laws that have generally been held as not ERISA preempted include:
· Mandated benefits laws

· Consumer protection laws

· State laws authorizing plan members to sue managed care organizations for medical malpractice related to quality of care issues.

C. Consolidated Omnibus Budget Reconciliation Act of 1985 (“COBRA”)

The COBRA statute amended ERISA and several other provisions of the U.S. Code to require group health plans to provide former enrollees with the option to pay out-of-pocket to continue their group health coverage after they lose the coverage due to a qualifying event.  This can be an expensive proposition, as individuals must now also pay the employer’s contribution to the health plan premium.  COBRA defines “qualifying” event for employees to include voluntary or involuntary termination, a reduction in hours that makes the employee ineligible to participate in the health plan, and the employee’s Medicare eligibility.  Qualifying events for dependents include the covered employee’s death, a covered employee’s termination or reduction in hours, divorce or legal separation from a covered employee, and a dependent child ceased to be a dependent under the terms of the plan (usually due to age).
COBRA limits the amount of time that an employee may elect to continue coverage to eighteen or thirty-six months, and mandates that the employer offer the employee the option to convert to an individual policy if the group plan included a conversion privilege.  COBRA also requires employers to notify employees of their rights under COBRA upon becoming eligible to participate in the group health plan and upon a qualifying event.
IV. State Regulation of Health Insurance


A federal statute, the McCarran-Ferguson Act of 1945
, vests primary authority for the regulation of the “business of insurance” with the states.  However, states had been regulating the business of insurance for almost 100 years before the McCarran-Ferguson Act was enacted.  Though the McCarran-Ferguson Act authorizes state regulation of insurance, it does not define what the “business of insurance” is, and neither do most states.  Many state courts have filled the gap however, and generally the “business of insurance” is defined as an arrangement involving:

· The existence of an insured with an insurable interest

· A risk of loss to the insurable interest upon the occurrence of a specified contingency

· An assumption of the risk of loss by the insurer

· A scheme to spread the loss among a group of insureds with similar losses; and

· A promise by the insured to pay a premium in consideration for the insurer’s assumption of risk. 

Companies engaged in the “business of insurance” in a particular state are regulated by the state in a variety of ways.

A. Company Operations
1. Licensing


States regulate health insurance companies through their Department of Insurance.  The primary focus of the licensing process, and annual financial examinations, is to ensure the company meets applicable capital and financial reserve requirements necessary to operate in that state.  

Health maintenance organization companies may be regulated by the state Department of Health in addition to, or in lieu of, regulation by the Department of Insurance.  In addition to meeting financial requirements, health maintenance organizations may need to satisfy state certificate of need requirements in order to be licensed.  

2. Rate and Product Filing


Most states require health insurance companies and health maintenance organizations to file and obtain approval of the company’s insurance contracts, marketing materials, and product rates.  In states that require prior approval of health benefit filings, the filings may not be used in the state until they are approved.  

3. Market Conduct Reviews

States conduct periodic reviews of a company’s operations to ensure that the company has complied with applicable state law.  Deficiencies or failure to comply may result in loss of the company’s license.

B. Provider Relations

1. Any Willing Provider Laws


Any Willing Provider (“AWP”) laws are state laws that require a company, usually a managed care organization, to accept any healthcare provider willing to meet the terms and conditions of the company’s provider contract into its provider network, regardless of whether the company wants or needs that particular  provider.  Other states have any willing class of provider laws, which typically prohibit companies from excluding a certain class of providers, such as mental health providers, from their provider networks.  These laws may increase a beneficiary’s access to the healthcare provider of their choice, but may conversely increase costs by preventing the company from delivering a high volume of patients to selected providers in exchange for reduced rates.
2. Credentialing Laws


States require managed care organizations to credential providers in order to participate in their networks. The selection of providers is generally based upon determination and verification of a provider’s current credentials, which includes: a license to practice within the state; malpractice insurance; references; board certification; a drug enforcement agency certificate for providers who have prescription-writing privileges; and any other credentials the managed care organization may require.  Many managed care organizations participate in accreditation programs such as The Joint Commission (“TJC”, formerly JCAHO) or the National Commission for Quality Assurance (“NCQA”) which prescribe standards that dictate the manner and method through which the gathering and processing of provider credentialing information is accomplished, as well as the frequency with which credentialing must be performed.  Many states, and TJC and NCQA, require managed care organizations to give due process protections to providers whose applications for participation are declined.  

3. Prompt Pay Laws


Currently, almost every state has enacted requirements regarding the timely payment by insurers and health maintenance organizations of claims made by providers for services rendered to the company’s members.  The dates range from 15, 45 to 60 days.  Some states enacted prompt claim payment laws that put health plans on notice to pay clean claims in a timely fashion or face possible penalties and fines. Different payment requirements may apply for different entities along the spectrum of payers.  For example, HMOs and PPOs are most often subject to the claim payment laws, but sometimes these statutes may apply as well to downstream payers such as third-party administrators if claims payment is delegated to them.
C. Member Relations

States regulate the contract between the insurer and member, in order to ensure that basic benefits are provided and to provide varying levels of consumer protections.
1. Mandated Benefits


Most states mandate certain types of health care benefits that companies must provider to their members residing in that particular state.  These laws are intended to ensure that basic health services, and/or services that the state deems important, are available to covered persons.  State mandates fall into three general categories: (i) mandated coverage of certain types of treatments, such as substance abuse treatment; (ii) mandated coverage for certain persons, such as non-custodial children; and (iii) mandated coverage for services rendered by certain types of health care providers, such as chiropractors.  

2. Network Adequacy and Provider Access


Many states regulate the number and types of providers that companies must include in their network and how members may access those providers, in order to ensure that covered persons receive appropriate and timely treatment.  Examples of network adequacy requirements include enrollee-to-provider ratios, appointment availability standards, and appointment waiting time standards.  These types of laws are applicable mainly to more restrictive managed care plans, but some states also regulate adequacy of PPO networks.

States also regulate a member’s access to certain types of providers, such as requiring companies to permit a standing referral to a specialist for a member with chronic conditions, or permitting women to designate an OB/GYN as their primary care physician.  States may also require companies to provide access to out-of-network providers when the plan’s network does not include a specialist qualified to provide treatment for the member’s condition.  These requirements are more common in rural states where access to specialists is more difficult.
3. Grievance Procedures


Many states specify the minimum due process protections managed care organizations must provide to their members that dispute a coverage decision or otherwise disagree with a decision made by the company.  Common state regulations of internal grievance procedures include requiring companies to provide members with a description of the company internal grievance procedures, providing for expedited review for medical emergencies, and providing for review by independent, external organizations.
4. Health Information Privacy

State health information privacy laws are not pre-empted by HIPAA to the extent they provide more protections to the individual.  Many states have enacted their own medical record and/or health information privacy laws which restrict how companies may use and disclose protected information.  In addition, many states have adopted notification laws that require companies to notify their members in the event of a security breach of protected health information.  Similar to HIPAA, state notification laws usually require companies that handle protected health information to implement reasonable and adequate security procedures and to include contractual safeguards for transfers of information between business partners.  States vary on (i) their definition of what is protected information; (ii) whom to notify in the event of a breach; (iii) when to notify the appropriate parties when a breach has occurred; and (iv) the content of the notification.  This is an active area of the law that is evolving as states become more concerned about protecting their citizens’ sensitive personal information.
5. Access to Coverage


States may enact their own versions of COBRA and HIPAA to provide continued access to coverage for citizens who have lost their employer group coverage, and for small employers and individuals.   State COBRA laws generally apply to groups with 2-19 employees and may apply to categories of people not eligible for federal COBRA coverage.  They may also offer the option for eligible employees to convert their coverage to individual coverage. States often heavily regulate their small group markets, sometimes permitting “groups of one” to purchase insurance in the small group market and providing terms more favorable to enrollees than HIPAA, such as shorter look-back periods, shorter pre-existing condition limitation periods, and additional special enrollment periods.  States may also design special high-risk pools for individuals or an “insurer of last resort”, in order to provide individuals without access to employer-sponsored coverage an opportunity to purchase health insurance at “affordable” rates.  Companies are required to participate in various programs depending on the financial solvency, number of members, and other criteria.

V. Conclusion


The landscape of the healthcare financing system in the United States is constantly evolving, perhaps now more than ever.  With the election of a new President, and ever-increasing healthcare costs, Americans can anticipate new proposals for major healthcare reform in the next few years.  One thing that we can expect to stay constant, however – the system of health insurance regulation in the United States is complex.  To begin, approach each question you have about health insurance by asking:
· How is the health benefit product regulated?

· How is the health benefit product designed?

· How is the health benefit product funded?

VI. Useful Resources

· National Association of Insurance Commissioners http://www.naic.org/
Includes links to state Insurance Departments and a wide variety of company licensing information

· United States Code http://www.gpoaccess.gov/uscode/index.html
· United States Code of Federal Regulations http://www.gpoaccess.gov/cfr/index.html
· United States Department of Labor http://www.dol.gov/dol/topic/health-plans/erisa.htm
Federal agency responsible for enforcing ERISA 

· Department of Health and Human Services Office of Civil Rights http://www.hhs.gov/ocr/
Agency responsible for enforcing HIPAA privacy protections, website includes information on HIPAA compliance resources and information

· Centers for Medicare and Medicaid Services http://www.cms.hhs.gov/
Federal agency responsible for regulating the Medicare and Medicaid programs
� P.L. 104-191.


� 45 C.F.R. §§ 160, 164


� 29 U.S. C. §§ 1001-1461


� 15 U.S.C. §§ 1011-1015





