
Evolution of U.S. Healthcare

Legislation: 1900-Present

OCT 27, 2024 ∙ PAID

Share

America's economic history has been defined by three transformative revolution
fundamentally reshaped society: the printing press revolution that democratized
knowledge and enabled mass communication, the railroad revolution that conne
markets and standardized time itself, and the coal/steam revolution that powered
nation's unprecedented industrial growth. Each of these revolutions succeeded b
simultaneously solving infrastructure, economic, and social challenges.

Today's healthcare crisis mirrors these historical patterns, as evidenced by mode
innovators like Elon Musk who systematically targets these same fundamental p
– communications (X/Twitter), energy/transportation (Tesla, SpaceX), and human
machine interfaces (Neuralink) – to drive systemic change. Just as these historica
revolutions required new legal and regulatory frameworks to succeed, healthcare
transformation demands a deep understanding of its legal evolution.

Healthcare leaders seeking to fix the industry's mounting challenges must study 
regulatory history as a form of "first principles" thinking – understanding not ju
what rules exist, but why they emerged, how they interacted, and what fundamen
problems they aimed to solve. Only by understanding this complex regulatory ta
can modern innovators effectively navigate the constraints of the past while buil
the healthcare systems of the future.

Introduction: Learning from Economic

Revolutions



First federal law regulating food and drugs

Prohibited interstate commerce in misbranded and adulterated foods, drink
drugs

Created the Bureau of Chemistry (predecessor to FDA)

Required accurate labeling of contents

Established federal inspection of meat products

Set standards for drug purity

First federal drug policy

Required registration and special tax on narcotic sales

Established prescription system for narcotic drugs

Created reporting requirements for physicians

Regulated cocaine and opiate compounds

Set precedent for federal drug enforcement

Created Division of Venereal Diseases in U.S. Public Health Service

Established grants to states for prevention programs

Implemented STD reporting requirements

Founded first federal disease surveillance system

Evolution of U.S. Healthcare Legislatio

1900-Present

1900-1920: Foundations of Medical Regulation

Pure Food and Drug Act (1906)

Harrison Narcotics Tax Act (1914)

Chamberlain-Kahn Act (1918)

1920s-1930s: Early Healthcare Infrastructure



First federal social welfare program

Provided federal funding for maternal and child health

Set precedent for federal-state healthcare partnerships

Created nationwide network of health clinics

Established maternal education programs

Reduced maternal and infant mortality rates

Required prevailing wages on public works projects

Impacted hospital construction costs

Influenced healthcare facility development

Created framework for public assistance programs

Established federal grants to states for public health

Provided funding for maternal and child health

Started disability insurance program

Laid groundwork for Medicare and Medicaid

Consolidated and revised public health laws

Established National Institutes of Health (NIH)

Created framework for medical research funding

Implemented quarantine authority

Established Commissioned Corps

Sheppard-Towner Maternity and Infancy Act (1921)

Davis-Bacon Act (1931)

Social Security Act (1935)

1940s: Expansion of Medical Research

Public Health Service Act (1944)



Created research grant programs

Funded hospital construction nationwide

Required indigent care provision

Established state health planning agencies

Created standards for hospital construction

Mandated community service obligations

Expanded rural healthcare access

Created National Heart Institute

Established research programs for cardiovascular disease

Funded training programs for medical researchers

Initiated public health education campaigns

Reformed insanity defense standard

Influenced mental health treatment

Changed criminal responsibility standards

Created Joint Commission on Mental Illness and Health

Led to Community Mental Health Centers Construction Act

Revolutionized mental health treatment approach

Funded mental health research

Established state planning requirements

Hospital Survey and Construction Act (Hill-Burton) (1946

National Heart Act (1948)

1950s: Mental Health Reform

Durham v. United States (1954)

Mental Health Study Act (1955)



Initiated deinstitutionalization movement

Required pre-market approval of food additives

Established "Generally Recognized as Safe" (GRAS) concept

Created scientific review process

Implemented safety testing requirements

Required proof of drug efficacy and safety

Established FDA control over clinical trials

Required informed consent in research

Implemented good manufacturing practices

Created adverse event reporting system

Established pharmaceutical advertising regulations

Created health insurance for elderly (65+)

Part A: Hospital Insurance

Inpatient care

Skilled nursing facility care

Home health services

Hospice care

Part B: Medical Insurance

Outpatient care

Food Additives Amendment (1958)

1960s: Medicare and Medicaid Era

Kefauver-Harris Drug Amendments (1962)

Social Security Amendments (1965)

Medicare (Title XVIII)



Preventive services

Medical supplies

Mental health services

Established federal-state partnership

Provided healthcare for low-income individuals

Created EPSDT benefit

Set mandatory and optional benefits

Established payment systems

Created eligibility categories

Funded community mental health centers

Promoted deinstitutionalization

Created comprehensive mental health services

Established prevention programs

Required community involvement

Created OSHA

Established workplace safety standards

Implemented healthcare facility regulations

Required infection control programs

Set hazardous material handling requirements

Medicaid (Title XIX)

Community Mental Health Act (1963)

1970s: Quality Control and Cost Containment

Occupational Safety and Health Act (1970)

HMO Act (1973)



Promoted Health Maintenance Organizations

Required employers to offer HMO options

Provided federal grants and loans

Established quality standards

Created enrollment requirements

Set benefit mandates

Created health systems agencies

Required state certificate of need programs

Attempted to control healthcare costs

Established planning guidelines

Required community input

Regulated facility expansion

Regulated employee benefit plans

Established fiduciary responsibilities

Created reporting requirements

Implemented appeals processes

Set minimum standards for health plans

Limited state regulation of self-insured plans

Incentivized rare disease drug development

Provided tax credits for clinical trials

National Health Planning and Resources Development A

(1974)

Employee Retirement Income Security Act (ERISA) (1974

1980s: Cost Management and Access

Orphan Drug Act (1983)



Created market exclusivity periods

Established grants program

Simplified approval process

Defined rare disease criteria

Provided continuation of group health coverage

Protected workers after job loss

Extended coverage to dependents

Set premium requirements

Established notification rules

Created election periods

Required emergency care regardless of ability to pay

Prevented patient dumping

Established transfer requirements

Created screening obligations

Set stabilization standards

Implemented penalties for violations

Regulated laboratory testing

Established quality standards

Created personnel requirements

Implemented proficiency testing

COBRA (1985)

Emergency Medical Treatment and Active Labor Act

(EMTALA) (1986)

Clinical Laboratory Improvement Amendments

(CLIA) (1988)



Required lab certification

Set quality control measures

Prohibited discrimination in healthcare

Required reasonable accommodations

Established accessibility standards

Protected HIV/AIDS patients

Created enforcement mechanisms

Set compliance requirements

Protected health insurance coverage

Established privacy standards

Created electronic health data standards

Implemented security requirements

Set transaction rules

Created enforcement mechanisms

Accelerated drug approval process

Created fast track designation

Reformed device regulation

Established user fee program

Required pediatric studies

Modified advertising rules

1990s: Insurance Reform and Privacy

Americans with Disabilities Act (1990)

Health Insurance Portability and Accountability Act (HIP

(1996)

Food and Drug Administration Modernization Act (1997)



Extended coverage to uninsured children

Created federal-state partnership

Expanded preventive care

Set income eligibility levels

Established benefit requirements

Created outreach programs

Added Medicare Part D prescription drug benefit

Created Medicare Advantage program

Expanded preventive benefits

Established competitive bidding

Created quality bonus payments

Implemented medication therapy management

Prohibited genetic discrimination

Protected genetic information privacy

Set insurance restrictions

Created employment protections

Established penalties

Required confidentiality

Children's Health Insurance Program (CHIP) (1997)

2000s: Medicare Modernization

Medicare Modernization Act (2003)

Genetic Information Nondiscrimination Act (2008)

2010s: Comprehensive Reform

Affordable Care Act (2010)



Coverage Expansion

Individual mandate

State insurance exchanges

Medicaid expansion

Dependent coverage until age 26

Small business tax credits

Cost-sharing reductions

Insurance Reform

Prohibited pre-existing condition exclusions

Required essential health benefits

Eliminated lifetime caps

Medical loss ratio requirements

Rating restrictions

Guaranteed issue requirements

Quality Improvements

Created Center for Medicare and Medicaid Innovation

Established Patient-Centered Outcomes Research Institute

Implemented value-based purchasing

Created Accountable Care Organizations

Required quality reporting

Established readmission penalties

Reformed food safety regulations

Required preventive controls

Established inspection frequency

Created recall authority

Food Safety Modernization Act (2011)



Implemented traceability requirements

Enhanced enforcement powers

Enhanced drug supply chain security

Created track and trace systems

Regulated compounding pharmacies

Established serialization requirements

Implemented verification systems

Set standards for returns

Accelerated medical product development

Enhanced biomedical research

Advanced digital health technologies

Promoted EHR interoperability

Created breakthrough designations

Established innovation pathways

Expanded telehealth coverage

Provided COVID-19 testing and treatment

Enhanced public health infrastructure

Increased healthcare workforce support

Created provider relief fund

Expanded Medicare flexibility

Drug Quality and Security Act (2013)

21st Century Cures Act (2016)

2020s: Pandemic Response and Beyond

CARES Act (2020)



Authorized Medicare drug price negotiations

Capped Medicare out-of-pocket costs

Extended ACA premium subsidies

Implemented insulin cost limits

Created drug inflation rebates

Enhanced biosimilar incentives

Insurance coverage expansion

Rural healthcare initiatives

Health equity programs

Telehealth integration

Workforce development

Safety net enhancement

Evidence-based medicine

Patient safety initiatives

Quality reporting requirements

Care coordination models

Population health management

Outcomes measurement

Value-based payment models

Inflation Reduction Act (2022)

Major Ongoing Impact Areas

1. Access to Care

2. Quality of Care

3. Cost Control



Price transparency requirements

Drug pricing reforms

Administrative simplification

Fraud and abuse prevention

Alternative payment models

Electronic health records

Telehealth expansion

Digital health innovation

Artificial intelligence applications

Remote monitoring systems

Cybersecurity requirements

Emergency preparedness

Population health management

Prevention programs

Health surveillance systems

Environmental health

Global health coordination

Clinical research modernization

Real-world evidence

Precision medicine

Biomarker development

Advanced therapeutics

4. Technology Integration

5. Public Health

6. Life Sciences Innovation



Regulatory science
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