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Letter from the editors

Dear Health Law & Policy Reader:

On behalf of the Editorial Board, it is with great enthusiasm that we present our second 
issue of Health Law & Policy. The articles in this issue reflect a fresh and highly 
responsive perspective to new developments in the ever-changing field of health care 
law. Since health care is a major issue in the current presidential candidate debate, and 
an important topic of concern in everyday discourse, we strived to create a publication 
that would inform individuals and illustrate the myriad of ways in which these topics 
influence our lives.  

This issue consists of an impressive range of innovative practitioner and student articles. 
It includes a focus on international law through an article exploring medical neutrality 
and the struggles of the ‘Benghazi Six,’ medical workers who were sentenced to death 
for allegedly infecting Libyan children with the HIV virus.  Concerns about the role of 
medical workers conveyed in this article parallel domestic discussions about the role 
of medical personnel that students, professors, and practitioners frequently address 
through academia and in the practice of law.  For instance, a well-renowned United 
States physician recently faced public outcry for performing medical procedures that 
attenuated the growth of a nine-year-old girl at her parents’ request.  Finally, one of the 
most salient issues today is the debate over a universal health care system; accordingly, 
we feature an article that profiles universal health care programs around the globe and 
queries whether universal health care is the best solution to the medical problems in the 
United States.  

Each year, more students at the Washington College of Law (WCL) are discovering that 
the health care field makes for an exciting academic and professional career.  Health 
Law & Policy continues to serve as a testament to the ever-increasing appreciation of the 
health law field.  As health care opportunities and interests continue to expand at WCL, 
we look forward to ushering in a new generation of law students to move Health Law & 
Policy into the future. 

We extend our genuine gratitude and thanks to our advisor, Professor Corrine Parver, 
and  to our dedicated staff members for their efforts in making this issue a success.  We 
sincerely hope you enjoy this issue as much as we enjoyed putting it together.

Sincerely,

Georgiana Avramidis
Editor-in-Chief

Jennifer Cadena
Editor-in-Chief

Gabrielle A. Mulnick
Editor-in-Chief
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the heaLth Care Crisis in ameriCa: is UniversaL 
heaLth Care the soLUtion to oUr ProbLems?

By Charisse Y. Gates*

i. Background
Despite the United States’ commanding economy, 

leading technology, and superior medical programs, it 

ranks 32nd in life expectancy, 37th in adult mortality, 

and fifth in infant mortality among World Health 

Organization (WHO) member states.1  In 2005, the 

United States’ total health care expenditures were $2 

trillion, representing 16 percent of its Gross Domestic 

Product (GDP) compared to 10.9 percent of the GDP 

in Switzerland, 10.7 percent in Germany, 9.7 percent in 

Canada, and 9.5 percent in France.2  Yet, our country’s 

poor health status is largely due to its inequitable 

distribution of medical resources.  For the wealthy 

minority, access to heath care is virtually unlimited.  

But the majority of Americans face economic, social, 

and political barriers to the quality health care services 

and cutting edge technologies available in the United 

States.  

Studies show that enrollment in a health insurance 

program promotes positive health outcomes by 

encouraging healthy behavior.3  Insured individuals 

tend to seek medical attention early when conditions 

are easier and less costly to treat.4  Individuals without 

insurance are more likely to postpone or forego care, 

thereby increasing their risk of developing preventable 

health problems, disability, and premature death.5  In 

a recent study, 28 percent of uninsured participants 

reported that they did not seek necessary medical 

services within the last year because they could not 

afford them.6  This figure was three times higher than 

the percentage of persons with health insurance who 

chose to forego treatment.7  Additionally, mortality 

during hospitalization is higher among uninsured 

patients.8 The Institute of Medicine (IOM) estimates 

that lack of insurance is associated with 18,000 

unnecessary deaths every year among adults between 

the ages of 25-64.9  

Presently, the United States is the only industrialized 

nation that lacks a universal health care system 

guaranteeing all citizens access to quality medical 

care.10  Recent attempts at health care reform in the 

United States have been ineffective at reducing the 

number of uninsured individuals.  The U.S. Census 

Bureau reported that 46.6 million Americans, of 

which 8.3 million were children, did not have health 

insurance in 2005 – an increase from 45.3 million in 

2004.11   Even when individuals have insurance, their 

coverage may be insufficient.  In 2003, 16 million 

Americans were underinsured, meaning that they had 

health insurance, but their plans were inadequate.    This 

status could result from employers not providing health 

care.  Individuals may also have limited insurance 

plans that do not cover family members, or plans with 

unreasonably high deductibles or co-insurance.12  

In the United States, the financial burden on uninsured 

families is inversely proportional to family income.  

Most people are uninsured because they cannot afford 

coverage.13  More than half of the uninsured are in 

low-income families and about half are ethnic or racial 

minorities.14  Seventy percent of insured individuals are 

in families with one or more full-time workers who do 

not receive employer-provided coverage, or are unable 

to afford corresponding insurance premiums.15  The 

majority of uninsured Americans are between the ages 

of 19-64 years, of whom twenty percent are children.16  

Thirty-six percent of the American population falls  

below the federal poverty level, but only 25 percent 

of the population receives public assistance through 

Medicare or Medicaid.17  While almost half of non-

citizens are uninsured, American citizens still comprise 

79 percent of the uninsured population.18  

According to the Kaiser Family Foundation and the 

Health Research and Educational Trust, employer 

health insurance premiums increased by 9.2 percent 

in 2005, nearly three times the rate of inflation and 

five times the average increase in workers’ salaries.19   

The annual premium for an employer health plan for 

a single person is $4,000 and for a family of four, 

premiums average $11,000.20  Based on current trends, 

premiums are expected to rise.  Experts predict that 

prices will reach $2.9 trillion in 2010 and $4 trillion in 

2015 (20 percent of the GDP in the United States).21  

Currently, a combination of federal and state taxes, 

property taxes, and tax subsidies finance 64 percent of 

the cost of the American health care system.  Individual 

out-of-pocket payments, such as co-pays, deductibles, 

and fee-for-service payments collected when service 

is rendered, account for approximately 17 percent of 

total heath care costs.  Employers only pay 19 percent 

of health care costs.22
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*  Charisse Gates received her J.D. from American 
University’s Washington College of Law, in May 
2007.  Ms. Gates has previously worked at the Centers 
for Disease Control and Prevention and the American 
Cancer Society and has been published in Annals of 
Behavioral Medicine.
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Access to health care is not just a problem for the uninsured 

– it is a problem for the entire nation.  The increasing 

uninsured population has wide-reaching effects across 

communities, such as a higher morbidity rate and 

decreased workplace productivity.  Higher rates of sick 

days reduce productivity and incoming revenue within 

an organization, forcing employers to terminate jobs, 

lay off employees, or decrease salaries to compensate 

for this loss.  In addition, uninsured individuals are less 

likely to be immunized, which increases the possibility 

of outbreaks of communicable diseases creating risks for 

greater morbidity and premature mortality.

This article describes various strategies to increase access 

to health care, and examines single and multi-payer 

health insurance systems, including universal health 

care, in other countries and states.  Both the advantages 

and disadvantages of each system are discussed.

ii. discussion: strategies to 
increase Access to health Care

A. single Payer health insurance systems

Advocates of universal health care have proposed 

replacing our current system, which has multiple 

payers, plans, and options, with a single payer 

system in which either the federal government or a 

subcontracting entity will cover the cost of health care 

for the entire population.  Proposed legislation “would 

prohibit private insurance companies from duplicating 

coverage for services already covered by the public 

insurance program.”23

Opponents of a single payer health system criticize its 

effectiveness by categorizing it as a form of “socialized 

medicine” in which the government owns and operates 

all health care facilities.  Contrary to socialized 

medicine schemes, however, a single payer system 

is a financing, not a governing, mechanism.  The 

government collects and allocates money for health 

care but has little involvement in the actual delivery of 

services.  Although public funds pay the costs, care is 

provided privately at not-for-profit hospitals and clinics 

where individuals can choose their own providers.  

Physicians are compensated either on a fee-for-service 

basis or paid salaries by hospitals or nonprofit health 

maintenance organizations.24  

Contrary to the current system in the United States, 

services in the single payer system would be delivered 

based on need rather than on an ability to pay; co-

payment and deductibles would be eliminated.  Single 

payer universal health care systems closely resemble 

the United States’ government-funded Medicare and 

Medicaid programs.25  Overall, these changes would 

result in decreased consumer costs.26 

i.  Examples of single Payer universal 
health Care systems in other Countries

a) Canada

Canada has operated under a single payer universal 

health care framework since 1947.27  Canada’s 

estimated annual total health expenditure is only 9.9 

percent of its GDP, approximately $2,669 per person.  

Its infant mortality rate is just five per 1,000 live births, 

while life expectancy is 78 years for men and 83 years 

for women.28 

The federal government in Canada administers the 

national  health  insurance plan (Medicare).  The 

Canadian Medicare program receives funds from 

general tax revenues that account for 72 percent of 

health expenditures.29  In addition, most Canadians 

have private insurance plans that extend their 

access to supplemental services, such as dental care, 

rehabilitation, prescription drugs, and private nursing 

care.  This private sector component, along with out-

of-pocket payments, accounts for 28 percent of health 

expenditures.30  Most physicians in Canada are in 

private practice and accept fee-for-service Medicare 

payments as set by the government.  Hospitals are 

mainly not-for-profit and operate under regional or 

institution-specific budgets.31  

While every Canadian citizen has health insurance, and 

health care expenditures represent a reasonable percent 

of the nation’s economy (compared to United States), 

the Canadian health care system has been described 

as a system of rationing where “everything is free but 

nothing is readily available.”32  Cost-control problems 

are evident by long waiting lists, dilapidated equipment, 

and outdated technology.  A study conducted by the 

Fraser Institute found that median waiting times were 

“consistently and significantly longer than physicians 

feel is clinically reasonable.”33  For example, in 2005, 

the total average waiting time for surgery was 17.7 

weeks from 12.3 weeks for an MRI scan, 5.5 weeks 

for a CT-scan, and 3.4 weeks for an ultrasound. 34  

b) Australia

Australia’s estimated annual total health expenditure 

is only 9.6 percent of its GDP, which is approximately 

$3,123 per person.  Its infant mortality rate is six deaths 

per 1,000 live births and life expectancy is 71 years for 

men and 74 years for women. 35 

In Australia, national health insurance is funded by a 

mixture of general tax revenue, a 1.5 percent levy on 

taxable income, state revenue, and patient fees.  The 

government funds 68 percent of health expenditures 

(45 percent federal and 23 percent state) and governs 
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hospital benefits, pharmaceuticals, and medical 

services. 36  States are responsible for operating public 

hospitals, regulating nursing homes, and community-

based general service clinics.  Australians also have 

access to several not-for-profit private insurers that 

offer plans to cover gaps between Medicare benefits 

and fees assessed for inpatient services.  These private 

insurance plans cover a third of the population and 

account for 11 percent of health expenditures.37

Physicians in this system are generally reimbursed fee-

for-service.  The government sets the fee schedules, but 

physicians are free to charge above the scheduled fee 

or may directly bill the government when there is not 

a patient charge.  Out-of-pocket payments account for 

19 percent of health expenditures.  Similar to Canada, 

patients are free to choose their general practitioner, an 

individual who serves as a managed care gatekeeper.38  

c) denmark

Denmark’s estimated annual total health expenditure is 

only 8.6 percent of its GDP, approximately $2,780 per 

person.  Its infant mortality rate is five deaths per 1,000 

live births and life expectancy is 76 years for men and 

80 years for women. 39  

Progressive income taxes fund the publicly-

administered Danish health care system.  Each patient 

chooses a general practitioner who makes referrals to 

specialists.  There are no co-payments for physician 

or hospital visits, but patients do pay co-payments for 

prescription drugs.  Together, 14 counties and the city 

of Copenhagen run the country’s hospitals.  

Physicians who work with hospitals receive salaries 

which are negotiated between the government and 

doctors’ unions.  General practitioners are compensated 

40 percent per capita and 60 percent fee-for-service, 

whereas specialists are mostly fee-for-service.40

ii. first step, first state: single Payer 
universal health Care in the united 
states—Massachusetts health Care 
reform Act

The Massachusetts Health Reform Act (MHRA), 

enacted on April 12, 2006, is the first successful 

legislation creating a single payer health care system 

in the United States.41  Health benefits are administered 

by a newly created state agency, the Connector.  The 

Connector serves as an intermediary between citizens 

and private insurance plans and funds all services.  The 

Massachusetts program is designed to give consumers 

a choice of plans, ensure true coverage portability, and 

allow continuing federal tax-breaks for employer group 

health insurance.42  Under the program, workers will be 

able to switch plans during an annual open season and 

retain the same coverage as they change jobs.43

The MHRA increases enrollment in Massachusetts’ 

current Medicaid program and includes all adults 

whose income is less than 100 percent of the Federal 

Poverty Level (FPL).44  Medicaid eligibility also 

extends to all children in households at 300 percent at 

or below the FPL.45  The MHRA then creates a single 

payer system based on both individual and employer 

responsibility.  

The individual mandate of MHRA required all 

Massachusetts residents to obtain health insurance 

by July 1, 2007.  Residents must show proof of this 

coverage on their annual tax returns.  Failure to do so 

results in the loss of personal deductions.  Continued 

failure to comply will subject individuals to financial 

penalties up to 50 percent of the cost of an insurance 

plan.46  People with incomes greater than 100 percent, 

but less than 300 percent of the FPL, will be eligible 

for government-funded sliding scale subsidies for the 

purchase of necessary coverage plans.47  To help make 

insurance affordable for the remaining population, 

the MHRA allows citizens to use pre-tax dollars to 

purchase plans.  

MHRA’s “employer mandate” requires that all 

employers with more than ten employees provide 

“some degree” of health benefits.48  The government 

requires employers who do not offer such benefits 

to pay their “fair share” of health care expenditures 

for the uninsured up to $295 annually per full-time 

employee.49  In order not to burden small businesses, 

the Connector offers new specially-priced plans that 

were previously not available to small businesses 

because insurers could now pool the risk of the small 

businesses and insure themselves a profit previously 

unavailable.50  Each worker may choose the most 

suitable health plan from those offered.51

Any Massachusetts resident may buy coverage 

directly through the Connector as an individual.  The 

disadvantage of doing so is that the federal tax-breaks 

for individually purchased health insurance are not as 

large as those for employer-group coverage. 52 

 iii. Advantages of a single Payer system

The single payer approach to a universal health 

care system effectively addresses the issue of cost 

containment for health care expenditures.53  The for-

profit element of health care would dramatically 

decrease and the system would transition into a market 

of non-for-profit services.  Using government agencies 

(or government subcontracting agencies) as liaisons 

between small businesses and individual health 
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consumers creates bargaining power for consumers to negotiate discounts 

with health care providers and suppliers.  In addition, single payer systems 

naturally utilize centralized electronic medical record databases that facilitate 

patient care and help prevent medical errors.  Physicians, pharmacists, and 

other health care providers can access information from different offices 

and across state lines, making medical records truly portable.

In a proposed single payer system for the United States, there would be no 

preferred providers (i.e., no distinction between in-network physicians and 

out-of-network physicians).54  Covered individuals would have the freedom 

to choose their own physician.  The new “health care system would be 

fundamentally accountable to the public, so decisions about the allocation 

of healthcare resources (e.g., how much to spend, what to pay for, whom 

to pay for) would be public decisions.”55  Such freedom will ultimately 

expand participant choice as well as increase consumer power.  

iv.  disadvantages of a single Payer system

Concerned consumers raise privacy concerns that the government could 

access this central database of medical and personal information.  While 

this “single repository” benefits public health 

planning and allows for efficient medical 

treatment between different providers, citizens 

fear that the government would track individual 

health care outcomes, leading to discrimination.

A single payer system in the United States would 

also be vulnerable to the prevailing political 

party.  For example, opponents of the single 

payer system may underfund it.56  In addition, 

physicians worry about lower reimbursements 

due to the government’s increased bargaining 

power. Yet, any income reduction a physician 

might experience could be mitigated by 

decreased overhead and malpractice costs.  

Finally, a single payer system with few financial 

barriers may encourage over-consumption 

of resources, straining the capacity and 

effectiveness of health care delivery.  Under a pure single payer system, the 

government might provide only one basic insurance plan without coverage 

options; thus, those who prefer a different option may view the pure single 

payer system as a disadvantage. 

B. Multi-Payer systems

While the term “universal health care” generally refers to a single payer 

system, it can also be achieved through a multi-payer system.  In a multi-

payer system, health care services are financed by both public and private 

contributions.  Citizens are protected by a “safety net” (the minimal 

public insurance plans available to all persons).  They also may purchase 

alternative private plans in place of the public insurance options.57  The 

government is not responsible for administering private plans;  however, it 

does ensure that private plans contain the same options as public insurance 

plans. 58  

i. Examples of Multi-Payer systems

a) Germany

In 1883, Germany became the first country to develop a national health 

insurance system.59  Germany’s annual health expenditures account for 

10.6 percent of its GDP, approximately $3,171 per person.  The infant 

mortality rate is five per 1,000 live births, and life expectancy is 76 years 

for men and 82 years for women.60  Every German citizen is eligible for 

public health insurance, and individuals above a specified income level 

may purchase private coverage.  Only 0.2 percent of the population lacks 

health insurance.61  

The German health care system employs Sickness Insurance Funds 

(SIFs).  SIFs receive funding through compulsory payroll contributions 

(14 percent of wages), equally shared by employers and employees.  Also, 

SIFs cover 92 percent of insured individuals and 81 percent of health 

expenditures overall.62  Citizens who are affluent, self-employed, or civil 

servants are covered by private insurance, financed by voluntary individual 

contributions.  

General practitioners do 

not serve as gatekeepers 

to health services or 

specialty care.  Private 

physicians are paid on a 

fee-for-service basis at 

rates negotiated by SIFs’ 

representatives.63  

b) france 

France’s annual health 

expenditures account for 10.5 percent of its GDP, approximately $3,040 

per person.  The infant mortality rate is five per 1,000 live births, and life 

expectancy is 77 years for men and 84 years for women.64

Similar to Germany, the French health care system is primarily funded 

by SIFs financed through compulsory payroll contributions – 70 percent 

Using government 
agencies  . . . as 

liaisons between small 
businesses and individual 
health consumers creates 

bargaining power for 
consumers . . . .
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from employers and 30 percent from employees.  

France’s system operates as an autonomous, not-for-

profit, government-regulated entity with national 

headquarters and regional networks.65  SIFs cover 99 

percent of the population and account for 75 percent of 

health expenditures.  The central government, patients’ 

out-of-pocket payments, and Mutual Insurance Funds 

(MIFs) pay the remaining health expenditures.  MIFs 

cover 80 percent of the population, and account for 6 

percent of health expenditures. 66 

Patients are free to choose their own providers and are 

not limited to the number of services they may receive.  

General practitioners do not serve as gatekeepers.  

Private physicians are paid on a fee-for-service 

basis and patients are subsequently partially or fully 

reimbursed as appropriate.67

c) Japan

Japan’s universal health care program began in 1958.68  

Its annual health expenditures account for 7.8 percent 

of its GDP, approximately $2,293 per person.69  The 

infant mortality rate is four per 1,000 live births, and 

its life expectancy at birth is 79 years for men and 86 

years for women. 70

Japan’s program contains two principal systems.  

First, similar to both Germany and France, Japan 

has an Employee Health Insurance System financed 

by compulsory payroll contributions (8 percent of 

wages).  These contributors are equally shared by 

employers and employees and cover employees 

and their dependents.71  Second, there is a National 

Health Insurance System that covers self-employed 

individuals or pensioners and their dependents.  

In both systems, the local government acts as the 

insurer.  Premiums are based on (1) the individual 

income; (2) the number of individuals in the insured 

household; and (3) assets.  These premiums fund 

57 percent of health expenditures, while the federal 

government contributes 24 percent and local 

governments contribute 7 percent.72

About 80 percent of hospitals and 94 percent of clinics 

in Japan are privately owned and operated.  Some public 

not-for-profit hospitals do exist, but the law prohibits 

investor-owned, for-profit hospitals.73  Patients are free 

to choose their own general practitioners who do not 

serve as gatekeepers.  Medical and pharmaceutical 

practices operate jointly; thus, prescription fees 

generate a large portion of physician income.  

ii. Advantages of a Multi-Payer system

For both public and private consumers, the chief 

advantage of having a multi-payer system is freedom 

of choice.  Each person has the right to health care 

and has access to necessary services regardless of 

employment, age, socioeconomic status, or health.  

Those who desire additional coverage may purchase it 

from private companies.  Patients opting for publicly 

funded plans would not be restricted in choosing their 

doctor.  In addition, government administration of 

public insurance will decrease spending by eliminating 

duplicate administrative activities and negotiating 

reasonable reimbursement rates for providers.  A 

multi-payer system may be more practical than a single 

payer system because it does not completely eliminate 

insurance companies or the revenue generated from 

the insurance marketplace.74   Competition will still 

remain between companies to provide supplemental 

insurance plans. 

iii. disadvantage of a Multi-Payer system

Despite scaling back the for-profit insurance industry, 

competition between insurance carriers, motivated 

by increased profits, will still exist.75  Additionally, 

stratification between socio-economic groups is less 

likely to diminish.  

C. federalist Approach

The federalist approach is a system incorporating a 

partnership between federal and state governments.  

States receive federal funding to provide universal 

health care to their residents.  To receive funds, states 

must design systems according to specific federal 

guidelines.  Administering the plan would be based 

on local conditions and terms.  In this manner, states 

may have the opportunity to customize an insurance 

program that most efficiently meets the needs of their 

residents.76

i. Advantages of the federalist Approach

The federalist strategy recognizes varying social and 

political climates in different geographical areas.  

Accordingly, one federal solution cannot apply to 

every state.  States will have autonomy to implement 

plans over a period of time, allowing for incremental 

changes, by collecting data from earlier ventures to 

determine ideal solutions.  

ii. disadvantages of the federalist 
Approach

Some argue that large businesses will ultimately prefer 

a uniform, federal solution to achieve consistency rather 

than a system with 50 different sets of regulations.  

Then again, state regulations can lead to a national 

program.  For instance, Canada’s national health care 

system was developed province-by-province and 

[Under the federalist 

approach] states 

may have the 

opportunity to 

customize an 

insurance program 

that most efficiently 

meets the needs of 

their residents.
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demonstrates that building a health care system state-

by-state can eventually lead to a national universal 

health care system.  Accordingly, a universal health 

care system in the United States could also develop 

from a state-by-state system. 

d. Alternative financing options for 
universal health insurance Programs

In addition to reducing the number of uninsured 

individuals and increasing the affordability of health 

insurance as outlined above, proponents of universal 

health care suggest tax credits, medical savings 

accounts, and managed competition to fund a universal 

health care program.  

i.tax Credits

Under the current health care system in the United 

States, self-employed individuals and workers who 

do not receive health benefits from their employers 

generally pay higher insurance premiums and have 

higher co-payments.  Allowing income tax credits 

to subsidize the cost of insurance would eliminate a 

portion of this financial burden.77 

In addition to incentivizing individuals to purchase 

health insurance, tax credits would be easy to 

implement and insurance plans, overall, would be 

more affordable for the average person.  Additionally, 

insurance companies would not have to surrender their 

economic interest in the marketplace.  Tax credits also 

retain citizens’ freedom of choice and do not hinder 

personal autonomy.  

Tax credits alone can only provide increased access.  

People who do not want to purchase health insurance 

would not be required to do so.  Consequently, tax 

credits do not guarantee that all persons will have 

coverage.  In addition, tax credits will reduce, but not 

eliminate, the cost of health insurance.  Moreover, tax 

credits would only apply to those persons who are 

employed and file income taxes.  People who are not 

employed, or do not earn enough money to file tax 

returns, will not benefit. 

ii. Medical savings Accounts 

Medical Savings Accounts (MSAs) are based on the 

theory that the cost of health care is inflated because 

people are over-insured.  Broad insurance coverage 

encourages people to use medical resources more 

frequently.  Since they have already paid for insurance, 

patients do not hesitate to see doctors for even the 

smallest problem because medical care is covered by 

their insurance plan.  This results in over-consumption 

of medical resources, which results in higher costs.78  

In alternative MSAs, employers (or the government) 

deposit money into an account on the insured’s behalf 

and the money is used to purchase basic coverage.79  

Some of the money in the MSA is used to purchase a 

high-deductible, low-premium catastrophic insurance 

plan.  The remaining money is used for other health 

care expenses.  Costs that exceed available MSA 

funds are paid for by individuals out-of-pocket.  Any 

unspent money remains in the account for future use.  

Accordingly, people have an incentive to reduce costs 

when forced to pay out of their own pocket.80 

Minimizing costs is not an option when serious 

medical problems arise, leaving individuals extremely 

vulnerable.  MSAs attempt to balance economic 

efficiency and patient protection.  Utilizing fewer 

medical resources will reduce prices, making care more 

accessible for everyone.  Yet people are still secure 

in knowing that they will be protected if something 

critical happens.

MSAs do not solve the problems of the low-income 

uninsured population who will still likely be unable to 

pay for out-of-pocket costs.  Persons who cannot afford 

health care will have access to emergency treatment 

but will have little-to-no access to preventive or basic 

medical care.  MSAs also discourage patients from 

seeking medical care, unless there are clear signs of 

illness.81  

iii. Managed Competition 

Managed competition is a system that combines 

market forces with patient pooling to improve access.  

Employers and individuals join health-care purchasing 

groups (or health alliances) which negotiate 

[P]roponents of 

universal health care 

suggest tax credits, 

medical savings 

accounts, and managed 

competition to fund 

a universal health care 

program.

For both public and 
private consumers, the 

chief advantage of having 
a multi-payer system 

is freedom of choice.  
Each person has the 

right to health care and 
has access to necessary 

services regardless 
of employment, age, 

socioeconomic status, or 
health.  
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benefits with different private insurers.  The theory of managed competition 

is that grouping people into certain “alliances” gives them bargaining power 

to obtain insurance at reasonable prices. 82   The government establishes a 

minimum set of benefits that insurance plans must offer.  Every member 

in the plan is charged the same premium rate regardless of health status.83   

Employers may cover most of these premiums; public subsidies cover 

the remainder.  If people want additional coverage, they must pay out-of-

pocket for all services exceeding minimal coverage.  Requiring companies 

to offer a standard set of minimum benefits ensures that patients will not 

select a low-quality plan simply to save money.  Consequently, health care 

becomes more affordable and more accessible. 84

Managed competition programs would be particularly beneficial to small 

employers, who currently are unable to offer benefits, and those individuals 

who pay for health care out-of-pocket.  Insurance companies would still 

be motivated to maximize profit, even at the patients’ expense.  The cost-

cutting practices they presently employ, such as requiring patients to stay 

within a particular network of physicians, will likely continue.  Physicians 

will face similar limitations on patient treatment and resource utilization.  

As a result, administrators will closely scrutinize their medical decisions, 

emphasizing cost effectiveness rather than medical efficacy.  

Insurers have an incentive because insurance providers will most likely 

need to accept both sick and healthy patients.  When sick patients choose 

among available plans, they will select the one that offers them the best 

care for their illness.  The patient will likely not select a plan that has poor 

treatment options.  The result is that the insurance company saves money by 

not treating a patient’s potentially expensive ailment.  Similarly, insurance 

providers will have little reason to improve technology and treatment for the 

unhealthy.  Most of their focus towards the sick will be trying to convince 

those who are ill not to enroll in their plan.  

iii. Conclusion: is America ready for a 
national universal health Care system?
Experts and citizens agree that our current health care system is inefficient.  

The United States has the financial power and advanced technology to 

support an excellent health care system but, in reality, today’s health care 

system is simply a repository of unused potential.  As statistics show, 

Americans have more negative health outcomes, such as higher infant 

mortality rates and lower life expectancies than other countries. 

In theory, universal health care would be ideal.  The United States has 

the ability to save lives but, with so many people unable to afford health 

insurance, a healthy life is only reasonably attainable by some.  With a 

national health care system, all citizens would have coverage regardless 

of their ability to pay, thus replacing the current unjust system with one of 

fairness, equity, and quality.

The real issue is precisely how the United States could implement a 

meaningful, effective, and sustainable change.  In the United States, citizens 

prefer as little government involvement in their lives as possible.  Thus, a 

strict single payer system is unlikely to gain the necessary support from 

American voters.  A hybrid of the methods implemented in other countries, 

and similar to the MHRA, is likely to lower health care costs to consumers 

and reduce the health disparities present across the lines of ethnicity, race, 

and financial status.
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i. introduction
One of the goals of the Healthy People 2010 initiative, 

advanced by the U.S. Department of Health and 

Human Services is to “[r]educe the number of people 

with disabilities in congregate care facilities” to 

zero by the year 2010.1 According to the American 

Academy of Pediatrics Committee Section on 

Children with Disabilities, “[m]ost parents desire to 

raise their children with special health care needs at 

home.”2 However, caring for a child with profound 

developmental disabilities can be particularly difficult 

as the child matures into adulthood.  A child’s continued 

physical growth may impose significant limitations on 

a parent’s ability to care for the child.  

As a result, some doctors have proposed a controversial 

method of “treatment,” designed to mitigate particular 

challenges that caregivers face due to the continued 

growth of a child with severe disabilities. This 

treatment, termed “growth-attenuation therapy” 

consists of using treatments of high-dose estrogen 

at an early age in order to stimulate growth of the 

epiphyseal growth plates, which in turn permanently 

attenuates physical size.3 “[A]chieving permanent 

growth attenuation while the child is still young and 

of manageable size would remove one of the major 

obstacles to family care and might extend the time that 

parents with the ability, resources, and inclination to 

care for their child at home might be able to do so.”4  

Not surprisingly, this controversial method of 

intervention has caused considerable debate both in the 

United States and abroad. Ashley, a nine-year-old girl 

with severe cognitive and developmental disabilities 

is at the center of this controversy. At the request of 

Ashley’s parents, doctors have attenuated Ashley’s 

growth, and performed other procedures, believing 

that such measures will provide a better “adult quality 

of life” for their daughter.5  

This article explores the legal and ethical implications 

of Ashley’s “treatment.” Although there is no explicit 

legal prohibition on growth attenuation, the fact 

that doctors are capable of performing a particular 

intervention does not necessarily mean they should. 

This article juxtaposes the moral question at issue with 

an analysis of the legal rights available to the parents 

and child, respectively. 

ii. Background
Ashley is a nine-year-old girl who was born with static 

encephalopathy, a medical condition resulting in severe 

developmental and cognitive deficiencies.6 Ashley 

requires assistance moving her body, is fed through 

a gastronomy tube,7 and her mental development has 

remained and will likely continue to remain that of an 

infant.8 Her parents call her their “Pillow Angel, since 

she is so sweet and stays right where [they] place her 

– usually on a pillow.”9

When Ashley was six-years-old, she started showing 

signs of puberty.10  Ashley was growing quickly and 

had already started developing breasts.11 Ashley’s 

early pubertal development prompted fear in her 

parents: Ashley’s “continued growth eventually would 

make it untenable for them to care for their daughter at 

home, despite their strong desire to do so.”12 Ashley’s 

parents expressed concern over one day having to 

place her “in the hands of strangers.”13 They were also 

concerned with the potential complications of puberty, 

including what would happen if their daughter started 

menstruating.14

To “significantly elevate Ashley’s adult quality of life,” 

her parents and doctors developed a plan for Ashley 

involving growth attenuation, a hysterectomy, and 

breast bud removal.15  The parents termed this collective 

set of medical procedures, “Ashley’s Treatment.”16 

The purpose of the hysterectomy was to “prevent 

the discomfort, pain, cramps and bleeding that are 

so commonly associated with the menstrual cycle.”17 

Ashley’s parents noted that additional benefits included 

“avoiding the possibility of pregnancy” in case Ashley 

is abused, eliminating the risk of uterine cancer,18 and 

further claimed that she “has no need [for her uterus] . . . 

since she will not be bearing children.”19 Although 

doctors removed Ashley’s uterus, they did not remove 

her ovaries in order to ensure that she will maintain 

“her hormonal cycle and the generation of her natural 

hormones.”20 “This onetime [sic] procedure eliminates 

the complications of menses,” sparing Ashley and her 

parents “the expense, pain, and inconvenience of a 

lifetime of hormone injections.”21

Ashley’s parents based their decision to remove Ashley’s 

breast buds on family history since large breasts 
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run in Ashley’s mother’s family.22 Ashley’s parents 

contend that large breasts would be uncomfortable for 

Ashley, and may impede their ability to safely secure 

Ashley in her wheelchair.23 Incidental benefits include 

eliminating the risk of breast cancer and fibrocystic 

growths, both of which also run in Ashley’s family.24 

Ashley’s parents were further concerned that large 

breasts might “sexualize” her towards her potential 

caregivers, especially if touched accidentally during 

Ashley’s care.

The onset of puberty typically causes a child to grow 

significantly. Doctors have found that premature 

exposure to sex steroids, such as estrogen, can stunt 

final adult height by inducing the quick maturation of 

growth plates.25 The earlier a child is exposed to such 

steroids, the more significant the growth attenuation 

will be.26 Since Ashley first underwent such treatment 

when she was merely six-years-old, her height will 

likely never exceed four feet, five inches, and her 

weight will remain approximately 75 pounds.27

This is not the first time such treatment has been used 

to stunt a child’s growth. The first reported use of 

high-dose estrogen as a means to attenuate growth was 

reported in 1956.28 Such treatment was often used on 

girls who were considered “too tall” before reaching 

puberty to minimize additional growth.29 While doctors 

still use growth attenuation as a treatment option 

today, it is far less common, as the stigma previously 

associated with women of tall stature has decreased 

significantly.30

Potential side effects of the treatment are somewhat 

uncertain since doctors have limited experience with 

the use of growth attenuation in young children.31 

Doctors believe the side effects associated with this 

treatment may be significant, causing early onset 

of breast development and uterine bleeding.32 The 

potential for these side effects to develop in the future 

contributed to the rationale for removing Ashley’s 

uterus and breast buds. 

iii. LegaL imPLiCations

Courts generally afford substantial deference to parents 

making “important decisions for their children.”33 

State and federal law grants parents decision-making 

authority with regard to choices involving children’s 

health care.34 While there is a presumption in favor of 

a parent’s autonomy over health care decisions, courts 

may overrule a parent’s wishes in certain circumstances. 

When a parent chooses to withhold certain treatment 

for reasons unrelated to the well-being of the child, 

for example, a court may order treatment for the child 

if it is not highly invasive and if it is likely to have 

significant health benefits.35 Where the treatment’s 

success is lower or substantially uncertain, courts 

may be less likely to overrule the parents’ or child’s 

wishes.36

Some states, such as Washington, where Ashley and 

her family currently reside, require court approval 

of certain health care decisions before they are 

performed.37 These health care decisions include those 

that are “highly invasive and irreversible,” such as 

involuntary sterilization.38  

Washington law is clear about involuntary sterilization. 

In In re Guardianship of Hayes, the Washington 

Supreme Court considered whether a mother could 

consent to the sterilization of her child, who had 

severe mental retardation.39 The court held that “in 

any proceedings to determine whether an order for 

sterilization should issue, the retarded person must be 

represented, as here, by a disinterested guardian ad 

litem.”40 The court found that a guardian is necessary 

in such cases because “unlike the situation of a normal 

and necessary medical procedure, in the question of 

sterilization the interests of the parents of a retarded 

person cannot be presumed to be identical to those 

of the child.”41 Thus, “[t]here is a heavy presumption 

against sterilization of an individual incapable of 

informed consent….[t]his burden will be even harder 

to overcome in the case of a minor incompetent.”42

Ashley’s hysterectomy rendered her sterile. Because 

her parents did not seek a court order or request the 

appointment of a guardian ad litem before consenting 

to the hysterectomy, the Washington Protection and 

Advocacy System found that this aspect of “Ashley’s 

Treatment” violated both the United States Constitution 

and Washington state law.43 Whether other procedures 

associated with “Ashley’s Treatment,” also violated 

Washington law remains unclear. The Washington 

Protection and Advocacy System argues that the 

removal of Ashley’s breast buds, the hormone therapy, 

and the other procedures associated with Ashley’s 

treatment also violate her constitutional rights because 

they are “highly invasive and irreversible, particularly 

when implemented together.”44 

Interestingly, all arguments supporting and opposing 

Ashley’s treatment, including of the Washington 

Protection and Advocacy System, seem to assume that 

the array of procedures actually constitutes medical 

“treatment” protected by constitutional and common 

law. The American Association on Intellectual and 

Developmental Disabilities (AAIDD) points out that the 

doctors exploring growth attenuation as a treatment for 

children with Ashley’s condition “seemed to implicitly 

accept the idea that growth attenuation is in fact a 

type of therapy . . . .Given that therapy is intended to 
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address a condition of a patient, the target in this case 

would have to be the growth and maturation expected 

as a consequence of Ashley’s normal development.”45

A preliminary review of the case law reveals no judicial 

definitions of “medical treatment.” Courts frequently 

pass judgment on the appropriateness of parents’ 

medical treatment decisions on behalf of their children, 

particularly when such decisions are not religiously 

motivated.  For example, in In re Cicero, the Supreme 

Court of New York considered whether to appoint a 

guardian for an infant born with spina bifida because 

the infant’s parents refused to consent to surgery to 

help repair the infant’s condition.46 If treated, the 

court found that the infant’s “extremity deficits will, 

hopefully, be only at the leg level below the ankles. 

Additionally, she will lack sphincter control of the 

bladder and anus; but modern medicine and surgery 

can ameliorate these conditions too. She should be 

able to walk with short leg braces and hopefully have a 

‘normal’ intellectual development.”47  

The court granted the appointment of a guardian, 

reasoning: 

This is not a case where the court is asked to 

preserve an existence which cannot be a life. 

What is asked is that a child born with handicaps 

be given a reasonable opportunity to live, to grow 

and hopefully to surmount those handicaps. If the 

power to make that choice is vested in the court, 

there can be no doubt as to what the choice must 

be.48 The court distinguished between “hopeless” 

lives and the case at bar, without defining what a 

“hopeless” life entailed. The court continued: 

There is a hint in this proceeding of a philosophy 

that newborn, ‘hopeless’ lives should be permitted 

to expire without an effort to save those lives.  

Fortunately, the medical evidence here is such that 

we do not confront a ‘hopeless’ life. As Justice 

Asch has pointed out [citation omitted] ‘(t)here 

is a strident cry in America to terminate the lives 

of other people—deemed physically or mentally 

defective.’ 

This court was not constituted to heed that cry. Rather, 

to paraphrase Justice Asch [citation omitted] it is our 

function to secure to each his opportunity for ‘life, 

liberty and the pursuit of happiness.’49

A case before the Supreme Court of Massachusetts, 

however, provides an example of a “hopeless life.”50 

In In re Custody of a Minor, the court affirmed a “no 

code” order for a four-and-one-half-month-old infant 

suffering from cyanotic heart disease, a condition 

without a cure, which would cause fatal complications 

for the infant within a year regardless of whether the 

hospital administered treatment.51 The court reasoned 

that “[a] ‘full code’ order would involve a substantial 

degree of bodily invasion, accompanied by discomfort 

and pain, and would do nothing but prolong the child’s 

‘agony and suffering.’”52

In deciding whether to intervene with parents’ medical 

decisions on behalf of their children, courts seem to 

draw the line at whether a child’s situation is hopeless 

and death is imminent regardless of treatment, or 

whether treatment might help the child. In Ashley’s 

case, her condition does not pose an imminent threat 

to her health.  Therefore, one must question whether 

measures taken allegedly to improve Ashley’s quality 

of life should also be subject to judicial intervention.

The Access to Medical Treatment Act, a recently 

proposed bill, would “permit an individual to be 

treated by a health care practitioner with any method 

of medical treatment such individual requests, and for 

other purposes.”53 While it is unclear whether the bill 

addresses treatment for children whose parents request 

medical treatment on their behalf,54 it defines “medical 

treatment” as “any food, drug, device, or procedure that 

is used and intended as a cure, mitigation, treatment, or 

prevention of disease or a health condition.”55

In Ashley’s case, the treatment regimen will not cure 

her underlying condition. Whether Ashley’s full-

term growth would constitute a “disease” or “health 

condition” is also unclear. Ashley’s treatment may 

mitigate her condition in the sense of making her more 

comfortable. For example, Ashley’s doctors argue that 

“[a] child who is easier to move will in all likelihood 

be moved more frequently.  Being easier to move 
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means more stimulation, fewer medical complications, and more social 

interactions.”56

Courts also consider the mental capacity of the child when evaluating a 

parent’s medical treatment decision. For example, in the case of the child 

with spina bifida, the court carefully  pointed out that the child would likely 

have “normal” intellectual development. While Ashley’s condition does 

not pose an imminent threat to her health, her mental development will not 

be “normal.” One should consider how, if at all, Ashley’s mental capacity 

should influence a court’s decision as to whether to allow her parents’ 

proposed treatment. 

Courts may use mental capacity as criteria in assessing whether certain 

medical decisions are appropriate. For example, courts have allowed 

caregivers to terminate a child’s life in cases where the child has minimal 

brain function, such as a child in a persistent vegetative state.57 Therefore, 

it  becomes important to determine where courts “draw the line” regarding 

the appropriateness of certain medical procedures given the mental capacity 

of the patient.  

In balancing whether to approve a medical procedure for a minor, a court 

may also look at the minor’s health care wishes. In Ashley’s case, however, 

her wishes are not ascertainable due to her cognitive disabilities. Therefore, 

her parents will be responsible for making all of her health care decisions. 

Where a parent makes a health care decision for a child whose health care 

wishes are not ascertainable, the court may use one of two standards to 

determine whether the parents’ wishes should be upheld. These standards 

are: (1) the “substituted judgment” standard;58 and (2) the “best interest” 

standard. For example, the law allows parents of a patient in a persistent 

vegetative state, or of an anencephalic child, to make decisions regarding 

treatment options. In the case of a patient in a persistent vegetative state, 

the law allows the patient’s proxy to make choices for the patient, based 

on what the patient likely would have wanted.  This type of proxy decision 

making is called “substituted judgment.”59 In the case of an anencephalic 

child whose wishes could not be known, the law allows the proxy to make 

decisions based on the best interests of the patient.60

Courts have applied the substituted judgment standard in cases involving 

patients with profound mental retardation. In Superintendent of Belchertown 

State School v. Saikewicz, the Supreme Court of Massachusetts applied 

the substituted judgment standard in affirming the lower court’s decision 

to withhold chemotherapy for Mr. Saikewicz, a 67-year-old man with 

profound mental retardation.61 Though today such a measurement is 

considered somewhat misleading,62 the court found that the 67-year-old 

man had “a mental age of approximately two years and eight months,” and 

an “I.Q. of ten.”63  

In applying the substituted judgment standard, the court looked at “the 

decision . . . which would be made by the incompetent person, if that person 

was competent . . . .”64 In particular, the court considered several factors 

favoring the administration of chemotherapy, including: (1) the fact that, 

if given a choice, most people would likely elect to have chemotherapy 

in this situation; and (2) the possibility that such treatment would prolong 

Saikewicz’s life.65 The court assumed that since this treatment is what 

“most people” would have wanted, it must be what Saikewicz likely would 

have wanted had he been competent to make such a decision.

The court found six factors opposing the administration of chemotherapy, 

including: (1) Saikewicz’s advanced age; (2) the possible side effects of the 

chemotherapy; (3) the fact that the chemotherapy would not likely cause 

the leukemia to go into remission; (4) the fact that the chemotherapy would 

cause suffering; (5) Saikewicz’s inability to cooperate with the treatment, 

given his insufficient comprehension; and (6) Saikewicz’s potentially 

diminished quality of life even if the chemotherapy did work.66 Since the 

factors opposing the treatment outweighed those supporting it, the court 

ruled to withhold the treatment.  

If a court were to examine Ashley’s treatment under the substituted 

judgment standard, it would likely not find such treatment options 

preferable.  Since Ashley has never been competent, a court applying the 

Saikewicz substituted judgment standard would evaluate whether Ashley 

would want such medical procedures if she had been competent. A six-

year-old girl would most likely not want to have a hysterectomy, breast 

bud removal, or hormone therapy to keep her small.  Ashley’s case differs 

from Saikewicz’s in that her treatment serves to prevent the occurrence 

of certain life stages because Ashley has mental disabilities, whereas the 

purpose of Saikewicz’s treatment was intended to combat his leukemia. 

Ashley’s parents might argue that she would prefer such treatment if it 

enabled her to remain a part of her family. Her parents would want a court 

to apply the substituted judgment analysis by asking not what a competent 

Ashley would choose in this situation, but rather, what a competent Ashley 

would choose if she knew she was going to be incompetent.  

Ashley’s parents would likely fare better in a court that applied a best interest 

analysis.  In a best interest analysis, “[t]he decision is not based on the 

surrogate’s view of quality of life, but ‘the value that the continuation of life 

has for the patient . . .’ not 

‘the value that others find 

in the continuation of the 

patient’s life . . . .’”67 In 

making such a decision, 

the court must evaluate 

objective, societally 

shared criteria. The best 

interests standard rests 

on the protection of 

patients’ welfare rather 

than on the value of 

self-determination.  “In 

assessing whether a 

procedure or course of 

treatment would be in a 

patient’s best interests, the surrogate must take into account factors such as the 

relief of suffering . . . and the quality as well as the extent of life sustained.”68

Potential benefits to Ashley may include greater stimulation, more social 

interactions with family and friends, and fewer medical complications from 

puberty.69  Another potential benefit would be that “growth attenuation may 

offer some parents at least the opportunity to extend the time they can care 

for their child at home, whereas otherwise institutionalization, or foster 

care, might be the only alternative.”70 Ashley’s parents argue that these 

benefits serve to alleviate Ashley’s suffering and improve her quality of 

life, both of which satisfy the criteria under a best interest analysis.
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Ashley’s parents’ argument, however, involves several 

assumptions.  Notably, they assume that home care is 

objectively better than care provided at a specialized 

institution. They also assume that they are, in fact, 

correct in their predicted inability to care for Ashley 

in their home if she were permitted to grow to her 

natural size without growth attenuation treatment. 

Such assumptions need to be evaluated on a case-by-

case basis.

As for the relief of suffering, the treatment is not 

without potential side effects. One possible risk of the 

treatment is thrombosis, a potentially fatal formation 

of a blood clot in an artery or vein.71 Furthermore, 

Ashley’s doctors may not have considered the potential 

emotional effects that stunted growth, hysterectomy, 

or breast bud removal could have on Ashley.  Quite 

possibly, such procedures could have a profound effect 

on Ashley. While her doctors assert that “it is unlikely 

that such ‘infantilization’ harms a person whose 

mental capacity will always remain that of a young 

child,”72 children, even those with severe mental 

disabilities, may still react to environmental stimuli. 

Despite her mental incapacity, Ashley may find the 

surgery, therapy, or side effects both physically and 

emotionally painful.  

Ashley’s doctors apparently evaluated the benefits 

and risks of Ashley’s treatment based upon how they 

perceive Ashley would fit into traditional society. They 

argue:

Height and normal stature clearly have social 

value for most individuals. Being taller has been 

associated with enhanced social stature, greater 

pay, greater success in attracting a mate, and other 

social benefits. However, a nonambulatory, severely 

impaired child is not someone who will experience 

these benefits of tall stature and therefore will not 

suffer their loss if kept short. For an individual who 

will never be capable of holding a job, establishing 

a romantic relationship, or interacting as an adult, 

it is hard to imagine how being smaller would be 

socially disadvantageous.73  

In fact, the doctors assert that it might be advantageous 

for Ashley to look young and remain small because 

“for a person with a developmental age of an infant, 

smaller stature may actually constitute an advantage 

because others probably would be more likely to 

interact in ways that are more appropriate to that 

person’s developmental age.”74  

One could argue that Ashley’s doctors’ reasoning 

is right—that allowing Ashley to grow “naturally” 

is really not “natural” for her at all. Generally, it is 

presumed that physical development will be concurrent 

with mental development, and thus expected that a 

person with the “mental capacity” of a six year old will 

look like a six year old. Therefore, one might justify 

Ashley’s growth attenuation treatment by arguing that 

it would be unnatural for Ashley to develop to her 

expected normal size because her mental capacity will 

never be that of an adult.  

Were it the accepted norm for individuals’ physical 

sizes to be altered to more accurately comport with 

their intellectual capacity, society would need to 

determine where to draw the line. For example, society 

might find it more justifiable to stunt the growth of a 

child whose mental capacity will remain similar to 

an infant’s. Society may find it less palatable to stunt 

the growth of a child whose mental capacity will not 

exceed that of a twelve year old, since many would 

perceive this child as having a more fulfilling quality 

of life.  At precisely what level of mental development 

it would be appropriate to attenuate growth as opposed 

to allowing full physical development to occur 

naturally remains unclear. If Ashley’s parents and 

doctors are able to justify keeping her small based 

upon her mental capacity, it may open the door for 

abuse of other individuals with varying degrees of 

mental retardation.

Overall, a court would likely need to conduct a 

balancing test in order to weigh the potential harms and 

benefits of Ashley’s treatment. In In re Phillip B., the 

California Appellate Court proposed such a balancing 

test in considering whether the trial court erroneously 

denied a petition requesting that a child with Down 

syndrome be considered a dependent child because the 

child’s parents refused to consent to heart surgery that 

would prolong the child’s life.75 The parents refused 

to consent to the surgery because they thought that 

it “would be merely life-prolonging rather than life-

saving, presenting the possibility that they would be 

unable to care for [their child] during his later years.”76 

The parents clearly based their decision on their son’s 

mental retardation, as the father testified that he would 

have consented to the surgery if it had been required 

for his other sons, all of whom did not have intellectual 

disabilities.77  

The court affirmed the trial court’s decision and 

found that the state did not meet the burden of proof 

necessary to intervene in the parents’ medical decision. 

The court held:  

Several factors must be taken into consideration 

before a state insists upon medical treatment 

rejected by the parents. The state should examine 

the seriousness of the harm the child is suffering 

or the substantial likelihood that he will suffer 
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serious harm; the evaluation for the treatment 

by the medical profession; the risks involved in 

medically treating the child; and the expressed 

preferences of the child.78

In re Guardianship of Phillip addressed a situation 

where the parents refused to consent to medical 

treatment and the state intervened. In Ashley’s case, 

her parents are attempting to proceed with a proposed 

treatment, and if the state became involved, the state 

would most likely try to intervene in order to prevent 

her parents from proceeding with the treatment.  A 

court would still likely conduct a balancing test to 

ensure that the treatment is in the child’s best interest. 

In a case like Ashley’s, it would be difficult for a court 

to balance the potential harms and benefits because 

there is a great deal of uncertainty. For example, it 

is possible that Ashley’s doctors are incorrect about 

her social and physical potential. Given that little is 

known about the potential mental abilities of those 

with profound mental retardation, it is entirely possible 

that Ashley actually has or will have more advanced 

mental capacities than initially predicted and there is 

simply a disconnect between her mental capabilities 

and her ability to express them.  

Where there is so much uncertainty, a court may 

choose to err on the side of caution. For example, 

even though Ashley may receive benefits from her 

proposed course of treatment, a court may nonetheless 

find that the parents should choose the least drastic 

alternatives possible. If they had chosen less invasive 

or reversible alternatives instead of the performed 

invasive and irreversible procedures and sought the 

court’s permission, Ashley’s parents likely would 

have been allowed to proceed with their treatment 

with the court’s authorization. By following this 

course of action, the parents would have eliminated 

all questions as to whether the family had potentially 

violated Washington state law for failing to obtain a 

court order.

iV. moraL imPLiCations

The moral implications of allowing Ashley to 

endure this course of treatment, particularly in light 

of the bioethical principles of respect for persons, 

nonmaleficence, and beneficence, must be considered. 

Laws often reflect what a society deems as moral and 

immoral; however, the manifestation of moral principles 

in law often lags behind society’s general acceptance 

of those same moral principles. In this straightforward 

regard, law is a product of the government’s decision 

to impose moral duties on its citizens.  

The principle of respect for persons emphasizes that 

individuals have the right to make decisions about 

what happens to their own bodies, and that society 

should respect these decisions. In an influential 

report published by the National Commission for 

the Protection of Human Subjects of Biomedical 

and Behavioral Research, the Commission described 

“respect for persons” as follows:

Respect for persons incorporates at least two 

ethical convictions: first, that individuals should 

be treated as autonomous agents, and second, that 

persons with diminished autonomy are entitled to 

protection. The principle of respect for persons 

thus divides into two separate moral requirements: 

the requirement to acknowledge autonomy and 

the requirement to protect those with diminished 

autonomy.79

Therefore, in evaluating Ashley’s treatment from a-

respect-for-persons perspective, whether the treatment 

serves to acknowledge and protect Ashley’s autonomy 

must be examined.

Those persons in support of Ashley’s treatment may 

argue that the treatment improves her quality of life 

by allowing her to be as independent and comfortable 

as physically possible, and thus acknowledges her 

autonomy. The lack of menses means one less bodily 

function that a caregiver must address, meaning less 

interference for Ashley. The lack of developing breasts 

may afford Ashley greater comfort while she lies down, 

sits in her chair, or plays. Without intervention, Ashley 

likely would have developed large breasts, given her 

family history, which could have seriously impeded 

her ability to move as she wished.80  

In addition to autonomy, the concept of “dignity” is 

another moral gauge by which Ashley’s treatment 

should be evaluated. Dignity may be considered in one 

of two ways: as an inherent quality humans possess 

(i.e., humans are “dignified”); or as a way of describing 

how we treat others (i.e., we must treat others “with 

dignity”). Both supporters and critics of Ashley’s 

parents’ decision discuss “dignity” in the context of 

whether the treatment will either deprive or restore 
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Ashley’s dignity. While Ashley’s parents claim that 

she “will retain more dignity in a body that is healthier, 

more of a comfort to her, and more suited to her state 

of development,”81 critics argue that the treatment 

violates Ashley’s dignity.  

Peter Singer, a bioethicist at Princeton University, 

however, views the concept of dignity somewhat 

differently. He claims that the concept of human 

dignity is fundamentally flawed, and, therefore, does 

not think that Ashley’s treatment should be judged 

solely by whether it violates her dignity.82 Singer 

argues that, while personal dignity is certainly possible, 

it requires that the subject have a cognitive awareness 

of dignity.83 Because Ashley does not possess the level 

of self-awareness necessary to understand the concept 

of dignity, Singer argues that Ashley should be valued 

by what she brings to her family, rather than merely 

valued because she is a human being.84 In other words, 

Ashley’s value should be measured not by her nature 

as a living person, but by what she means to others.  

Therefore, Singer would likely analyze the question 

of whether the treatment respects Ashley as a person 

by not only assessing the ways in which it improves 

Ashley’s quality of life, but also by analyzing how the 

results of the treatment would improve the lives of her 

family members.  

If Singer’s appraisal of personal dignity is correct, 

then his theory raises several claims that are contrary 

to sound public policy. For example, under Singer’s 

logic, those who do not want to care for a family 

member with a seriously diminished mental capacity 

would be justified in terminating that family member’s 

life, because the family member has little value to the 

family and little worth to society as an individual. This 

unseemly proposition would likely horrify much of 

society.  

Even if one does not extend Singer’s line of reasoning 

to such an extreme level, under his theory, a family is 

left with virtually unfettered authority regarding the life 

of a family member with diminished mental capacity. 

This hypothesis allows the family to consider its own 

interests in addition to those of the family member.  

For example, Singer’s argument would allow Ashley’s 

parents to consider their own convenience in deciding 

what course of treatment to take for Ashley. If Ashley 

is valuable only insofar as she improves the life of her 

family, then based on this premise, the family could 

determine which medical interventions to order for 

Ashley based, in part, on their contemplation of how 

the adjustments would make her care more convenient. 

Again, such unfettered decision-making authority is 

inconsistent with public policy.

In addition to autonomy, one can morally gauge an 

individual’s conduct using the principles of non-

maleficence and beneficence. Nonmaleficence is the 

duty not to inflict harm, or risk harm to others, and 

is typically associated with the Hippocratic Oath that 

doctors take.  Beneficence is the duty to help others by 

acting in their interest. Ashley’s parents and doctors 

express the belief that they are helping Ashley with the 

treatment, rather than harming her. There is no direct 

correlation, however, between the course of treatment 

and the intended cure. Instead, the benefits of this 

treatment are more indirect and circuitous. As such, 

society must consider whether “medical and surgical 

interventions with significant risk to the individual 

with intellectual disabilities, [can] ever be justified 

by indirect benefits to the individual when most [of 

the] direct benefits accrue to other caregivers such as 

family members.”85

If the answer is yes and the benefits to other caregivers 

are deemed adequate justification for procedures 

that provide limited benefits to the patient, there is a 

risk that this validation may open a Pandora’s Box 

to unanticipated and undesirable ramifications. Dick 

Sobsey, the director of a health ethics center at the 

University of Alberta, Canada, provides this illustrative 

comparison of ways in which the indirect-benefit 

rationale can run afoul: in some countries, families will 

request that physicians amputate or medically mutilate 

a child with a disability in order to make the child a 

more productive beggar.86 While this image may be 

repulsive, the justifications underlying the decision are 

not that dissimilar to those being advanced by Ashley’s 

family. Caring for a child with a disability can be 

costly, and a poor family may not have the resources to 

care for the child at home, despite the family’s desire 

to do so. If the child can beg more productively as a 

result of his or her exaggerated condition, the family 

will, in turn, have greater resources to devote to caring 

for the child.87 Alternatively, if a child is not able to 

leave the home to earn money in this manner, then 

the family may be forced to leave the child at home, 

possibly tethered to a piece of furniture to ensure that 

the child will refrain from hurting himself or others in 

their absence.88

Ashley’s case is analogous to the beggar’s case in the 

sense that the parents in both situations would choose 

a procedure to alter what would otherwise naturally 

occur for the child. Further, in both cases, the parents’ 

decision also enables the family to provide improved 

care for the child and ensure that the child will be 

able to remain with the family. In Ashley’s case, her 

parents argue that the results of the treatment will 

make it easier for the family to care for her at home, 
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allowing Ashley the opportunity to be more involved in family events. In 

the beggar’s case, the parents’ supplemented income allows them to afford 

better medical treatment for the child, and remain with the child during the 

day while he joins them in begging.  

There are also significant differences between Ashley’s circumstances 

and the beggar’s case. For example, in the case of the beggars’ child, the 

surgery will dramatically change the child’s appearance. In Ashley’s case, 

the surgery will actually prevent Ashley’s appearance from changing and 

will ensure that she looks like a six-year-old for the remainder of her life. 

Furthermore, assuming that the benefits Ashley’s parents propose are 

realized by the treatment, there seems to be a greater correlation between 

Ashley’s procedures and her condition, as opposed to the less apparent link 

between beggars’ child’s surgery and his condition. Ashley will arguably 

obtain some direct benefits from her surgery as she will avoid the discomfort 

and potential emotional trauma of puberty and may be more physically 

comfortable with her smaller stature. The beggars’ child, however, does not 

obtain any direct benefit from his surgery. The benefit to the child would 

be extremely indirect – the surgery may make the child a more productive 

beggar, allowing the parents to obtain greater income as a result of the 

child’s condition and subsequently use the money to finance the child’s 

care. In this instance, the amputation itself will not directly alleviate any 

problems associated with the child’s condition.   

AAIDD identifies other negative consequences associated with the slippery 

slope of allowing growth attenuation:

With a damning combination of uncertain benefits and unknown 

risks, growth attenuation as described by Gunther and Diekema is bad 

medicine, but this practice has even more troubling implications. By 

extension, if weight ever becomes a difficulty due to age-associated 

loss of strength for the parents (rather than obesity of the child), then 

the rationale would suggest that bariatric surgery or severe restriction 

in caloric intake would be a form of therapy.  If that proves insufficient, 

the goal of reducing the size of the child could be addressed by 

‘amputation-therapy,’ justified by the fact that the patient would never 

be ambulatory in any event.89

Essentially, AAIDD questions where the line should be drawn with respect 

to such therapies. Ashley’s parents argue that they are justified in removing 

Ashley’s breasts and uterus because she has no need for them since she 

will never give birth and will never breastfeed. According to that line of 

reasoning, the parents would also be justified in amputating Ashley’s legs, 

because Ashley will never be able to walk. Presumably, it is not likely that 

Ashley’s parents would consider ordering such a course of action.  

Perhaps Ashley’s parents are more at ease requesting Ashley’s 

hysterectomy rather than requesting amputation because society generally 

accepts hysterectomies, as they are commonly performed, and are elected 

voluntarily. Amputation, on the other hand, is frequently viewed as a last 

resort when all other treatment options fail, and very few if any individuals  

would voluntarily have their limbs amputated. In light of the parents’ 

reasoning for the procedures, forcing Ashley to undergo a hysterectomy, 

breast bud removal, and growth attenuation therapy is no different from 

requesting that her limbs be amputated to keep her small.  

Given the treatment’s “enormous potential for abuse,”90 hospital ethics 

committees should seriously consider whether to allow such treatment and, 

if deemed permissible, must ensure that adequate procedural safeguards are 

in place to protect patients.

v. anaLysis

Whether Ashley’s parents made the right or wrong decision regarding their 

daughter’s health remains unclear. The fact that their decision strikes some 

members of society as repulsive does not necessarily mean that courts 

should prohibit it.91 Furthermore, it is possible that courts should not take an 

active involvement in the issue and society should be left to judge whether 

it is appropriate.  As two doctors posit, “[i]f high-dose estrogen treatment is 

on the right track, the collective community response will bestow general 

approval on growth attenuation; if not, the criticism may suffice to proscribe 

this mode of treatment.”92

Even though courts traditionally afford strong deference to parents’ 

rights to make medical decisions for their children, a court would likely 

decide that Ashley’s treatment is legally and morally unacceptable. First, 

a hysterectomy is akin to sterilization—due to the procedure, Ashley will 

not be able to procreate. 

Though the involuntary 

sterilization of a 

child with diminished 

mental capacity is not 

explicitly prohibited 

by Hayes, Ashley’s 

parents will likely not 

be able to overcome 

the legal presumptions 

against such action. 

One factor justifying 

the presumption against 

involuntary sterilization is that “the individual is . . . likely to engage in 

sexual activity at the present or in the near future under circumstances 

likely to result in pregnancy.”93 In their blog, Ashley’s parents imply that 

the only way Ashley will become pregnant is if she is abused. Due to her 

mental condition, she is not likely to engage in sexual activity on her own. 

Therefore, Ashley’s condition might represent an exception to the Hayes 

standard because her mental condition could not allow her to consciously 

choose to engage in sexual activity.  

Since Ashley’s treatment affects her ability to procreate, this chosen course 

of action may also implicate a constitutional issue. The right to procreate is 

a fundamental right protected by the United States Constitution.94 Whether 

an individual can assert the protection for the right to procreate if he or she 

is legally incapable of exercising it remains questionable. From a strictly 

abstract legal perspective, Ashley could be considered sterile; there is no 

way for her to legally consent to sexual intercourse due to her diminished 

mental capacity. Therefore, she could not become pregnant without 

having been abused. One could argue, therefore, that although Ashley has 

the same “basic civil right” to procreate that other individuals have, she 

cannot exercise it because she is incapable of ever voluntarily or legally 

consenting. Her parents then could argue that the hysterectomy would 

not prevent Ashley from exercising an otherwise exercisable right. Yet, 

this would raise another slippery slope argument and could run the risk 

Singer argues that, 
while personal dignity 

is certainly possible, 
it requires that the 

subject have a cognitive 
awareness of dignity.  
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of becoming over-exclusive in practice. For example, 

the circumstances of people sentenced to life in prison 

without the possibility of parole prevent the prisoners 

from being able to exercise an otherwise exercisable 

right, namely:  the right to procreate.  Ashley has the 

right to procreate, but is prevented from exercising 

it because of her mental capacity. Prisoners have 

the right to procreate, but lack the ability to exercise 

that right. This  argument would justify such persons 

being forcibly sterilized—something the law does not 

permit.95

One might question whether Ashley’s parents would be 

allowed to exercise Ashley’s right to procreate on her 

behalf and would be allowed to artificially inseminate 

Ashley once she was older so that she could bear a 

child. Assume that Ashley were an only child, her 

parents could not have any more children, and she was 

likely to die fairly young albeit past an appropriate 

childbearing age. Further, assume that artificially 

inseminating Ashley would not harm her in any way, 

and that she would only suffer from the typical pains 

associated with pregnancy and childbirth. Individuals 

may be more likely to support this medical procedure 

than the procedures that have already been performed 

on Ashley.  

This would be especially true if society were to use 

a substituted judgment analysis to evaluate this 

hypothetical situation. Under a substituted judgment 

analysis, supporters of the artificial insemination 

might argue that, since most women want to become 

pregnant and have children, it is likely that if Ashley 

were competent, she would choose to do so as well. 

The legality of the procedure may turn on whether 

Ashley, in fact, has a constitutionally protected right 

to procreate. And, it would further depend on whether, 

given her legal status as an individual with diminished 

capacity, she could exercise this right, or others could 

exercise it for her. 

Even if Ashley does not have a constitutionally 

protected right to procreate so as to prevent her parents 

from authorizing her involuntary hysterectomy, there 

may be other less invasive alternatives. Another 

factor addressed in Hayes was whether “all less 

drastic contraceptive methods . . . have been proved 

unworkable or inapplicable.”96 Here, Ashley’s 

parents have not shown why other, less invasive and 

irreversible contraceptive measures that do not result 

in sterilization would be inadequate. They profess that 

the sole purpose of the hysterectomy is to prevent her 

from experiencing the pains associated with puberty, 

rather than sterilizing her, which is purely an incidental 

benefit.  

Even if a court declines to extend the reasoning in Hayes 

to Ashley’s other procedures, a court would likely err on 

the side of requiring less invasive measures in an effort 

to reduce the potential harm to Ashley in the face of such 

substantial uncertainty. For example, while large breasts 

may make Ashley uncomfortable in certain chair straps, 

it is possible that Ashley’s parents could find chair straps 

that are “more suitable for a larger breast size.”97  

Furthermore, while fear of cancer and fibrocystic 

growths may be reasonable, especially where there 

is a family history, a court would likely find that this 

concern is too speculative to require such invasive 

treatment before it is medically necessary. Given her 

family history, doctors could simply monitor Ashley’s 

breasts with regular checkups, as they do with other 

women with a higher risk for developing cancer or 

fibrocystic growths.  

Finally, her parents’ argument that large breasts would 

“sexualize” Ashley, making her more prone to abuse, is 

unpersuasive; it is equally as likely that “someone might 

sexually abuse Ashley whether she has breasts or not.”98  

Ashley’s parents argue that if she were to be abused, her 

hysterectomy would prevent her from getting pregnant. 

Arguably, an abortion in response to a pregnancy 

would be less invasive to Ashley than a pre-emptive 

hysterectomy. Because none of these treatments will 

actually prevent or reduce the likelihood that Ashley will 

be abused, a court should find that they are too extreme 

given the conditions they seek to address.

Should the treatment pass legal muster, it does not 

mean that the treatment is morally sound. Ashley’s case 

raises significant moral implications. For example, 

this treatment has significant implications regarding 

the autonomy of a child with a disability. If, following 

Singer’s logic, humans only have value based on their 

ability to comprehend their own value or by their affect 

on others, parents of children who cannot comprehend 

their own value may be allowed to do a variety of 

unconscionable things to their children. While Gunther 

and Diekema advise that “[g]rowth attenuation should 

be considered only after careful consideration of the 

risks and benefits to each patient on an individual 

basis,”99 explicit standards and criteria would need to 

be developed to ensure patient protection. The factor 

of “convenience” may subconsciously slip into the 

equation. While such convenience may disguise itself 

as a benefit in terms of enabling potentially better care, 

without clear restraints it runs the risk of justifying such 

behavior as the amputation and mutilation of children 

to create more productive beggars. While convenience 

may enable one family to take better care of a child, 

convenience for another family may result in parental 

laziness and neglect of the child.  

The legality of the 

procedure may turn on 

whether Ashley  . . .

has a constitutionally 

protected right to 

procreate.
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Even if one agrees with the extrapolation based on 

Singer’s philosophy that, without self awareness, 

humans have no inherent value except as to what 

they bring to others, this treatment is still morally 

questionable because of the substantial uncertainty 

involved. While Ashley’s parents, doctors, and media 

reports describe Ashley as having the mental capacity 

of an infant, this description is not entirely accurate. 

The Supreme Court has held that the “‘mental 

age’ concept, irrespective of its intuitive appeal, is 

problematic in several respects.”100 Relying on an 

amicus brief submitted by the American Association 

on Intellectual and Individual Disabilities, the 

Court found that “[t]he ‘mental age’ concept may 

underestimate the life experiences of retarded adults, 

while it may overestimate the ability of retarded adults 

to use logic and foresight to solve problems.”101

Accordingly, Ashley is not an infant; she is a nine-

year-old with severe cognitive disabilities. Ashley 

appears to be aware of her environment and interacts, 

in her own way, with her family members.102 Ashley 

even interacts with others outside of her family, as she 

attends a school for special needs children.103   

Therefore, given how little is known about what 

Ashley is thinking or feeling, a court may be premature 

in allowing for such invasive procedures without fully 

comprehending the potentially profound side effects 

Ashley’s treatment could have on her emotional well-

being.  The treatment will significantly alter Ashley’s 

appearance vis-à-vis how it would otherwise develop. 

Sobsey states that “the long-term effects of high-dose 

estrogen applied to a six-year-old child are likely to 

result in highly atypical physical appearance that is at 

least as dramatic as simple amputation. The effects are 

likely to include extremely short stature, infantilization 

of long-bone body proportions…acne, and ironically, 

increased body fat and weight gain.”104  As Ashley 

matures and sees her classmates around her mature, it is 

possible that she will notice, and somehow internalize, 

the difference between her appearance and those of her 

classmates. In order to respect Ashley’s autonomy and 

act in her best interest, more information is needed as 

to the potential emotional effects such treatment could 

have on a child in Ashley’s condition.

Courts should also acknowledge that procedures 

deemed to be legal today could be perceived as 

shocking to one’s conscience tomorrow. This has 

been especially true of society’s historical treatment 

of persons with disabilities. For example, the eugenic 

movement of the early 1900s encouraged society to 

take action to prevent the production of children with 

mental retardation. “Defective” infants were allowed 

to die, certain couples were prevented from marrying, 

and more horrifically, many persons with mental 

retardation were sterilized against their will.105 Perhaps 

most troubling, the Supreme Court decision in Buck 

v. Bell,106 which upheld such involuntary sterilization 

laws, technically remains on the books as good law.  

If “Ashley’s treatment” becomes a nationally accepted 

method of treating children with profound mental and 

physical disabilities, then hospitals must be sure to 

develop thorough guidelines to ensure that the treatment 

is performed only when it is, in fact, in the child’s 

best interest. In the event that judicial intervention is 

necessary, courts should appoint guardians on behalf 

of children who are possible recipients of the treatment 

to ensure their moral and legal rights are protected. 

Treatment should be evaluated on a case-by-case basis 

by hospital’s ethics committees.  Further, a court order 

should be required where the hospital questions the 

ethical nature of the procedure.  

vi. ConCLUsion

Persons with disabilities have a long history of 

suffering abuse in this country. Whatever irreversible 

measures are taken in the name of “treatment” must 

be scrutinized with extreme care. Third parties to this 

debate, as a whole, have not been privy to or personally 

involved in the individualized and highly personal 

decisions that Ashley’s parents have grappled with in 

recent years. The medical community and laypersons, 

alike, should be wary of endorsing these treatment 

options without more information and research. While 

Ashley’s parents likely are well-intentioned, good 

intentions do not always provide for the best interests 

of the child.  

Ashley’s parents say that they “did not pursue this 

treatment with the intention of prolonging Ashley’s care 

at home…[and that they] would never turn the care of 

Ashley over to strangers even if she had grown tall and 

heavy.”107  They profess that, even if Ashley weighed 

300 pounds, they would find a way to continue caring 

for her in their home.108 If that is the case, then one must 

wonder why the family has insisted on performing the 

treatment at all. Conceivably, the family could resort 

to other, less intrusive measures to enable Ashley to be 

included in more family events.

Even though scientific progress should not stop 

because of uncertainty, at the least, such uncertainty 

should lead members of society to pause and reflect. 

We are not sure  what kind of treatment would be in 

Ashley’s best interests. We do not know what she is 

thinking or feeling. We do, however, know that the kind 

of treatment her parents have prescribed for Ashley is 

irreversible and could have profound psychological 

and physiological side effects. Perhaps science should 
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focus on better understanding the brain and inner-workings of a child with 

severe cognitive disabilities. Only then will society really be able to know 

what will be in such a child’s best interest.
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where the aCtion is:  innovative state 
heaLth Care initiatives

By Nalini K. Pande* 

i. introduction
One of the major issues highlighted at the February 

2007 Symposium on Innovative State Health Care 

Initiatives is recent state initiatives to increase access 

to health care and contain costs through managed 

care.  Recently, Pennsylvania has capped the surplus 

of non-profit health plans to improve access to health 

care and contain costs; however, there are unintended 

consequences of such actions and alternative policy 

options exist.  The Lewin Group, a health care policy 

research and management consulting firm, analyzed 

the capping of non-profit health plans’ surplus by 

the Pennsylvania Insurance Department (PID).  This 

article is a summary of that report.  

Pennsylvania House Resolution 865 of 2004 directed 

the Legislative Budget and Finance Committee to 

examine the Commonwealth’s options with respect to 

the regulation, oversight, and disposition of the reserves 

and surpluses of health insurers in Pennsylvania, 

specifically Blue Cross and Blue Shield plans.   The 

resolution directed the Committee to analyze pertinent 

statutes, regulations, and other measures in effect that 

regulate such surpluses with particular attention paid 

to other states’ laws and practices.  It also requested 

the Committee to focus on potential alternatives with 

respect to the use of any excess capital surpluses to 

reduce premiums or to delay or moderate premium 

increases.  The Committee then issued a competitive 

request for proposals for assistance in fulfilling the 

charge and awarded a contract to The Lewin Group.

ii. Background
Pennsylvania has four not-for-profit Blue Cross 

and Blue Shield health plans (Pennsylvania Blue 

plans): (1) Blue Cross of Northeastern Pennsylvania, 

based in Wilkes-Barre; (2) Capital Blue Cross, 

based in Harrisburg; (3) Highmark, headquartered in 

Pittsburgh; and (4) Independence Blue Cross, based in 

Philadelphia. Prior to the Lewin study, the public focus 

on the Pennsylvania Blue plans’ financial activities 

had intensified. First, the Pennsylvania Blue plans, like 

health insurers nationwide, began to experience large 

increases in their earnings.  Second, the softening of 

the economy at the same time that health care costs 

swelled increased the number of uninsured residents in 

Pennsylvania and made it more difficult for those with 

insurance to afford it.  Some stakeholders argued that 

the Pennsylvania Blue plans should contribute portions 

of their surpluses to help make health coverage more 

affordable.  In February 2005, the PID took action to 

address these issues.  

ii. Key Questions
The Lewin Group report1 examined several key 

questions: 

•  Why do health plans need surplus?

•  Is there a “right” amount of surplus for health  

plans?

•  How are plan surpluses generally regulated and 

what has been the experience with the Pennsylvania 

Blue plans?     

•  What are the consequences of capping surplus and 

what are the alternatives to doing so?

•  How have other states approached the issue? 

First, why do health plans need a surplus?  Most 

insurers contend, similar to the Pennsylvania Blue 

plans, that an insurer needs an adequate margin of 

safety to endure periods of adverse experience without 

triggering any form of regulatory intervention.  Also, 

many health plans target surplus levels to cushion 

against a downturn in the underwriting cycle.2  

Second, is there a “right” amount of plan surplus?  Or, 

in other words, how much surplus is too much?  An 

adequate margin of safety is especially important for 

Pennsylvania Blue plans because they are not eligible 

to participate in the state guaranty fund which protects 

consumers and health care providers if an insurer fails 

to meet its obligations. Lacking access to this safety 

net, Pennsylvania Blue plans must maintain larger 

surpluses to account for unforeseen risks.

Third, how are plan surpluses generally regulated and 

what has been the experience with the Pennsylvania 

Blues plans?  In the past, the PID, like its counterparts 

in other states, focused on making sure that the 

Pennsylvania Blues plans held sufficient, minimum 

reserves and surpluses to ensure against insolvency.  

Pennsylvania joined most other states in enacting a 

variation of the National Association of Insurance 

Commissioners model health risk-based capital act, 

which addressed the minimums needed to ensure 

solvency.  *  Nalini Pande is Senior Manager at The Lewin 
Group.  
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In addition to regulating surplus minimums, the PID also has statutory 

authority to govern Pennsylvania Blue plans’ social missions, though at 

least one Pennsylvania Blue plan does not agree with the Department’s 

view of the charitable obligations of the Pennsylvania Blue plans.3  States 

have varied widely in their interpretations of “charitable and benevolent,” a 

phrase within many not-for-profit Blue plans’ enabling legislation.  Whereas 

in Pennsylvania, the Pennsylvania Blues plans have traditionally served as 

insurers of last resort, in some states, the Pennsylvania Blues plans have 

operated like commercial insurers and generally have not been expected to 

provide significant levels of community benefit.  In fact, the precise nature 

of the community benefit requirements stemming from this language has 

been a subject of much litigation.4

Prior to 2005, a combination of statutory expectations and company 

missions drove the Pennsylvania Blue plans’ community benefit activities.  

For example, recent laws forced the Pennsylvania Blues plans to bid to 

participate in the Commonwealth’s Children’s Health Insurance Program 

(CHIP) and adultBasic programs,5 in addition to offering coverage 

to individuals who meet specific criteria set out by the federal Health 

Insurance Portability and Accountability Act (HIPAA).  Nationwide, 

only Pennsylvania and Michigan implemented HIPAA’s requirements by 

designating their Blue Cross and Blue Shield plans as the sole carriers to 

offer coverage which must be offered regardless of health status or pre-

existing conditions.   In 2003, the Pennsylvania Blues plans also voluntarily 

committed to participate in the federal Health Coverage Tax Credit (HCTC) 

program created under the Trade Assistance Act.  

Additionally, the Pennsylvania Blues plans’ role as insurer of last resort 

has led the plans to offer subsidized coverage to any individual regardless 

of health status, even if the individual is not eligible under HIPAA (this is 

termed “guarantee issue coverage”).  In contrast, insurers in most other 

states may decline to issue policies to individuals with serious health 

conditions, or may charge extremely high rates.   Thus, Pennsylvania Blues 

plans —given Pennsylvania’s statutory requirements in adultBasic, CHIP, 

HIPAA, as well as the Pennsylvania Blues plans’ voluntary commitment 

to HCTC, subsidized guarantee issue coverage in the individual market, 

and direct charitable giving programs—are allocating percentage amounts 

of community benefit funding that are at least as generous as, if not more 

generous than, the amounts allocated by their counterparts elsewhere.  

What has the PID done to regulate the Pennsylvania Blue plans’ surpluses?  

In 2004, the PID asked the Pennsylvania Blues plans to justify their surpluses 

and explain how the plans contribute to their communities.  In February 2005, 

the PID released two key documents.  The first document, a Determination 

and Order, outlined acceptable ranges for the Blue plans’ level of surplus 

capital—efficient, sufficient, or inefficient.  This document reported that 

none of the plans held excess capital and declared that any Blue plan having 

“sufficient” capital—three of the four plans stood in this category (at the 

time)—would not be allowed to include “risk and contingency factors” in its 

future rate requests.6   Risk and contingency factors are margins that insurers 

build into rates to cover unforeseen events and fluctuations in medical claims.  

In the past, the PID has permitted up to a 5 percent risk and contingency 

factor in addition to projected medical claims and administrative costs for 

Blue plans and a factor of 5 percent or more for commercial insurers. The 

second issuance, “Agreement on Community Health Reinvestment,”7  was 

executed by the Deputy Insurance Commissioner and the heads of the 

four Pennsylvania Blue plans and set forth a program in which the Blues 

plans, for the years 2005-2010, pledged more than one percent of their 

premium revenues to community benefits.  The aggregate value of the 

pledges would total $950 

million, although not all 

of the funding was new.  

Notably, the agreement 

supplanted an order that 

had been in place since 

1996 for Highmark, 

the largest of the plans 

and likely source for 

more than half of future 

community health 

reinvestment dollars.  

When the consolidation 

of two predecessor entities formed Highmark in 1996, the Insurance 

Commissioner ordered Highmark, and Highmark alone, to allocate at 

least 1.25 percent of direct written premium to social mission programs.  

That order had no end date and as of 2004, Highmark spent about $40-$50 

million annually on community benefits. Highmark projected 2004 outlays 

of $94 million—about double its formal obligation under the 1996 order.  

With the PID taking these two major steps to regulate Pennsylvania Blue 

plan surpluses, one should consider the consequences of regulating plan 

In fact, the precise nature 
of the community benefit 

requirements stemming 
from this language has 

been a subject of much 
litigation. 
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surpluses. Rigid caps on surpluses could undermine competition if not 

managed prudently.  The primary advantage of capping surplus levels is 

that it may slow the rate of premium growth if an insurer has surplus capital 

that is at or near its ceiling.  However, an insurer may react by draining 

surplus in ways that do not involve rate relief, such as simply spending 

more on staff and infrastructure improvements.  Also, the plan could create 

additional community benefit outlays, though this could conflict with an 

insurer’s interest in building market share and improving performance.  

In addition to uncertain benefits, negative consequences may also result 

from placing a numeric cap on insurers’ surpluses, particularly if set at 

a low level.  First, the intervention could create market instability if it 

resulted in artificially low premiums.  Depending on the scale of the impact 

on premium rates, some competitors might be forced to exit the market, 

leaving consumers fewer choices.  Second, the short-term savings could be 

followed later by pricing increases.  Lastly, when insurers have less capital, 

insurers  face lower credit ratings from independent rating agencies, forcing 

the plans to pay higher interest costs whenever they need to borrow.

Given these consequences, what are the alternatives to capping surplus?  

Traditionally, state insurance departments have attempted to influence 

premium levels in a number of ways: underwriting and rate-making 

rules, especially in the small-group and non-group segments; rate filing 

and approval processes; and setting minimum medical loss ratios.  These 

regulations focus on insurers’ abilities to generate earnings, rather than on 

how much surplus can be kept once earned.  Because these approaches affect 

the rate-making process, they have a more direct and predictable impact on 

premium affordability compared to capping surplus levels.  However, any 

type of rate regulation must consider carrier solvency and the importance of 

regulating carriers on a level playing field.  Further, any type of regulation 

that interferes excessively 

with traditional market 

forces and market 

pricing can have the 

unintended consequence 

of forcing carriers out of 

the market.  

An important component 

of The Lewin Group 

report was to review 

other states’ approaches 

in response to these 

issues.  Very few states 

have chosen to regulate 

the upper bounds of surplus capital accumulation.  Until June 2006, 

Hawaii capped surplus at the level at which a non-profit carrier’s net worth 

exceeded 50 percent of its annual health care expenditures and operating 

expenditures as reported on the plan’s most recent financial statement filed 

with the Commissioner.8  Alternatively, Michigan caps its risk based capital 

ratio (RBC) at 1,000 percent for Blue Cross Blue Shield of Michigan.9  In 

comparison, Pennsylvania uses different RBC target ranges for its four 

Blue plans (550 percent to 750 percent for its larger plans, Highmark and 

Independence Blue Cross; and 750 percent to 950 percent for its smaller 

plans, Blue Cross of Northeastern Pennsylvania and Capital Blue Cross).  

Some states have worked with large non-profit carriers to direct high 

surpluses toward community benefit health care initiatives.  As discussed, in 

Pennsylvania, the state formalized the prospective “community activities” 

of its four Blues plans and the plans voluntarily agreed to commit $150 

million annually to a six-year community health reinvestment program.  

Until the creation of the Community Health Reinvestment Agreement in 

February 2005, only one other state, Maryland, had a formal requirement 

for community benefit outlays that applied exclusively to a Blue plan.  Since 

then, Massachusetts has created formal community-benefit guidelines for 

non-profit HMOs in the state.  This program included $85 million to support 

basic health coverage for low-income and uninsured residents with the 

remaining $65 million for other health care related community activities.10  

Most recently, CareFirst announced a $92 million initiative intended to 

address community benefits with $60 million from a reduction in premiums 

against anticipated 2005 levels.  This was in response to increased public 

scrutiny, especially by the Appleseed Foundation and hearings by the 

D.C. Insurance Commissioner on CareFirst BlueCross Blue Shield’s D.C. 

affiliate, Group Hospitalization and Medical Services, Inc.’s (GHMSI) 

charitable obligation to the community.11  It is important to note that the 

unintended consequence of imposing community benefit requirements 

on non-profit carriers is that such requirements serve as an indirect tax on 

carrier members who subsidize their community-benefit initiatives with 

their premiums.  Some members prefer reduced premiums instead of using 

premium profits for these initiatives that serve the community as a whole.   

Conclusion
There are a myriad of ways to regulate surpluses in order to increase access 

to health care—each with its own intended and unintended consequences.  

Focusing on increased transparency can improve competition and efficiency, 

and stronger regulatory authority and oversight can provide a first step in 

addressing concerns of surplus accumulation.  Targeting appropriate surplus 

levels is critical for managing financial risk.  It is even more important for 

non-profit organizations which do not have access to equity markets and 

must fund investments in new products and infrastructure out of operating 

results’ surplus or debt instruments.  Surplus levels, which are held too low, 

may expose the organization to risk of failure during predictable periods 

of downturns in the underwriting cycle.  They also limit the organization’s 

ability to respond to changes in business conditions and demands for 

new products.  But surplus levels that are too high may affect product 

affordability and could subject organizations to unwanted regulatory 

scrutiny.  Since most states do not impose maximum surplus levels, it is 

incumbent on state insurance departments to review these issues in light of 

the circumstances and the critical considerations outlined above to increase 

access to health care and contain costs. 

1  See tHe leWin grouP, conSiderationS For regulating SurPluS 
accumulation and community BeneFit activitieS oF PennSylvania’S 
Blue croSS and Blue SHield PlanS (June 13, 2005), available at 
http://www.lewin.com/NR/rdonlyres/E38A1263-0410-4E37-A300-
4A1A4AC4EF3B/0/3192.pdf (last visited Oct. 21, 2007).  The Pennsylvania 
Legislative Budget and Finance Committee commissioned Lewin to conduct 
a study of the regulation and disposition of reserves and surpluses of the four 
Blue plans.  Lewin found that the upper limits on surplus were reasonable.
2  See How Much Is Enough? Capital and Surplus Management for 
Health Entities, Society of Actuaries, http://library.soa.org/library-pdf/
rsa03v29n220pd.pdf.
3  See Letter from Steven B. Davis, Chief Counsel, Office of Chief Counsel, 
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Penn. Insur. Dept. to Senator Gibson E. Armstrong, Chairman, Banking and 
Insurance Committee, Senate of Pennsylvania, regarding April 12, 2005 
Hearing on the Pennsylvania Blue plans’ Agreement on Community Health 
Reinvestment (April 27, 2005) (available as Appendix E in http://www.lewin.
com/NR/rdonlyres/E38A1263-0410-4E37-A300-4A1A4AC4EF3B/0/3192.
pdf) (stating that PID has traditionally interpreted the Pennsylvania Blue 
plans’ enabling legislation to require that the Pennsylvania Blue plans act as 
insurers of last resort, and thus, the plans must offer open enrollment).
4  See Jane M. Von Bergen, Pennsylvania Blue Plans Again Face Suit 
over Surplus, tHe PHila. inquirer, Nov. 30, 2006 at A1.  The Pennsylvania 
Supreme Court recently revived a lawsuit filed five years ago by the owner 
of a Bensalem, Pennsylvania appliance store, who wants Independence Blue 
Cross to return part of the surplus to insurance buyers.  On Nov. 22, 2006 
the Pennsylvania Supreme Court reversed a December 2002 Commonwealth 
Court decision dismissing the case.  The class-action lawsuit will now go 
back to the lower courts along with three similar ones, each against one of 
the state’s four Blue Cross and Blue Shield health plans.  The cases have 
yet to address whether the surpluses are excessive and who has authority to 
determine whether the Pennsylvania Blue plans breached their obligations as 
nonprofits by holding too much surplus and not using such surplus to lower 
premiums or help the uninsured.  Both the Pennsylvania Blue plans and the 
Insurance Department in Pennsylvania argue that the size of the surplus is a 
regulatory matter for the state Insurance Department. 
5  See 35 Pa. conS. Stat. ann. § 5701.1303(g) (2001); Stan dorn & JacK 
meyer, PennSylvania: a caSe Study in cHildleSS adult coverage State 
rePort (Economic and Social Research Institute 2004).
6  See Insurance Department of the Commonwealth of Pennsylvania, 
Determination and Order, February 9, 2005.
7  Agreement on Community Health Reinvestment between Insurance 
Department of the Commonwealth of Pennsylvania and Capital Blue Cross, 
Highmark Inc, Independence Blue Cross, and Hospital Service Association 
of Northeastern Pennsylvania, Blue Cross of Northeastern Pennsylvania, 
Appendix D at 13 (Feb. 2, 2005), available at http://www.lewin.com/NR/
rdonlyres/E38A1263-0410-4E37-A300-4A1A4AC4EF3B/0/3192.pdf 
(stating the Agreement specifically requires that the “Annual Community 
Health Reinvestment for each Plan shall be expended, distributed or utilized 
in the respective area of that Plan and solely for Permitted Community 
Health Reinvestment Endeavors.  Sixty percent of the Annual Community 
Health Reinvestment for each calendar year . . . shall be dedicated to 
providing health insurance through state-approved programs for persons of 
low-income, including but not limited to adultBasic . . . .”). 
8  See Haw. Rev. Stat. §§ 431:14F-101, 431:14F-106(a) (2006) (repealed 
2006); See also Telephone interview with Lim Lloyd, Administrator of 
Health Insurance Branch, Insurance Division, Hawaii Department of 
Commerce and Consumer Affairs (Nov. 2, 2006).
9  See Mich. Comp. Laws Ann. ch. 550, §1204 (2003).
10  See Health Insurance Premiums, the Underwriting Cycle, and Carrier 
Surpluses, Spotlight on Md. (Md. Health Care Commission, Balt. Md.) (Mar. 
2005).
11  See Press Release, CareFirst Blue Cross Blue Shield, CareFirst Affiliate, 
GHMSI, Pledges to Improve Affordability of Insurance, Expand Charitable 
and Community Investments (Mar. 24, 2005), available at http://www.
carefirst.com/media/NewsReleasesDetails/NewsReleasesDetails_20050324.
html (last visited Oct. 21, 2007).
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i. introduction
In 2002, combined profits for the ten largest United 

States drug manufacturers’ combined profits totaled 

$35.9 billion, more than five-and-one-half times the 

mean profit grossed by all other industries represented 

in the Fortune 500.1 Drug companies’ profits 

continue to escalate exponentially, in part due to an 

increase in the purchase price of pharmaceuticals.2  

Critics of the industry contend that higher purchase 

prices bar indigent individuals’ access to affordable 

pharmaceuticals, including live-saving medicines.3 In 

response, drug companies emphasize that expensive 

research and development costs are driving the high 

prices.4 Pharmaceutical companies profess the need 

to gross more profit in order to offset these costs; 

accordingly, the pharmaceutical industry supports 

strong intellectual property rights to protect against 

the unauthorized production of generic medicines 

(“generics”) that might detract from their profits. 

In most nations, prior the World Trade Organization’s 

(WTO) ratification of Trade-Related Aspects of 

Intellectual Property Rights (TRIPS)5 in 1994, domestic 

pharmaceutical companies manufactured generics 

without restraint and sold them at reduced retail 

prices.6 Although TRIPS imposed some restraints on 

these manufacturers, many WTO members recognized 

the importance of public health considerations. 

Accordingly, to circumvent these restraints, TRIPS 

includes provisions which allow WTO members to 

manufacture generics in certain situations. 

In contrast, U.S. multilateral trade agreements, such 

as the Central American Free Trade Agreement – 

Dominican Republic (CAFTA-DR), prohibit smaller 

pharmaceutical companies from manufacturing 

generics, even in situations that are permissible 

under TRIPS. CAFTA-DR reinforces the status quo 

by shielding large pharmaceutical companies from 

lost profits and preventing poor consumers from 

accessing affordable medications by (1) extending the 

length of patent terms; (2) failing to explicitly permit 

compulsory licenses; and (3) requiring a five-year data 

exclusivity period.

A. the triPs Agreement

Developed nations generally advocate for strong 

international intellectual property rights because 

businesses, such as pharmaceutical companies, that 

design innovative products are located within their 

borders. TRIPS evolved in response to intense lobbying 

from the U.S., European Union, and Japan for the WTO 

to expand intellectual property rights to an international 

scope.7 TRIPS permits a WTO nation to access 

international trade markets from a more advantageous 

standpoint, provided that the nation accessing the 

markets conforms to the stringent intellectual property 

laws outlined in TRIPS’ provisions. 

At the time of TRIPS enactment, many WTO members 

believed that it was inappropriate for a state to issue 

pharmaceutical patents, or had never before issued 

such patents within their borders.8 Thus, members 

purposefully incorporated exceptions into TRIPS that 

allow a state to circumvent intellectual property patent 

requirements with respect to pharmaceuticals.9 For 

instance, compulsory licenses allow a state to compel 

a pharmaceutical manufacturer to relinquish its patent 

rights to a particular drug. In this situation, the WTO 

member nation grants a compulsory license to an 

alternate pharmaceutical company to manufacture 

an equivalent medicine.10 Normally, a patent 

would have prevented the alternate pharmaceutical 

company from manufacturing the drug.11 Under this 

exception, a state can grant a compulsory license to 

a pharmaceutical company at any time as long as the 

state requests permission and compensates the patent-

holding pharmaceutical company. A state need not 

request permission from the patent holder, however, 

before issuing a compulsory license during a national 

emergency or circumstance, an extreme urgency, or for 

public non-commercial consumption.12  

For many years, developing nations were unsure of 

how these flexible provisions would be interpreted. 

They consequently feared using them without first 

receiving further clarification as to how the compulsory 

license provisions would function. The request for 

further clarification led member nations to convene at 

a conference in Doha, Qatar, to enact the Declaration 

on the TRIPS Agreement and Public Health (Doha 

Declaration).13  
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B. the doha declaration and Paragraph 6

During the Doha convention in 2001, each government 

entity reiterated that TRIPS contains flexible 

provisions to circumvent pharmaceutical patents in 

order to ensure that governments can protect public 

health.14 The Doha Declaration not only affirmed 

that states should implement and interpret TRIPS 

to support public health by promoting access to 

medicines, it also emphasized that states are entitled 

to issue compulsory licenses and permit parallel 

imports.15 Essentially, the Doha Declaration forced 

WTO members to acknowledge that a balance must 

exist between strict intellectual property rights and 

public health. WTO Director-General Mike Moore 

stated that TRIPS “. . . strikes a carefully-negotiated 

balance between providing intellectual property 

protection . . . and allowing nations the flexibility to 

ensure that treatments reach the world’s poorest and 

most vulnerable people. Countries must feel secure 

that they can use this flexibility.”16 

Even more significantly, the Doha Declaration 

ordered WTO members to further negotiate and 

formulate a solution whereby nations lacking domestic 

manufacturing capabilities would still have the 

opportunity to import generics.17 Two years later, in 

2003, WTO members enacted Paragraph 6 of the Doha 

Declaration, explicitly permitting WTO nations to 

issue compulsory licenses to export generic drugs to 

other nations which had not previously issued a patent 

for a certain pharmaceutical.18 Prior to the adoption 

of Paragraph 6, a WTO member could only issue 

compulsory licenses for drugs which would be primarily 

consumed within the country’s own borders.19

ii. CAftA-dr
In spite of lobbying efforts, the United States failed to 

obtain the level of intellectual property protection that 

it had originally sought during the TRIPS negotiations. 

Specifically, the U.S. feared the overuse of compulsory 

licensing and had desired lengthier patents and data 

exclusivity to prevent “unfair commercial use.”  

Instead, the U.S. adopted bilateral and multilateral 

trade agreements to incorporate these measures.20 

These aggressive agreements impose strict intellectual 

property rights standards on all countries that are a party 

to them and, in turn, help soothe investors’ worries 

about losing profit to generic drug manufacturers.21  

CAFTA-DR stretches patent protection to an extreme 

level which effectively bars domestic manufacturers 

from producing generics during the patent term. 

Consequently, many citizens in Central America are 

denied access to essential medicines due to the lack of 

affordable generics.

CAFTA-DR is a multilateral trade agreement 

enacted between the United States and Costa Rica, 

the Dominican Republic, El Salvador, Guatemala, 

Honduras, and Nicaragua that restricts these Latin 

American countries’ ability to manufacture generic 

drugs.22 In addition to this central treaty, each state 

has signed multiple side letters with the United States. 

A side letter provides an additional understanding 

between the parties that goes beyond the main text of a 

multilateral trade agreement. Understanding Regarding 

Certain Public Health Measures is a side letter which 

has been adopted by all parties to CAFTA-DR.23 This 

agreement, however, does not expand the state’s ability 

to issue patents to a domestic pharmaceutical company 

to manufacture generics.

A. CAftA-dr Extends the length of a 
Patent

CAFTA-DR impedes the ability of domestic drug 

companies to manufacture generic medicines by 

extending patent lengths. First, CAFTA-DR Article 

15.9 § 6(a) obligates states to adjust the length of a 

patent to compensate for unreasonable delays.24  An 

“unreasonable delay” occurs when it takes a state longer 

than five years to issue a patent.25 In these situations, if 

requested by the pharmaceutical company, the patent-

issuing state must adjust the length of the patent term 

to compensate for the delay.26 In TRIPS, however, the 

patent term is limited to twenty years.27 Although WTO 

members raised the prospect of extending patent terms 

to compensate for regulatory delays, the WTO failed 

to enact this provision in TRIPS; thus, TRIPS does not 

obligate states in the same manner as CAFTA-DR in 

this regard.28  

Moreover, CAFTA-DR Article 15.9 § 6(b) further 

extends patent lengths by demanding that nations 

automatically toll the original patent term if an 

“unreasonable curtailment” occurs during the 

marketing process. 29 Although CAFTA-DR Article 

15.9 § 6(a) provides examples of an “unreasonable 

delay,” the meaning of the term “unreasonable 

curtailment” is left ambiguous. Thus, it is unclear how 

a WTO member should interpret an “unreasonable 

curtailment.” In layman’s terms, the definition of 

“curtailment” is “to make less by or in some way 

cut off some part.”30 Read narrowly in CAFTA-DR, 

the term “unreasonable” would modify curtailment; 

hence, only a drastic impediment or situation arising 

during the marketing process would force a state to 

reinstate the full patent term. Yet, read broadly, an 

“unreasonable curtailment” could apply to any delay 

during the marketing process. 
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Due to the 

lack of clarity, 

a manufacturer could 

conceivably argue that any and all 

delays during the marketing process are unreasonable 

up until the time the drug enters the market. In effect, 

unlike TRIPS, where the twenty-year patent term 

begins on the date of application, under CAFTA-DR, 

the twenty-year patent length can begin many years 

later. By way of this provision, CAFTA-DR provides 

U.S. pharmaceutical companies far greater protections 

in foreign countries than they would receive under a 

patent filed in the United States.   

In sum, CAFTA-DR automatically extends the 

length of a patent term and thus prevents domestic 

manufacturers from developing generics without 

a compulsory license. In turn, the pharmaceutical 

company will hold a lengthier monopoly over the 

patent, making it more difficult for indigent persons to 

obtain reasonably priced drugs.  

B. CAftA-dr does not Protect 
Compulsory licensing

CAFTA-DR fails to include the most integral public 

health provision in TRIPS – the provision pertaining 

to compulsory licensing. TRIPS Article 31 states that, 

if permitted by local laws, a nation can authorize a 

third party to disregard a pharmaceutical company’s 

patent and produce generics if the state had previously 

requested permission from the patent holder and the 

request had been unfulfilled after a reasonable period of 

time.31 Therefore, a state does not need to obtain actual 

authorization; rather, the state only needs to make 

efforts to obtain an authorization. Further, in cases 

of “a national emergency or other circumstances of 

extreme urgency or in cases of public non-commercial 

use,” TRIPS allows states even greater flexibility by 

eliminating the requirement to request permission from 

the patent holder altogether.32 By explicitly permitting 

a state to waive a patent when necessary TRIPS gives 

a WTO member more extensive rights than the Central 

American countries are provided under CAFTA-DR. 

The United States and the Central American nations 

have endorsed a side letter on public health, titled 

Understanding Regarding Certain Public Health 

Measures.  This side letter attempts to reaffirm that 

CAFTA-DR does not encroach upon a state’s ability 

to take necessary measures to protect public health.33  

Although this letter appears to offer assurances that 

Central American nations can grant compulsory 

licenses, it is unlikely that these assurances supersede 

CAFTA-DR Article 11 in Chapter Fifteen that states 

must adhere to patent obligations “except as [CAFTA-

DR] provides otherwise.”34  Moreover, the explicit text 

of CAFTA-DR neither recognizes nor incorporates 

this side letter.

Further, these letters are only “commitments” and will 

not take the effect of law until the House and Senate 

pass legislation to implement the modifications.35  If 

the United States violates this side letter, its reputation 

with regard to both trade agreements and side letters 

will sour tremendously, a risk the U.S. may not wish 

to take. Nevertheless, a belief that the U.S. will not 

violate a side letter for fear of ruining its reputation is 

not as compelling of a deterrent as a legal prohibition.

Even if this side letter ripens into an enforceable 

agreement, it still would not afford sufficient 

protection to Central American states to permit 

domestic manufacturers to produce generics without 

authorization. For example, the CAFTA-DR side 

letter is not as flexible as TRIPS because it requires 

that measures to protect health be “necessary,” and 

only permits “access to medicines” with regards to 

epidemics, or circumstances of extreme emergencies 

such as HIV/AIDS, tuberculosis, malaria, and other 

epidemics.36 

A “necessary” measure is a high standard that 

is narrowly defined to balance the dual goals of 

maintaining the freedom of members to set and achieve 

their own regulatory objectives and discouraging the 

adoption of measures which unduly restrict trade.37 

Necessity tests typically require that measures which 

restrict trade not exceed what is “necessary” to achieve 

a member’s policy objective.38  Under this framework, 

the implementing nation must prove that a regulation is 

necessary and effective, and that no less restrictive trade 

measures are available to achieve the same purpose.39  

In addition, the regulation should not be a “disguised 
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restriction on international trade” or amount to “arbitrary or unjustifiable 

discrimination.”40 Thus, if the public health measure is discriminatory to 

trade, the measure may be found to be in violation of trade rules, even if the 

state did not intend to discriminate.  By incorporating the word “necessary” 

into the side letter of CAFTA-DR, the U.S. has dictated a burdensome 

standard that Central American nations must meet before they can possibly 

begin the production of generics. 

Conversely, TRIPS does not require a member state to prove a legitimate 

reason for issuing a compulsory license with regard to national emergencies 

or extreme urgencies. Instead, under TRIPS, nations are afforded complete 

autonomy to define their own national emergencies and extreme urgencies. 

Unlike CAFTA-DR, TRIPS does not require member states to prove that 

the regulation is necessary or that there are less restrictive alternatives. 

The CAFTA-DR side letter overly restricts public health by only permitting 

“access to medicines” during times of epidemics, national emergencies, 

or extreme circumstances. By listing specific diseases and epidemics, 

the side letter suggests that other public health concerns not explicitly 

mentioned may not be covered as a public health exception. As support 

that CAFTA-DR allows nations similar, if not identical, flexible provisions 

as provided in TRIPS, the United States contends that it supported both 

the 2001 Doha Declaration by stating that it would produce drugs needed 

to fight epidemics,41 and also supported the 2003 consensus by allowing 

nations to import generic drugs to combat infectious epidemics.42 This 

language remains inadequate because it restricts the rights of nations to 

manufacture generic drugs during epidemics. In contrast, TRIPS supports 

broader member rights than merely “producing drugs to fight epidemics” 

or “importing drugs needed for infectious epidemics” because it permits 

nations to produce generic drugs to protect the health of all persons beyond 

times of epidemic outbreaks.

C. CAftA-dr Protects data Exclusivity

Most nations require that safety and efficacy tests are performed before a 

pharmaceutical company is allowed to launch a new drug into the market. 

When generic manufacturers want to introduce a generic equivalent of the 

original drug, they typically draw on the safety and efficacy tests completed 

by the original patent holder and are only required to prove that the generic 

drug is therapeutically equivalent to the original.43  Data exclusivity 

refers to a time period in which the original manufacturer possesses a 

monopoly over the safety and efficacy tests – a period during which a 

generic manufacture can not utilize these test results.44  In theory, small 

generic manufacturers can introduce generics if they complete their own 

independent safety and efficacy tests; in practice, data exclusivity creates 

a monopoly for the original patent holder because it is unlikely that small 

generic manufacturers will have the financial means to conduct these tests. 

CAFTA-DR imposes a mandatory five-year data exclusivity period on a 

drug once the original pharmaceutical company submits undisclosed data 

to the state. Article 15.10(a) states: “If a Party requires, as a condition 

of approving the marketing of a new pharmaceutical . . . product, the 

submission of undisclosed data concerning safety or efficacy, the Party shall 

not permit third persons, without the consent of the person who provided the 

information, to market a product on the basis of (1) the information, or (2) the 

approval granted to the person who submitted the information for at least five 

years for pharmaceutical 

products . . .”45  In 

essence, when a state 

necessitates safety and 

efficacy testing, the state 

cannot permit a third 

party to manufacture a 

generic equivalent of 

the drug unless the third 

party performs its own 

safety and efficacy tests 

or receives approval 

from the original 

manufacturer.

Unlike CAFTA-DR, 

TRIPS provides WTO 

members with extensive flexibility with regard to test data, only asserting 

that WTO members should protect “undisclosed test or other data” against 

unfair commercial use and disclosure.46 During the TRIPS negotiations, 

developed nations zealously lobbied for the inclusion of a data exclusivity 

provision; however, this provision is noticeably absent. In fact, TRIPS 

provides that to protect the public, member nations can allow a generic 

manufacturer to utilize the patent holder’s safety and efficacy results when 

necessary.   

Finally, CAFTA-DR mandates protection of test data that has been 

submitted in a nation that is not a party to CAFTA-DR. Article 15.10(1)(b) 

forbids generic manufacturers from using safety and efficacy test results 

from a patent application filed in a separate state.47  For example, the 

United States applies for a patent for Drug A in the Dominican Republic 

and submits results from the safety and efficacy tests. Thanks to CAFTA-

DR, the U.S. now holds a virtual monopoly over the drug for a period of 

five years. Immediately before the five-year data exclusivity period ends, 

the U.S. applies for a patent for Drug A in Ecuador, beginning a new five-

year data exclusivity period. Under the restrictions of CAFTA-DR, generic 

manufacturers in Ecuador were already unable to use safety and efficacy 

results submitted by the U.S. in the Dominican Republic. Once the U.S. 

submits safety and efficacy results for the Ecuadorian patent, a new five-

year data exclusivity period begins in that country. In effect, Ecuador will 

be unable to access test results to produce generics of Drug A for a total 

of ten years – five years during the data exclusivity hold in the Dominican 

Republic and five years once the data was subsequently submitted in 

Ecuador. 

Data exclusivity is a mechanism designed to delay the introduction of 

generic competition. By mandating five years in which third parties can 

not produce generics, CAFTA-DR, unlike TRIPS, even further prevents 

access to affordable generics by failing to include many of the flexibilities 

inherent in TRIPS.

iii. Conclusion
WTO members purposefully incorporated flexibilities into TRIPS to 

protect public health, especially access to medicines by individuals, 

if needed. The U.S., on the other hand, was disappointed with the 

incorporation of these accommodating provisions and, in response, 

. . . [I]n practice, data 
exclusivity creates

a monopoly for the 
original patent holder 
because it is unlikely 

that small generic 
manufacturers will have 

the financial means to 
conduct these tests.
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promoted the adoption of more stringent intellectual 

property protections through bilateral and multilateral 

trade agreements. CAFTA-DR may economically 

benefit the Latin American countries that are parties 

to the treaty, but at the same time, it impinges on 

the ability of small pharmaceutical companies to 

manufacture generics. Consequently, intellectual 

property protections of this nature ultimately harm 

the impoverished individuals in foreign countries by 

limiting their access to affordable medicines.
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i. introduction
In 1974, Congress enacted the Employee Retirement 

Income Security Act (ERISA) to regulate employee 

pension plans1 as a response to turmoil caused by 

“highly publicized pension plan disasters,”2 and as a 

way to regulate benefit and pension plans on a national 

level.3  What began as a seemingly straightforward 

piece of legislation has grown and expanded into a 

complicated area of law, encompassing a broad range 

of statutes and regulations.4 

Individual states now take on the financial burden 

of rising health care costs.5  For instance, states 

are expanding health care funding for their poorest 

residents because little agreement at the federal level 

exists in how to respond to the problem of providing 

indigent individuals with adequate health care 

services.6  Recent reports indicate that states pay 43 

percent of total Medicaid costs and Medicaid spending 

comprises 22.9 percent of state budgets.7  In light of 

this more active role for states, a question exists as to 

whether ERISA preemption will prevent significant 

health care reform at the state level.8  According to the 

most recent court decisions, it appears that ERISA will 

continue to have a severe impact on state health care 

reforms.

ii. Background
As America faces what can be characterized as a health 

care crisis, addressing the dual goals of containing 

costs while expanding access becomes increasingly 

important.9  Aggregate health care costs in America 

are tremendous, making up roughly 16 percent of 

this country’s gross domestic product.10  One major 

problem is the impact on a health care system forced to 

absorb the cost of 46.1 million uninsured Americans.11  

Additionally, while the United States spends the most 

money on health care, Americans are among the least 

healthy people in the industrialized world.12

A.the Changing landscape of health Care 
in America

When Congress enacted ERISA in 1974, it seemed no 

one could have predicted the problems with America’s 

health care system today.  Few could have known 

that states would play such a crucial role in solving 

these problems.  At the time of ERISA’s enactment, 

the health care system in this country looked very 

different from how it does today.13  For instance, 

the simple patient-doctor paradigm that existed in 

1974 has been replaced by a much more complex 

system of Managed Care Organizations (MCO).14 

The rise of MCOs and the shifts in the financing of 

health care coverage have changed how – and even 

if – Americans are insured.  The Health Maintenance 

Organization (HMO) Act of 1973 provided MCOs 

with an economic edge over more traditional forms 

of health insurance.15  As a result, MCOs grew more 

competitive and began to offer better premiums to 

employers because MCOs could leverage their costs 

through contractual agreements with providers to 

give comprehensive coverage to members, financial 

incentives to use member providers, and accountability 

through quality assurance programs.16  Attempting 

to appeal to employers providing health care, MCOs 

needed to improve their bottom line and achieved this 

by controlling costs and provider incentives.17

The shift to increased employer-provided coverage 

in the 1990’s demonstrates how much health care 

systems have changed since ERISA’s enactment.18  

The purpose of ERISA was to achieve uniformity in a 

regulatory scheme for employee benefits and, perhaps 

more importantly, pension funds. Congress, however, 

arguably “paid little heed to its implications for medical 

care.”19  Today, the reality is that many state laws 

seeking to regulate health care plans now face a high 

probability of ERISA preemption.20  ERISA’s language 

includes regulation of any “employee welfare benefit 

plan” and any plans provided by an employer to offer 

coverage of any “medical, surgical, or hospital care 

benefits.”  These regulations have had far-reaching 

effects on state laws that attempt to regulate such 

benefit plans.21  ERISA’s unforeseen intrusion into 

state sovereignty has also generated enormous amounts 

of litigation over state health care laws.  In addition 

to states’ inability to change substantially health 

care laws without the threat of ERISA preemption, 

individual patients cannot sue under state laws, which, 

more often than not, provide more relief for individual 

plaintiffs because ERISA enrollees may only receive 

ERISA remedies.22  
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B. ErisA Preemption

Supreme Court decisions often turn on the Court’s 

interpretation of ERISA’s preemption clause.  Section 

514(a) of ERISA mandates the preemption of 

“any and all State laws insofar as they may now or 

hereafter relate to any employee benefit plan . . . . ”23  

The purpose of this section was to ensure uniformity 

in laws regulating ERISA benefit plans; however, 

Supreme Court decisions have led to the preemption 

of various state health care laws.24

i. Shaw v. Delta Airlines

In Shaw v. Delta, the Supreme Court considered 

whether ERISA preempted a New York human rights 

law that prohibited discrimination in employment, 

including discrimination based on sex or pregnancy.25  

The law included pregnancy as a disability and required 

employer-provided coverage for pregnancy-related 

disabilities.26  Delta Airlines and various other airlines 

that provided health benefits to employees through 

plans subject to ERISA brought a federal declaratory 

judgment action against New York state claiming 

that ERISA preempted the state’s human rights and 

disability laws.27

The Supreme Court first looked to congressional intent 

regarding ERISA’s Section 514(a) preemption clause.28  

In so doing, the Court took a textualist approach.  

Referring to Section 514(a)’s “relates to” language, the 

Court asserted that “[a] law ‘relates to’ an employee 

benefit plan, in the normal sense of the phrase, if it 

has a connection with or reference to such a plan.”29  

The Court only looked to the plain language of New 

York laws and found that both laws related to plans 

for preemption purposes.  Citing congressional intent, 

the Court reasoned that Congress could have decided 

to limit the preemption clause, leaving the Court to 

interpret the preemption clause as it saw fit; however, 

Congress failed to so act.30

Shaw virtually guaranteed ERISA preemption for state 

laws that regulated employee benefits.31  The Court’s 

interpretation of “relates to” preempted any state law 

that had any effect, even if indirectly, on employee 

benefit plans.32 One judge’s description of this broad 

interpretation as a “preemptive vortex that could 

swallow virtually any state remedial law” remained 

for years until the Court started to limit ERISA 

preemption.33

ii. New York State Conference of Blue Cross 
& Blue Shield Plans v. Travelers Insurance 
Co.

In New York State Conference of Blue Cross & Blue 

Shield v. Travelers Insurance Co., which challenged 

another New York law, the Supreme Court narrowed 

ERISA’s preemption power.34  New York required 

hospitals to take surcharges from patients covered by 

certain commercial insurers but did not require the same 

surcharge for Blue Cross/Blue Shield subscribers.35  

Commercial insurers brought suit in federal district 

court seeking to invalidate the surcharge statute under 

ERISA.36  Consequently, the Court had to reassess the 

meaning of the “relates to” language of the preemption 

provision.37 

As it had done in Shaw, the Supreme Court began 

its analysis by turning to the statutory language and 

congressional intent of Section 514(a).38  The Court 

first acknowledged the important presumption that 

“Congress does not intend to supplant state law,” 

thereby suggesting a narrower interpretation of 

Section 514(a) than in Shaw.39  Looking at the plain 

language of Section 514(a), the Court noted that “[i]f 

‘relate to’ were taken to extend to the furthest stretch 

of its indeterminacy, then for all practical purposes 

preemption would never run its course, for ‘[r]eally, 

universally, relations stop nowhere.”40   

Finding the statutory language unhelpful, the Court 

examined the purpose of ERISA.41  Citing its own 

precedent, the Court held that Congress intended 

to ensure a “uniform body of benefits law” and to 

reduce the number of conflicting laws between states 

and/or between states and the federal government.42  

Further, the Court distinguished the surcharge law at 

issue from the laws in Shaw, which related to ERISA, 

because they mandated certain coverage requirements, 

while the purpose and effect of New York’s surcharge 

law was different.43  Rather than mandating certain 

coverage requirements, the surcharge statute merely 

had an “indirect economic effect on choices made by 

insurance buyers,” by creating financial incentives 

to purchase a “Blues” plan over other commercial 

insurers.44  

The Court thus found no grounds for ERISA 

preemption because the law only affected the costs of 

services – not the administration of ERISA plans or the 

uniformity of  benefit plans.45  Recognizing that various 

factors affect cost, the Court rejected Delta Airline’s 

attempt at federal preemption because “nothing in the 

language of ERISA” indicated that Congress intended 

to “displace general health care regulation . . .”; 

which traditionally had been controlled at a state and 

local level.46  Travelers’ limited view of preemption 

essentially provided state laws, which would not 

have survived under Shaw, some hope of survival.47   

Nonetheless, ERISA preemption continues to prove a 

substantial obstacle to reform of state laws in health 

care.48
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iii. California Division of Labor Standards 
of Enforcement v. Dillingham Construction 
The Supreme Court continued its ERISA analysis in 

California Division of Labor Standards Enforcement 

v. Dillingham, a California case involving a prevailing 

wage law that required contractors on public 

works projects to pay a lower wage to workers in 

unapproved apprentice programs.49  Two contractors 

argued that their apprenticeship programs were an 

“employee welfare benefit plan” qualifying as a plan 

under ERISA, which, according to the contractors, 

should preempt the prevailing California wage law.50  

Relying on Travelers and other cases, however, the 

Supreme Court rejected this argument.51

The Dillingham Court applied a two-part test to 

determine if the law “related” to an ERISA plan: “if 

[the law] (1) had a connection to or (2) reference to 

such a plan” then it would be considered to relate to 

an ERISA plan.52  Similar to Travelers, the Court in 

Dillingham looked to congressional intent because a 

mere “uncritical literalism” application of this two-

part test was insufficient to determine preemption.53  

Accordingly, the Court compared California’s 

prevailing wage laws to the surcharge law in Travelers 

and found them indistinguishable.  Similar to New 

York’s law in Travelers, California’s law did not 

“bind” ERISA plans to a certain structure, nor did it 

dictate the choices under the plan; it merely created 

incentives.54  The Court concluded “[w]e could not 

hold pre-empted a state law in an area of traditional 

state regulation based on so tenuous a relation without 

doing grave violence to our presumption that Congress 

intended nothing of the sort.”55

iv. Egelhoff v. Egelhoff

Three years after Dillingham, however, the Court 

upheld federal preemption of a state law that could be 

characterized as having a “tenuous relation” with an 

ERISA plan.  Egelhoff involved a Washington state 

statute that automatically revoked the designation of 

a spouse as a beneficiary of certain assets, including 

employee benefit plans, upon divorce.56  As the named 

beneficiary of his plan, Mr. Egelhoff’s ex-wife stood 

to collect his life insurance proceeds upon his death.57  

Mr. Egelhoff’s children from a previous marriage 

sued, arguing their status as the true beneficiaries 

under Washington law.58 

Applying the framework of Shaw, Travelers, and 

Dillingham, which looked to the objectives of ERISA 

to determine if a state law “related to” an ERISA plan, 

the Court found that the Washington statute had an 

“impermissible connection” to ERISA.59  The Egelhoff 

Court distinguished this connection with a permissible 

“incidental effect” on ERISA, finding that the law 

went to a core element of ERISA – namely, regulating 

the payment of benefits.60  Further, the Court held that 

the Washington law would force administrators to 

learn the laws of every state before paying out benefits, 

which is the sort of administrative burden Congress 

intended ERISA to prevent.61

In their dissent, Justices Breyer and Stevens noted that 

the Court should remember the “strong presumption 

against preemption” in this case because the Washington 

statute regulated family property law, which is an 

area of law traditionally dealt with exclusively by the 

states.62  The dissent did not find a distinction between 

non-preempted laws that might in some way burden 

administrators of plans (such as the laws in Travelers 

and Dillingham) and a law, such as the Washington 

law, that eased the administration of benefits and yet 

was preempted.63  In addition, the dissent warned that 

the majority’s logic could eventually lead to federal 

preemption in other areas traditionally left to states.64  

Breyer and Stevens ultimately saw no conflict between 

this law and ERISA, and thus no reason to preempt 

it.65 

v. Retail Industry Leaders Association v. 
Fielder

In Retail Industry Leaders Associations v. Fielder,66 

the Fourth Circuit Court of Appeals struck down 

Maryland’s Fair Share Act aimed at forcing large 

employers in the state to pay a certain percent of 

revenue towards employees’ health care benefits.67  

Faced with rising Medicaid costs, the Maryland 

legislature enacted this novel law to require employers 

with 10,000 or more employees to pay at least 8 percent 

of their payroll towards employee health benefits or 

pay the difference directly to the State.68  Because Wal-

Mart employed 16,000 workers in Maryland, it was 

the only corporation affected.69

In finding that ERISA preempted the Fair Share Act, 

the Fourth Circuit emphasized that ERISA’s “primary 

objective” was to “provide a uniform regulatory 

regime over employee benefit plans.”70  Citing the 

decision in Shaw, the Fourth Circuit found that ERISA 

preempted this law because it directly regulated 

“employers’ contributions to or structuring of their 

plans.”71  Although Wal-Mart technically had a choice 

in deciding whether to meet the 8 percent threshold, 

the Fourth Circuit stated that Wal-Mart’s only “rational 

choice” was compliance, which, in turn mandated how 

Wal-Mart structured its benefit plans.72  Additionally, 

the court found that this law interrupted Wal-Mart’s 

ability to administer a uniform national benefit plan 

and that this “spending mandate would clash” with 
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other state laws, which is precisely what Congress intended to avoid with 

the enactment of ERISA.73  

Though Maryland argued that the main purpose of the Fair Share Act was 

to increase its Medical Assistance Program funds, the Fourth Circuit court 

decided that the law’s aim was to require employers to structure their benefit 

spending in a particular way.74  This structured how ERISA benefit plans 

could provide certain benefits and spend their money,75 which the Fourth 

Circuit characterized as impermissible under ERISA.76 

The dissent, however, began its analysis by noting the state’s extraordinary 

health care costs and characterizing the Fair Share Act as a legitimate 

response to what it viewed as a budgetary crisis.77  In its view, the law was 

seen as a reasonable response to Congress’ expectations that states would 

help with the growing costs of Medicaid and Medicare.78  The dissent found 

that the Act made no reference to ERISA, and more importantly, did not 

dictate choices of ERISA plans; rather, it merely created incentives for 

employers to spend on health care in a particular way.79

Irrespective of the holding in Retail Industry Leaders, the case is an 

indication of things to come regarding how state laws regulate health care 

and ERISA preemption.  In the aftermath of this decision, it is less certain 

whether states can in fact force employers to help cover the growing costs of 

health benefits.80  As a result, future reform will likely avoid the Fair Share 

Act model and states will have to create mere incentives, not mandates, for 

providers in order to survive ERISA preemption.81

iii. Analysis
Congress enacted ERISA for the narrow purpose of protecting individuals 

from the mismanagement of their pensions, not to “serve as a comprehensive 

federal health care regulation.”82  Yet despite ERISA’s original intent, it has 

significantly affected states’ abilities to enact substantial health care laws.   

Retail Industry Leaders serves as an additional example of a state legislature 

attempting to address a budget crisis by encouraging employers to share 

burdensome health care costs.  While past court jurisprudence leaves room 

for states to remedy health care spending crises with laws that “relate to” 

ERISA, it remains unclear how the current Supreme Court might rule on a 

case similar to Retail Industry Leaders.  If the Fourth Circuit was correct 

in its decision, then many other states’ laws will face the same ERISA 

preemption as Maryland’s Fair Share Act.

A. the fourth Circuit Could have saved the fair share 
Act from Preemption 

Given that Maryland enacted the Fair Share Act in response to a perceived 

state-wide health care crisis, the Fourth Circuit arguably could have 

decided against federal preemption.  Under the Supreme Court’s line of 

ERISA cases and Retail Industry Leaders, the court could have found a 

more tenuous connection to ERISA plans, such as with the surcharge law in 

Travelers.  Perhaps, the Fourth Circuit should have given more weight to a 

legitimate state response to its health care spending crisis.  Further, the Act 

had repercussions in public health, an area of law traditionally regulated 

by states.83  

In Retail Industry Leaders, the Fourth Circuit first examined the scope 

of ERISA’s preemption provision and the “nature and effect” of the Act 

to determine whether it was preempted by ERISA.  The Fourth Circuit 

emphasized that Congress enacted ERISA to “provide a uniform regime 

over employee benefit plans” and to reduce administrative burdens on plans 

of complying with many varying state laws.84  Under Shaw, the court next 

examined whether the Act “relate[d] to” an ERISA plan and, further, if this 

was the type of law that Congress intended to be preempted by ERISA.85  

Additionally, the Act allowed for uniformity of administration of employee 

benefit plans.  As the dissent in Retail Industry Leaders stated, a problem 

might have existed if the Act “dictated a plan’s system for processing 

claims, paying benefits, or determining beneficiaries,” as the Court found 

happened in Egelhoff – but that did not occur.86  Instead, the only impact 

might have been a slight administrative inconvenience.  For example, Wal-

Mart may have had to report certain data about its Maryland employees and 

its spending on Maryland employees’ health care.87  This administrative 

burden is not enough to trigger ERISA preemption, but rather, amounts 

to an incidental inconvenience for employers to help defray  rising health 

care costs. 88

The Fourth Circuit’s narrow approach failed to look at other jurisprudential 

guidance.  Keystone Chapter Associated Builders & Contractors, Inc. v. 

Bell Telephone Co., a Third Circuit case, is instructive, in that the court 

looked at whether a state law’s effects on ERISA benefit plans “were 

optional or avoidable” under the statute.89  By upholding Pennsylvania’s 

Prevailing Wage Act, the Third Circuit found that the law survived “through 

means unconnected to ERISA plans.90  While the Fourth Circuit could have 

contemplated this “optional or avoidable” approach, it instead summarily 

disposed of the issue of whether employers truly had a choice under the Fair 

Share Act.  According to the Fourth Circuit, since adjusting a benefit plan to 

meet the 8 percent threshold would be a more logical choice for employers, 

rather than paying money to the State of Maryland, it really was the only 

choice.91  If the court had looked at whether the effects were avoidable, it 

may have decided that paying money to state was, arguably, a real option 

that permitted Wal-Mart 

to avoid changing the 

administration of its 

benefit plans.92
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employers to share in the burden of health care costs could face preemption, 

especially if they resemble Maryland’s preempted Fair Share Act. 
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B. how the Maryland fair share Act 
Might survive ErisA Preemption

The Act became widely known as the “Wal-Mart law,” 

which probably contributed to the Fourth Circuit’s 

rejection.96  In fact, the court called it a “stretch to 

claim” that the Act was a “revenue statute of general 

application.”97  The majority speculated that the 

Maryland legislature intended for Wal-Mart to be the 

only employer covered by the Act, especially since the 

Act automatically exempted other large employers in 

the state.  Also, Giant Food stores already met the 8 

percent threshold and a later amendment worked to 

exclude Northrop Grumman.98  The majority believed 

that the main purpose of Maryland’s law was to force 

large employers to provide a certain amount of health 

care benefits to employees rather than to raise money 

to defray health care costs.99  The fact that only Wal-

Mart was affected was not sufficient to show this 

was the legislature’s intent.  The law also specifically 

created the “Health Care Fund” to support Maryland’s 

Medical Assistance Program, which provides care for 

indigent individuals.100  

The majority in Retail Industry Leaders also noted a 

lack of “meaningful alternatives” to adjusting benefit 

plans to comply with the law.101  Maryland had 

argued that employers could comply by contributing 

to employee health care in non-ERISA spending by 

contributing to employees’ Health Savings Accounts 

(HSAs).  The majority rejected that proposition, 

opining that HSAs have limited availability, and that 

few Wal-Mart employees would likely make this 

election.102

In light of the Fourth Circuit’s decision, the Maryland 

legislature might somehow adjust the Act to allow for 

more employer options.  The state could also pursue 

other alternatives to HSAs for increasing non-ERISA 

spending, such as on-sight clinics.103  Furthermore, 

it might also help to build in more flexibility so that 

employers have a meaningful alternative to changing 

the structure of benefit spending. Maryland could 

further emphasize that the law’s core purpose is to 

defray its health care spending crisis.  If other states 

can enact reforms that avoid the pitfalls of Retail 

Industry Leaders, then meaningful health care reform 

can exist at the state level.

iV. reconciling state reform 
with ErisA: surviving 
Preemption

A. Massachusetts’ universal health Care 
Plan

In April 2006, the Massachusetts legislature passed, 

by a significant majority, a universal health care plan 

that would aim to insure 90-95 percent of uninsured 

residents – about 500,000 people.104  The law, which 

took effect in June 2007 is the first of its kind to require 

that all residents show proof of health insurance on their 

annual tax returns.105  Failure to comply will  result 

in the loss of the personal income tax deduction and 

further penalties.106  The law also requires employers 

with ten or more employees to offer their employees 

health insurance or face annual assessments of $295 

per employee.107

The Massachusetts law represents the result of 

extensive negotiations between businesses, health care 

providers, hospitals, and insurers in an attempt to force 

individuals and businesses to share responsibility for 

the costs of health care.108  The state will subsidize the 

purchase of insurance plans for individuals who fall 

between 100 and 300 percent of the poverty level by 

requiring those who are healthy and uninsured to share 

the risk.109  This sharing of risk involves spreading 

costs among a larger group of people and serves as a 

model of how insurance should function.  Ultimately, 

the hope is that Massachusetts will be able to lower the 

costs of health care for all its residents.110

A key provision of the Massachusetts plan creates 

an “individual mandate” requiring every individual 

to purchase some form of coverage.111  The question 

of ERISA preemption still exists, however, for the 

“employer mandate” that requires employee-provided 

coverage.  Anticipated revenues from this “penalty” are 

about $50 million, but $295 per employee is arguably 

an insignificant financial incentive for employers.112  

The majority believed 

that the main purpose 

of Maryland’s law 

was to force large 

employers to provide 

a certain amount of 

health care benefits 

to employees rather 

than to raise money 

to defray health care 

costs.
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There are a number of distinctions between the Massachusetts plan and 

Maryland’s Fair Share Act at issue in Retail Industry Leaders.  First, the 

Massachusetts law is not aimed at one particular employer.  The Fourth 

Circuit in Retail Industry Leaders emphasized that the law seemed to 

focus on one employer, Wal-Mart, and was not really focused on raising 

revenue.113  Many individuals involved in enacting the Massachusetts law 

believed that it “struck a balance” between businesses, insurers, and health 

care providers.114  

Moreover, the Massachusetts plan does not appear to represent an 

impermissible “connection with” ERISA.  Unlike the Fair Share Act, the 

contribution of employers is just one element of insurance coverage rather 

than exclusively employer participation.  Under Travelers and Dillingham, 

it is unlikely that the Massachusetts law would “relate to” ERISA plans.  

Similar to Travelers and Dillingham, the Massachusetts law does not refer 

to ERISA plans, and does not affect the uniformity of administering ERISA 

benefits to warrant preemption.115  At most, the annual penalty of $295 per 

employee could be characterized as a mere “incentive,” like the surcharge 

law in Travelers.  Further, this low fee provides a legitimate alternative for 

employers who do not wish to provide or contribute to benefit plans for 

employees.  Massachusetts’ law appears broad enough to survive ERISA 

preemption.116 

B. California’s universal health Care Plan

Notwithstanding the Massachusetts plan, California’s proposed universal 

health care plan might be the most extensive plan in the country.  California’s 

plan attempts to cover every resident at a total cost of nearly $12 billion.117  

There are about 6.5 million uninsured Californians (about 19 percent of its 

36 million residents) – the highest number of uninsured in the country.118  

The plan would require employers with ten or more employees to offer 

health care coverage or pay 4 percent of their payroll into a public health 

program intended to help cover the uninsured.119  Additionally, physicians 

would pay 2 percent, and hospitals 4 percent, of their revenues to help cover 

residents enrolled in the State Medicaid program, Medi-Cal.120  

In addition to likely challenges from health care industry lobbies, there 

are possible ERISA-preemption problems, as well, if the requirement on 

employers with ten or more employees to provide health insurance or pay 4 

percent of their payrolls is viewed as a mandate.121  The plan’s alternative to 

providing health insurance (the payment of 4 percent of payrolls to a state-

wide fund) would also need to represent a viable choice for employers to 

avoid having an “unavoidable effect” on ERISA plans,122 especially since 

the lack of a reasonable choice for employers in Retail Industry Leaders was 

part of the Fourth Circuit’s reasoning to determine that ERISA preempted 

the Act. 

Similar to the Massachusetts plan, California’s plan might survive 

preemption because it is clearly not intended to apply to any one particular 

employer in the state.  Employers with ten or more employees include a 

large number of businesses.  Also, employers under the plan have a viable 

alternative by paying 4 percent of total payrolls into a fund to help cover 

the uninsured.   The California plan could also be construed as creating 

incentives for employers to provide health benefits to employees and not 

as a mandate, as the “indirect effect” language demonstrates an incentive 

rather than a mandate.123  Due to the broad applicability of this law, and the 

alternatives designed to incentivize employers to comply, the California 

law has a high likelihood of surviving any potential ERISA preemption.

C. recommendations

As states begin addressing the growing costs of health care, it is important to 

design laws to avoid ERISA conflicts.  Massachusetts and California seem 

to have designed laws broad enough to cover a wide-range of employers 

and might successfully avoid the problem the Maryland legislature had in 

Retail Industry Leaders.  A state law that merely has an indirect economic 

effect on plans, like in Travelers, should also survive.  As the Supreme 

Court emphasized in Travelers, a law will likely survive so long as it does 

not adversely impact the uniform administration of ERISA plans.124

Despite past failures to amend ERISA, this still remains a valid objective.125  

ERISA’s effect on health care appears to be partially unintended, since 

Congress initially enacted ERISA to regulate pension plans at a national 

level.126  If states could design laws to address health care needs without 

the looming threat of ERISA preemption, they could more effectively 

address the needs of their citizens, who ultimately bear the brunt of ERISA 

preemption.  Because courts are limited in restricting ERISA preemption, 

Congress should revisit this law.  In the 33 years since Congress passed 

ERISA, enough has changed to warrant amendments allowing state 

innovation in health care reform.

V. Conclusion
In 2016, spending on health care in America is expected to reach $4.1 

trillion – roughly 20 percent of this country’s gross domestic product.127  In 

addition to rising health care costs, 16 percent of the population lacks health 

insurance.128 Whatever Congress intended ERISA to do with regard to health 

care, there is little question that ERISA represents a “substantial obstacle” to 

meaningful health care reform for states.129  If states want their health reform 

laws to survive ERISA preemption, then legislatures must draft legislation 

that is broadly applicable and not aimed at a particular employer.130 The 

president of the National Coalition on Health Care, Henry Simmons, aptly 

stated that: “[w]e can afford health-care reform . . . [w]hat we cannot afford 

is a continued failure to address the crisis in health care.”131 As health care 

costs and the number of uninsured increase, states must have the ability 

to address the health care 

needs of their residents.  

Given the potential 

ramifications and the 

jurisprudence on the 

issue, it is inconceivable 

that Congress would 

have intended ERISA 

to prevent states from 

achieving this goal.

If states could design 
laws to address health 

care needs without the 
looming threat of ERISA 
preemption, they could 

more effectively address 
the needs of their 

citizens, who ultimately 
bear the brunt of ERISA 

preemption.
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the ‘benghazi six’ and internationaL mediCaL 
neUtraLity in times of war and PeaCe

By Johanna Michaels Kreisel*

i. introduction
On December 19, 2006, a Libyan court condemned 

six foreign medical workers to death by firing squad 

for allegedly infecting 426 Libyan children with the 

HIV virus.1 Over the course of the eight years before 

they were sentenced, the foreign medical workers 

were tortured, suffered undue delays in related judicial 

proceedings, and faced biased tribunals.2  

Libya is not the first country to persecute medical 

personnel.3 Previously, in the aftermath of the 

Nuremberg trials,4 the international community 

codified ethical standards enforcing the concept that 

medical personnel are subject to a higher level of 

international responsibility.5 Specific protections 

under international humanitarian law grant neutrality 

to humanitarian and medical workers providing aid in 

conflict, recognizing that medical personnel’s ability 

to heal outweighs military objectives.6 These ethical 

guidelines, however, often conflict with government 

and societal regulations and expectations.7  

Currently, no clear dividing line exists between 

conflicts of an international character and non-conflict 

situations.8 This leaves medical personnel extremely 

vulnerable when no international laws guarantee 

neutrality and instead protect only medical personnel 

and humanitarian societies who receive authorization 

to enter the country by parties involved in the conflict.9 

Medical professionals would benefit from a new 

definition of medical neutrality that is free from the 

confines of armed conflict.10

This article will discuss medical neutrality and 

the protections afforded to medical personnel in 

international humanitarian and human rights law. Part 

IIA provides an overview of the status and history of 

the Benghazi Six. Part IIB outlines the protections 

and obligations available to medical personnel under 

both international humanitarian law and human rights 

treaties. Part III analyzes the legal recourses that the 

Benghazi Six and medical personnel in general may 

employ. Part IV recommends that a stronger set of 

legal protections and a definition of medical neutrality 

not linked to armed conflict is needed to prevent further 

victimization of neutral medical personnel.

ii. Background

A. the Benghazi six 

Five Bulgarian nurses and one Palestinian physician 

were imprisoned in 1999 for allegedly infecting 426 

Libyan children with the HIV virus.11 The larger initial 

group of detained medical professionals included 

Libyan, Polish, Hungarian, and Filipino health 

professionals who worked at the Al-Fateh Children’s 

Hospital in Benghazi.12 The Libyan government later 

released all but the five Bulgarian nurses and the 

Palestinian physician who are known as the Benghazi 

Six.13

Libya postponed trial for the Benghazi Six 13 times,14 

while also denying them access to attorneys until after 

their hearings began.15 In addition to other crimes, 

Libya charged the Benghazi Six with committing 

acts “leading to uncontrollable killing with the aim of 

assaulting the country” and “intentional killing with a 

lethal substance.”16 These charges were levied despite 

conclusive evidence that the strain of HIV present in 

the Libyan children was already detected and spreading 

in the 1990s, prior to the arrival of the Benghazi Six.17 

The charges demonstrate Libya’s fear and ignorance 

toward the HIV infection,18 and highlights problems 

created by conflict-defined medical neutrality in 

which ethics compel medical personnel to deliver care 

without protection or, at times, in contravention of 

international law.19      

B. Medical Personnel in Crisis: legal rules 
and international norms

i. Medical Workers in Peacetime: Exposed 
and unprotected

In contrast to the laws of conflict, medical personnel20 

are not designated as neutral players21 during 

peacetime.22 In all international human rights law, no 

single treaty identifies special protections for medical 

personnel in non-conflict situations.23 

The medical profession has a universal obligation to 

help those in need that extends beyond state borders.24 

If the situation is not recognized by the Geneva 

Conventions, medical personnel are subject to laws of 

individual states and are protected merely as civilians 

under the United Nations human rights treaties.25 For 

instance, in proclaiming that all individuals are entitled 

basic political rights, the International Covenant 
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on Civil and Political Rights (ICCPR) may provide 

medical personnel the necessary protections. 

Specifically,  Article 9(1) of the ICCPR defines arbitrary 

arrest and detention, in addition to unnecessary 

deprivation of liberty.26 The United Nations Working 

Group on Arbitrary Detention defines an arbitrary 

arrest as either procedures contrary to those stipulated 

by law, or adherence to laws which are incompatible 

with liberty and security.27 Article 9(3) also mandates 

that detainees are entitled to a trial within a reasonable 

amount of time.28

Article 14 of the ICCPR outlines the requirements for 

a fair and independent trial.29 Article 14(3)b requires 

that all individuals have access to counsel of their 

own choosing and adequate time to prepare for trial.30 

Article 14(3)g bars self-incrimination and compelled 

testimony at trial.31 Both Article 7 of the ICCPR32 

and Article 2 of the International Convention Against 

Torture and Other Cruel, Inhuman Treatment (CAT) 

prohibit all forms of torture against individuals.33

Medical personnel do not receive special designation 

under International Labour Organization (ILO) 

treaties but may seek refuge as migrant workers under 

the International Covenant on the Protection of the 

Rights of all Migrant Workers and Members of their 

Families (Migrant Workers’ Convention).34 This treaty 

entitles migrant workers to political and social rights 

similar to those embodied in the ICCPR.35 Article 

16(2) ensures that all migrant workers are free from 

abuse and arbitrary detention.36  Article 16(4) prohibits 

countries from exposing migrant workers to arbitrary 

arrest.37 Article 16(7) guarantees migrant workers the 

right to communicate with representatives from their 

respective countries.38 This treaty does not, however, 

specifically address the unique role of medical or health 

professionals who are migrant workers.39 Similar to the 

ICCPR and CAT, Article 10 of the Migrant Workers’ 

Convention prohibits all forms of torture against 

migrant workers and their family members.40 Article 

18 also mirrors the ICCPR in condemning arbitrary 

arrest and detention.41

ii. international Committee of the red 
Cross: Establishing the fundamentals for 
Medical Personnel 

International humanitarian law establishes guiding 

principles for states and actors embroiled in 

international conflict.42 The International Committee 

of the Red Cross (ICRC) significantly contributed 

to the development of international humanitarian 

law and enforcement of protections for civilians, 

humanitarian workers, and medical personnel during 

armed conflict.43  

The ICRC principles of neutrality, impartiality, and 

independence are the basis for the original Geneva 

Conventions and subsequent protocols governing the 

laws of armed conflict.44 The Geneva Conventions 

establish international legal norms to governing war 

between states45 that apply exclusively to international 

armed conflicts.46 

iii. Medical Personnel: Protections and 
Accountability

The history of medical neutrality demonstrates that 

since 1863, provisions for neutral protection of the 

sick and wounded form the basis of international 

humanitarian law.47 All four Geneva Conventions have 

a Common Article 3 that govern hostilities which are 

non-international in character and prohibit violence to 

life and person, the taking of hostages, outrages upon 

personal dignity, and denial of judicial guarantees.48

The Additional Protocol II (Additional Protocol II) of 

the Geneva Convention applies only when guerrilla 

or dissident armed forces gain sufficient control over 

a signatory to Additional Protocol II and prevent the 

government from carrying out “sustained and concerted 

military operations.”49 Additional Protocol II does not 

punish medical personnel for providing care according 

to medical guidelines; specifically, medical personnel 

shall receive full protection while carrying out their 

professional duties.50  

The original Geneva Convention suggests that 

medical neutrality was not traditionally limited to 

armed conflict.51 The Geneva Conference of 1863 

acknowledged full and absolute neutrality for official 

medical personnel, volunteers, and civilians who 

provide aid to the wounded.52  The Geneva Convention 
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of 1864 codified these protections.53  An important 

aspect of the original Geneva Convention was the 

neutrality of volunteer aid societies during war and 

natural disasters, which was included in the later 

Geneva Conventions and Additional Protocol I.

iii. Analysis 

A. libya’s treatment of the Benghazi six 
Violated international human rights laws

Unlike the protections available to medical personnel 

in international and domestic armed conflict, no 

special protections exist for medical personnel under 

international human rights law.54 Medical personnel 

may seek relief, however, under the human rights 

treaties to which the parties are signatories.55

i. Article 9 of the international Convention 
on Civil and Political rights

Bulgaria could claim the treatment of the five medical 

personnel violates of Article 9 of the International 

Covenant on Civil and Political Rights (ICCPR).56 

Both Libya and Bulgaria are signatories to this treaty 

without reservations.57 Libya violated Article 9(1) of 

the treaty by subjecting the Benghazi Six to arbitrary 

arrest and detention.58 Libya claimed that in addition 

to the alleged deliberate infection, the Benghazi Six 

failed to respect the country’s political and religious 

laws.59 The arrest for failure to adhere to Libyan 

religious beliefs is synonymous to an arrest for holding 

contrary or different political beliefs, and thus meets 

the United Nations Working Group’s definition of 

arbitrary.60 Documentation proving that the children 

contracted the illness before the medical personnel 

arrived in Libya serves as additional evidence that the 

charges were arbitrary.61  

Libya violated  Article 9(3), which prohibits 

unnecessary delays in judicial proceedings, by 

postponing the trial of the Benghazi Six on 13 separate 

occasions.62  After their arrest, they did not have access 

to the Libyan judicial system for four months, which 

is significantly longer than the “few days” deemed 

reasonable by the Human Rights Committee.63 Until 

their release in 2007, the Benghazi Six endured eight 

years of imprisonment due to delays in the Libyan 

judicial system.  

ii. libya Violated Article 14 of the iCCPr

Libya violated Article 14(1) of the ICCPR by failing to 

create a “fair, independent and impartial tribunal.”64 The 

Court ignored the weight of testimony of international 

researchers who presented evidence demonstrating the 

HIV infection occurred before the workers arrived in 

Libya. The researchers also demonstrated that many 

of the infected children had Hepatitis B and C, which 

tended to show that unsanitary practices in the hospital, 

rather than the deliberate acts of the Benghazi Six, 

caused contraction of HIV.65 

Libya violated Article 14(3)b by failing to provide the 

medical personnel access to counsel until February 

2000, after their initial trial started.66 The three-month 

period between the arrest of the Benghazi Six and 

their access to counsel of their own choosing exceeded 

the reasonable 24 hour period required by the United 

Nations Special Rapporteur.67  Libya also violated 

Article 14(3)g by utilizing torture tactics, such as 

beatings and electrocution to extricate confessions 

from the Benghazi Six.68

iii. libya Violated Article 7 of the iCCPr 
and Article 2 of the Convention Against 
torture and other Cruel and inhuman 
treatment 

Libya violated both ICCPR Article 7 and Article 2 

of the Convention Against Torture and Other Cruel, 

Inhuman Treatment (CAT), which expressly prohibits 

the use of torture.69 Libya deliberately used physical 

and mental abuse to extricate information from the 

Benghazi Six.70  Interviews conducted by Amnesty 

International and the Human Rights Watch document 

severe abuse, including electric shocks, beatings, 

threats by barking dogs, rape, and falaqa,71 all of 

which are considered torture under the definition set 

forth in the ICCPR. Under the pressure of the abuse, 

the Benghazi Six confessed to the alleged crimes.72  

In failing to adopt legislative measures to criminalize 

torture or to investigate the allegations of torture, Libya 

violated Article 2(1) of the CAT.73  The prosecution 

appointed a Libyan doctor who found that all six were 

tortured.74 The prosecutor ignored these findings, 

however, and instead employed another Libyan doctor 

to refute the original doctor’s conclusions.75 Libya’s 

failure to fully investigate the claims of torture and 

attempts to circumvent proper judicial measures 

violate the CAT.76 Ten Libyans involved in the torture 

of the Benghazi Six were tried in June 2005.77 A Tripoli 

Court acquitted eight police officers, a translator, and a 

doctor, of allegations of torture.78  

iv. libya Violated the international labour 
organization’s Convention on Protection 
of Migrant Workers and their families

Both Bulgaria and Libya are signatories to the 

Migrant Workers’ Convention and their families.79  

The Convention, which protects migrant workers, 

protects the Benghazi Six because they entered the 

country legally to work in the Al-Fateh hospital. Libya 
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violated Article 10 of the Convention, which prohibits all forms of torture 

against migrant workers, when it subjected the Benghazi Six to abuse 

and inhumane treatment.80 In condoning the use of torture, Libya violated 

Article 16(2), which grants migrant workers freedom from injury by the 

state.81  Libya violated Article 16(4) when it arbitrarily arrested the Benghazi 

Six.82  Libya also violated Article 16(7), which allows migrant workers to 

notify, communicate, and meet with their consular representatives.83 Libya 

did not notify the Bulgarian embassy of the detention of the Benghazi 

Six until February 1999, did not specify the reasons for their detention,84  

and precluded access to their consular representatives, violating Article 

16(7)c.85

B. the failure of Medical neutrality in the Case of the 
Benghazi six

i. Conflict Neutrality Does Not Apply to the Case of the 
Benghazi six

While the Benghazi Six have no protection as medical personnel under 

current international law, if this were a conflict situation, the Benghazi Six 

could be protected as medical personnel under the Geneva Convention.86 

Further, if Libya designated the medical workers as permanent civilian 

medical staff under Article 8(c) of the Additional Protocol I, they would 

receive full immunity.87 If imprisoned, they would be subject to all 

protections available to prisoners of war, including right to fair treatment 

and freedom from torture, rape, and abuse.88  

If the Benghazi Six entered the country as part of a non-governmental 

organization and Libya consented to their presence in the country, they 

would be recognized under international medical neutrality as part of a non-

governmental agency.89 Both international and non-international conflicts 

require humanitarian societies to obtain consent prior to entry.90

ii. Conflict- Defined Neutrality Contravenes Historical 
intent 

Conflict-defined medical neutrality no longer meets the objectives 

envisioned by the founders of the Geneva Convention. The goal of medical 

neutrality, as defined in the original Geneva Convention, is to ensure that 

medical personnel have the necessary protection to eliminate suffering and 

deliver health care in situations of mass casualties,91 including both man-

made and natural disasters.92   

The Benghazi Six could have recourse if the international community 

recognized that the intent of medical neutrality was to instill humanity in 

the population and is not limited to the governance of war.93 The Council 

on Foreign Affairs recently noted that, similar to other African nations, 

Libya’s struggle with HIV is both a health disaster and a security concern.94 

From a conflict perspective, the HIV epidemic in Libya could fall under the 

protections of international humanitarian law. Yet, even this classification 

would fail to grant medical neutrality to the Benghazi Six because they are 

not part of an official organization, such as a non-governmental organization 

or the Red Cross.95  

iii. Conflict-Defined Neutrality Fails to Protect Medical 
Personnel

International law does not recognize the current situation in Libya as 

falling within the confines of international humanitarian law. This is not 

the first time, however, that violations of medical neutrality occurred in 

non-conflict situations, illustrating that, by inherent nature, conflicts alter 

the protections for medical personnel.96 For one, conflicts today are no 

longer limited to battles between formerly recognized state armies. They 

instead take place within countries, involve non-state actors, and often 

lead to civilian engagement and casualties.97  Moreover, guerrilla warfare 

often occurs without recognition from the international community.98 As 

a result of the secrecy of the conflict and international law’s emphasis on 

obtaining the consent of sovereign nations prior to entry, many conflicts 

do not invoke the protections of international medical neutrality.99 In the 

case of the Benghazi Six, the Additional Protocol II would not apply, 

even though Libya is an unstable country, because the amount of violence 

and the violation of human rights laws do not invoke the protections of 

international humanitarian laws.100

iv. Future of International Law: Conflict-Defined Neutrality 
leads to a Clash between international sovereignty and 
Medical Ethics

In the future, medical personnel in the position of the Benghazi Six must 

monitor international breeches of medical neutrality to condemn the 

persecution of medical professionals in non-conflict situations.101 Medical 

neutrality, unlike other concepts in international humanitarian and human 

rights law, directly conflicts with international regulations.102 Organizations 

such as Médecins Sans Frontières (MSF) consequently choose to ignore 

international law and instead abide by the principles of medical ethics, which 

require medical personnel to deliver treatment to all individuals.103 In Turkey, 

Liberia, Somalia, and Sudan, MSF physicians delivered humanitarian aid 

without the consent of the government or separatist factions.104 In these 

situations, MSF medical 

personnel practiced medicine 

without the protection of 

medical neutrality, which 

often resulted in the death, 

torture, and kidnapping of 

medical staff.105 In contrast, the 

Benghazi Six entered Libya 

legally with consent to practice 

medicine in the country.106  

Though they complied with 

international and domestic 

norms, the Benghazi Six still 

fell victim to the national 

conflict.107  
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iV. recommendations 

A. the united nations should Codify 
international Protections for Medical 
Personnel 

The international community needs to take additional 

measures to address the unique position of medical 

personnel and their role in international health 

and human rights.108  In 1949, the World Medical 

Association developed the Declaration of Geneva 

which codified the ethical responsibilities detailed in 

the Oath of Hippocrates.109  This declaration requires 

medical professionals to adhere to the same ethical 

standards in both times of war and peace.110 In the 

wake of the Nuremberg disaster, the World Medical 

Association also adopted the International Code 

of Medical Ethics to articulate international ethical 

standards.111  

The United Nations General Assembly adopted the 

Principles of Medical Ethics, which is “relevant to the 

role of health personnel, particularly physicians, in the 

protection of prisoners and detainees against torture 

and other cruel, inhuman or degrading treatment 

and punishment.”112 Though it is recognized by the 

international community, this resolution does not 

legally bind United Nations members and signatories 

to adhere to its principles.113

Local governments accuse medical organizations of 

infringing on domestic jurisdiction, but the medical 

personnel respond that they have a higher obligation 

under the Hippocratic Oath to assist those in need.114 

In response, the MSF, along with the International 

Federation of Human Rights, developed the Charter 

for the Protection of Medical Missions.115 This charter 

acknowledged the international right to health care 

and medical assistance, calling for a “no-border” 

policy where medical missions could freely deliver 

medical assistance without concern for their own 

safety and without violating national or local laws.116 

This charter aligns the goals and obligations of the 

medical community with those of international law by 

outlining the obligations of medical personnel and their 

right to protection during their missions.117 The charter 

mandates that countries, rebel groups, and government 

organizations release any medical personnel captured 

in the course of conflict.118  The charter also reinforces 

the ICRC protections and the ethical obligations of 

medical personnel.119 The Council of Europe approved 

the resolution on June 30, 1988.120 The charter for the 

Protection of Medical Missions has yet to be adopted, 

but the World Health Assembly has drafted a similar 

charter, entitled Protection of Medical Missions During 

Armed Conflict,121 which reiterates the protections 

afforded to medical personnel under the Geneva 

Convention and the Additional Protocols.122

The 49th World Medical Association General 

Assembly adopted a proposal for A Rapportuer on the 

Independence and Integrity of Health Professionals 

that acknowledges the heightened dangers for 

and responsibilities  to  international medical 

professionals.123 It requests the establishment of a 

UN rapporteur to protect health professionals who 

are in danger due to their professional actions.124 

This proposal is the most comprehensive analysis 

of the problem because it recognizes the need for 

international protections for and obligations of medical 

professionals. 

B. Creation of an international Medical 
tribunal to Address Violations of Medical 
neutrality 

These resolutions recognize the necessity for an 

international body to regulate medical personnel 

that would act beyond the scope of the Special 

Rapporteur on Health Professionals by creating 

an international medical tribunal.125 Others have 

proposed the creation of an international medical 

tribunal to address egregious human rights abuses in 

the medical context.126 A medical tribunal should not 

only address cases where physicians were criminally 

involved in medical negligence but should also set 

forth international regulations and a code of ethics to 

which all physicians should adhere.127  Further, the 

international tribunal should hear all cases involving 

alleged violations and abuses of medical neutrality 

and subsequently deliver independent findings that are 

binding on all countries which recognize the tribunal’s 

authority. More importantly, an international medical 

tribunal would provide structure and protection for 

groups such as MSF and others that often violate state 

sovereignty while providing humanitarian aid.

An international tribunal would serve as both the 

protector and arbiter of justice in the delivery of 

international health and humanitarian aid, and would 

address concerns that blanket neutrality gives medical 

personnel too much immunity. A tribunal could 

seamlessly be implemented based upon the international 

community’s past experiences. For instance, a tribunal 

was successfully convened after World War II to try 

Nazi physicians for their participation in torture and 

human experimentation.128  

A medical tribunal could also hear allegations of 

abuse, medical malpractice, and violations of medical 

neutrality, thereby creating a centralized depository for 

regulating international medicine. This would provide 
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accountability for legal and ethical violations as well as protection for 

medical personnel. Further, it would codify detailing the obligations of and 

protections for medical personnel.129  

V. Conclusion
Throughout history, medical personnel have played a unique and important 

role during wartime. The earliest versions of the Geneva Conventions 

recognized their fundamental role in aiding the sick and wounded in 

conflict. Given the shifting nature of health, war, and international conflict, 

however, it is clear that the legal protections provided to medical personnel 

during armed and non-armed conflict should be re-evaluated. 

The international community must recognize that codification of international 

ethical obligations and protections for medical workers will ensure that 

medical personnel have the necessary legal tools to safeguard their work. 

Absent such protections, medical professionals may find themselves in the 

situation of the Benghazi Six, subject to the political and legal whims of an 

unstable democracy without international legal recourse. The situation of 

the Benghazi Six should send a strong message to the international medical 

community by exposing the weaknesses in the international safety net that 

could crush the spirit of humanitarian aid.

Addendum

After the completion of this article, the Benghazi Six were released on July 

24, 2007. The release was the result of immense political pressure from the 

European Union, France, and England. The French President’s wife, Cécilia 

Sarkovsky, negotiated the release of the prisoners with Colonel Muammar 

el-Qaddafi. Reports indicate that el-Qaddafi was persuaded to release the 

prisoners by his wife and daughter as well. The final agreement entailed 

payment of $1 million to each of the victims’ families, amounting to $460 

million. The European Union encouraged member countries to forgive 

Libya’s debt and contribute to an international fund that will support the 

victims and their families. After eight years and enduring torture, abuse, and 

uncertainty towards their fate, the Benghazi Six finally returned home.130
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fair_trials/manual/3.html (last visited Mar. 1, 2007) (citing the United 
Nations Special Rapporteur on Torture’s requirement that individuals have 
access to counsel within twenty-four hours of arrest). 
31  See ICCPR, supra note 25, art. 14(3)g; see also Fair Trials Manual, 

supra note 30, para. 9.2 (citing cases requiring the “absence of any direct or 
indirect physical or psychological pressure from the investigating authorities 
on the accused, with a view to obtaining a confession of guilt”). 
32  See Convention Against Torture, supra note 25, art. 1 (defining torture 
as “any act by which severe pain or suffering, whether physical or mental, is 
intentionally inflicted on a person for such purposes as obtaining from him or 
a third person information or a confession”).
33  See Convention Against Torture, supra note 25, art. 2(1) (requiring all 
parties to the Convention to take judicial, legislative, and administrative 
actions to prevent torture).
34  See Migrant Workers’ Convention, supra note 23, art. 2(1)a (defining 
“migrant worker” as an individual engaged in “a remunerated activity in a 
State of which he or she is not a national”).
35  See id. art. 92 (affording migrant workers basic human rights protections).
36  See id. art. 16(3).
37  See id. art. 16(2) (stressing that migrant workers should receive 
“effective protection by the State” from violence, abuse, torture from both 
public and private officials).
38  See id. art. 7(a) (affirming that migrant workers have the right to request 
that their home state including the right to communicate with officials his 
country and gain access to an attorney).
39  Contra id. art. 92 (ignoring the special needs and protections of health 
professionals who are migrant workers).
40  See id. art. 10 (calling for elimination of all forms of torture against 
migrant workers and their families including cruel, inhuman, and degrading 
treatment).
41  See id. art. 18 (prohibiting arbitrary arrest of migrant workers).
42  See generally International Committee of the Red Cross (ICRC) 
Website, International Humanitarian Law in Brief, available at http://www.
icrc.org/web/eng/siteeng0.nsf/htmlall/ihl?OpenDocument (last visited Oct. 
6, 2007) (distinguishing between the laws of war regarding when a state may 
actually wage war, and international humanitarian law which governs the 
conduct of war itself).
43  See Francois Bugnion, The Role of the Red Cross in the Development 
of International Humanitarian Law: The International Committee of the 
Red Cross and the Development of International Humanitarian Law, 5 cHi. 
J. int.’l l. 191, 191 (2004) (voicing the opinion that ICRC is the “driving 
force” in the creation of international humanitarian law). 
44  See David P. Forsythe, International Humanitarian Assistance: The 
Role of the Red Cross 3 BuFF. Jour. int.’l l. 237 (1996) 237 (asserting that 
international humanitarian laws infer “a right to humanitarian assistance”).
45  See Bugnion, supra note 43, at 193 (stating that the original Geneva 
Convention for the Amelioration of the Condition of the Wounded in Armies 
in the Field proclaims that wounded combatants and medical personnel 
treating those combatants should be given full protection during wartime). 
46  See Hans-Ulrich Baer, International Humanitarian Law: An 
Introduction, 167 military medicine 8 (2002) (defining international armed 
conflict as armed confrontation between two or more states).
47  See Randall G. Anderson, Historical Analysis of the Geneva and Hague 
Conventions and Their Protection of Military Medical Personnel, Facilities, 
and Transport During World War I 7 (1998) (unpublished Masters of Military 
Art and Science thesis, Bemidji State University) (on file with the Canadian 
Agriculture Library) (asserting that the need for protection of medical 
personnel led to the development of the first Geneva Convention). 
48  See e.g., Geneva Convention (I) Relative for the Amelioration of the 
Condition of the Wounded and Sick in Armed Forces in the Field art. 3, Oct. 
21, 1950, 6 U.S.T. 3114, 75 U.N.T.S. 31 (noting that to achieve the goal of 
protecting the wounded, all individuals outside of combat are entitled to 
protection under international humanitarian law).
49  See Additional Protocol II, supra note 8, art. 1(1).
50  See id. arts. 9, 10. 
51  See Percy BordWell, tHe laW oF War BetWeen BelligerentS: a 
HiStory and commentary 86 (Chicago Callahan & Co. 1908) (asserting 
that the purpose behind the law of war and, specifically neutrality, was not a 
novel idea, but rather, driven by a “humanitarian spirit of the age.”).
52  See l.c. green, War Law and the Medical Profession, in eSSayS 
on tHe modern laW oF War 489, 492 (Transnational Publishers 1988) 
(acknowledging that medical personnel in conflict have traditionally been 
considered with regard to their work to protect the wounded).
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53  See Convention for the Amelioration of the Condition of Wounded in 
Armies in the Field, art. 2, Aug. 22, 1864, 129 Consol T.S. 361 (declaring 
neutrality for all medical personnel aiding the wounded).
54  See e.g., ICCPR, supra note 25 (overlooking the necessity of special 
provisions for international medical personnel).
55  See e.g., id. art. 41(1)b (permitting parties to the Convention to allege 
violations before the Human Rights Committee after first communicating 
with the offending party). 
56  See id. art. 9 (prohibiting arbitrary arrest, detention and deprivation of 
liberty).
57  See Office of the United Nations High Commissioner for Human Rights, 
Status of Ratifications of the Principal International Human Rights Treaties, 7 
(June 9, 2004), http://www.unhchr.ch/pdf/report.pdf [hereinafter Ratification] 
(documenting Libya’s accession to the ICCPR on Mar. 23, 1976, and 
Bulgaria’s ratification of the ICCPR on Mar. 23, 1976).
58  See ICCPR, supra note 25, art. 9(1).
59  See European Parliament, Resolution on the Conviction and 
Imprisonment by Libya of Five Bulgarian Nurses and a Palestinian Doctor, 
Eur. Parl. P6-TA-2007 para. 3, available at http://www.europarl.europa.
eu/sides/getDoc.do?Type=TA&Reference=P6-TA-2007-0007&language=EN 
(last visited Oct. 6, 2007) (voicing Libya’s disregard for the findings that the 
HIV virus was present prior to the Benghazi Six’s arrival in Libya and that 
“strong evidence of the innocence of the defendants has been disregarded 
and ignored”). 
60  See Brody, supra note 27, at 713 (citing to the Human Rights 
Committee’s belief that “arbitrary is not to be equated with against 
the law, but must be interpreted more broadly to include elements of 
inappropriateness, injustice and lack of predictability”).
61  See Butler, supra note 17, at 658-59 (2006) (providing DNA forensics 
that show the strain of HIV contracted by the children in the Al-Fateh 
hospital were already present and spreading in the mid-1990s after the 
Benghazi Six arrived in Libya in 1998). 
62  See Calling on the Government of Libya to Review Legal Actions Taken 
Against Bulgarian Medical Workers H.R. Res. 733, 108th Cong. (2004) 
(condemning the delay in the trial of the Benghazi Six).
63  See General Comment 8, supra note 28 (reiterating that reasonable 
detention is no more than a few days); see also Bulgarian News Agency 
Website, Chronology of Events, available at http://www.bta.bg/site/libya/en/
02chronology.htm (last visited Sept. 20, 2007) [hereinafter Bulgarian News 
Agency] (demonstrating that Libya did not grant access to defense attorneys 
until after the charges were filed). 
64  See Butler, supra note 17 (stressing that the Libyan court prohibited the 
submission of evidence exonerating the Benghazi Six).
65  See id. (tracing the family tree of the HIV infection).
66  See Bulgarian News Agency, supra note 63 (finding that after many 
negotiations, Libya finally agreed to allow the Benghazi Six to choose their 
own lawyer). 
67  See Fair Trials Manual, supra note 34, para. 20.3 (emphasizing that 
the Human Rights Committee held that in a capital case, the trial should not 
proceed if the defendant is without counsel). 
68  See Amnesty Int’l, Libya: Time to Make Human Rights a Reality, 34, 
AI Index MDE 19/002/2004, April 2004, available at http://web.amnesty.
org/library/index/engmde190022004 (last visited Oct. 1, 2007) [hereinafter 
Amnesty Int’l] (describing how the nurses confessed in order to stop the 
electric shock torture).
69  See ICCPR, supra note 25, art. 7 (prohibiting all forms of torture); see 
also Convention Against Torture, supra note 25, art. 1 (defining torture as 
any physical or mental suffering for the purposes of obtaining a confession).
70  See micHael garcia, u.n. convention againSt torture (cat): 
overvieW and aPPlication to interrogation tecHniqueS 2 (Congressional 
Research Service, 2004) http://www.fas.org/irp/crs/RL32438.pdf, (noting 
the Convention Against Torture’s definition of torture as “systematic beating, 
application of electric currents to sensitive parts of the body, and tying up or 
hanging in positions that cause extreme pain”).
71  See Amnesty Int’l, supra note 68, at 34 (describing falaqa as beating the 
soles of the feet with electric cables).
72  See Human rigHtS WatcH, WordS to deedS: tHe urgent need For 
Human rigHtS reForm 49 (2006), http://hrw.org/reports/2006/libya0106/ 
[hereinafter Human rigHtS WatcH] (interviewing nurse who stated that 
Libyan interrogators hit her with an electric stick on her breast and genital 

area, and said, “we were ready to sign anything just to stop the torture”).
73  See Convention Against Torture, supra note 25, art. 12; see also ICCPR, 
supra note 25, art. 2.
74  See Amnesty Int’l, supra note 68, at 35 (stressing the lack of impartiality 
in the judicial treatment of the Benghazi Six).
75  See id. (“This evidence was subsequently refuted in court by another 
Libyan doctor, called to give expert opinion, who argued that it would have 
been impossible to identify traces of torture after so much time had passed 
but did not examine the defendants himself.”)
76  See id. (noting that the doctor never actually examined the prisoners).
77  See Human rigHtS WatcH, supra note 72, at 50 (quoting Libyan 
policeman that “[t]hey were treated well and enjoyed all legal rights”). 
Contra, Dimitar Tabakov, Bulgaria Sues Nurses’ Torturers, neWS.Bg (Jan. 
31, 2007), available at http://international.ibox.bg/news/id_137911897 (last 
visited Oct. 6, 2007) (citing to Bulgarian authorities who believe that they 
have sufficient evidence to try the Libyan police for committing torture).
78  See Human rigHtS WatcH, supra note 72, at 50.
79  See Ratification, supra note 57.
80  See Migrant Workers’ Convention, supra note 23, art. 10.
81  See id. art. 16(2).
82  See id. art. 16(4).
83  See id. arts. 16(7)a, 16(7)b, 16(7)c. 
84  See Bulgarian News Agency, supra note 63 (indicating that the 
Bulgarian embassy went a week without official notification of the detention 
of the Benghazi Six).
85  See Amnesty Int’l, supra note 68, at 33 (recounting that during the first 
nine months of their imprisonment, the Benghazi Six met with Bulgarian 
authorities only three times).
86  See generally Geneva Convention I, supra note 6, arts. 24-27).
87  See BeigBeder, supra note 9, at 338 (justifying not granting immunity 
to medical personnel who do not receive special assignment from the State 
party in order to ensure that the country could control and monitor any 
abuses of the medical privilege).
88  See Additional Protocol I, supra note 20, art. 21 (citing to the protections 
in Geneva Convention I, Article 35 that medical personnel could not be fired 
on, nor prevented from, carrying out their work in the hospital); see also 
Geneva Convention I, supra note 6, art.28 (delineating that captured medical 
personnel are not considered prisoners of war, but should be entitled to 
services in “accordance with their professional ethics”).
89  See Geneva Convention I, supra note 6, art. 27 (requiring members of a 
neutral volunteer society to not only obtain consent prior to intervention but 
to also notify the opposing party). 
90  See BeigBeder, supra note 9, at 345.
91  See BritiSH med. aSS’n, supra note 19, at 244 (affirming the origin 
of medical neutrality as to ensure non-discrimination in the provision of 
medical care).
92  See Laura Lopez, Uncivil Wars: The Challenge of Applying International 
Humanitarian Law to Internal Armed Conflict 69 n.y.u. l. rev. 916, 919 
(stating that the original intent of international humanitarian law “lie[s] in the 
suffering it seeks to prevent”).
93  See BordWell, supra note 51, at 257-58 (interpreting the Geneva 
Convention of 1909 to assume that volunteer societies could use the 
protection and immunity of the Red Cross emblem in both war and peace 
where it is necessary).
94  See e.g., HIV and National Security, supra note 18, at 35 (documenting 
the use of HIV as a weapon and accusation, such as in India where the 
government claimed that the “promiscuous Pakistanis” used the deliberate 
infections of HIV as part of their “Islamic jihad”).
95  See BeigBeder, supra note 9, at 343 (reiterating that medical volunteers 
must be attached to a neutral society recognized by the parties to the conflict).
96  See BritiSH med. aSS’n, supra note 19, at 249-50 (documenting 
violations of medical neutrality that fall outside international humanitarian 
law).
97  See id. at 242 (emphasizing that civilian deaths in non-traditional 
conflicts were greater than military personnel casualties).
98  See BeigBeder, supra note 9, at 347-48 (stating that this type of warfare 
is effective because it is covert).
99  See BritiSH med. aSS’n, supra note 19, at 250 (citing to the United 
Nations Sub-Commission on Prevention of Discrimination and Protection of 
Minorities that the “main difficulties are in determining which situations the 
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rules regulating non-international armed conflict become operable, and the 
fact that some situations of internal violations fall outside the law”).
100  See Amnesty Int’l, supra note 68, at 6-7 (documenting arbitrary arrests, 
detentions, and disappearances in Libya in the late 1980s).
101  See BritiSH med. aSS’n, supra note 19, at 251 (voicing concern for 
the absence of international bodies available to report on medical neutrality 
violations fall outside of the Geneva Convention and the Additional 
Protocols).
102  See BeigBeder, supra note 9, at 348 (emphasizing that medical 
personnel’s ethical obligations to take care of those in need directly conflicts 
with the current international law’s recognition of state sovereignty).
103  See Roelf Padt, The Meaning of Medical Neutrality and its 
Consequences in violation oF medical neutrality, 48, 53 (G.L. Wackers 
& C.T.M. Wennekes eds., 1992) (asserting that MSF believe that medical 
assistance prevails over the right of national sovereignty).
104  See id. at 49-50 (describing situations where MSF volunteers entered 
countries without the protection of international medical neutrality). 
105  See BeigBeder, supra note 9, at 271 (noting instances where MSF 
volunteers entered countries without the consent of the government).
106  See IGLHRC, supra note 12 (stressing that the Benghazi Six entered 
Libya legally as guests for the purpose of working and studying).
107  See BeigBeder, supra note 9, at 348 (noting that medical associations 
who choose to adhere to ethics over international sovereignty find themselves 
victims).
108  See Padt, supra note 103, at 51 (finding that because medical neutrality 
has no meaning without the consent of sovereign governments, it often fails 
to protect medical personnel).
109  See BeigBeder, supra note 9, at 339. 
110  See id.
111  See The World Medical Ass’n Website, World Medical Association 
International Code of Medical Ethics, http://www.wma.net/e/policy/c8.htm 
(enforcing the notion that physicians should act solely towards the best 
interests of the patient). 
112  See BeigBeder, supra note 9, at 340.
113  See id. at 349 (distinguishing between the principles of the United 
Nations Resolution and the reality of medical practice where no universal 
standards apply and adherence to international humanitarian law is limited to 
agreement by the respective parties involved in the actual conflict).
114  See id. (arguing that medical personnel should have a right to protection 
based on their roles as medical personnel, rather than as individuals).
115  See id. at 348.
116  See id.
117  See BeigBeder, supra note 9, at 348 (calling for across the board 
protection for all humanitarian efforts).
118  See id. (recognizing the necessity of dealing with non-state actors in 
modern conflict situations).
119  See id.
120  See id. at 349 (noting that the resolution urges respect for the ICRC 
activities).
121  See World Health Assembly, Protection of Medical Missions During 
Armed Conflict, World Health Assembly Resolution A55/VR/9, http://www.
who.int/gb/ebwha/pdf_files/WHA55/ewha5513.pdf (reaffirming principles of 
medical neutrality in light of an increase in attacks on medical personnel).
122  See id. (emphasizing the importance of adherence to the Geneva 
Conventions, and the protective status of medical personnel during armed 
conflict). 
123  See World Medical Association, Proposal for a United Nations 
Rapporteur on the Independence and Integrity of Health Professionals (Nov. 
1997), available at http://www.wma.net/e/policy/h19.htm (last visited Oct. 
6, 2007) (stressing that physicians should have freedom of movement in both 
conflict and non-conflict situations).
124  See id. (encouraging the reporting of human rights violations by health 
professionals).
125  See Annas, supra note 4, at 119-20 (describing the formation of an 
international medical tribunal).
126  See id. (stressing the importance of using criminal sanctions against 
physicians who contravene international law and medical ethics).
127  See id. at 120-21 (outlining the Tribunal’s functions to include hearing 
cases, developing international regulations, and, if necessary, spurring public 

condemnation where international law does not exercise jurisdiction).
128  See Benjamin Mason Meier, International Protection of Persons 
Undergoing Medical Experimentation: Protecting the Right of Informed 
Consent, 20 BerKeley J. int’l l. 513, 523 (noting that two hundred German 
physicians took part in the alleged medical experimentation and torture).
129  See Sidel, supra note 7, at 282 (stressing how ethical guidelines require 
physicians to treat all individuals, while military and international codes 
reject such widespread impartiality and neutrality).
130  See Matthew Brunwasser & Elaine Sciolino, Libya’s Release of 6 
Prisoners Raises Criticism, n.y. timeS, July 25, 2007, available at http://
www.nytimes.com/2007/07/25/world/europe/25libya.html?pagewanted=1&_
r=1&emc=eta1 (last visited Oct. 20, 2007).
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news from oUr nation’s CaPitaL

Congress fails to override President’s Veto 
of sChiP Bill

The State Children’s Health Insurance Program 

(SCHIP) is a national program which began in 1997.  

SCHIP provides health insurance for those families who 

cannot afford private insurance, but whose incomes are 

not low enough to qualify them for Medicaid.  SCHIP 

was created in an effort to quell the rising numbers of 

children lacking health coverage. 

SCHIP is a partnership between federal and state 

governments.  Each state runs its program pursuant 

to provisions issued by the Center for Medicare and 

Medicaid Services (CMS).  SCHIP gives states the 

flexibility to design their programs separately from 

Medicaid, use funds from SCHIP to expand their 

Medicaid program, or combine SCHIP and Medicaid.  

According to CMS, SCHIP covered 6.9 million children 

in 2006. 

Despite the successes of the SCHIP program, the 

number of uninsured children continues to rise; several 

states have not had sufficient funding to successfully 

implement the program.  The federal law authorizing 

SCHIP expired in September 2007.  Until the bill is 

reauthorized, no new federal SCHIP funds will be made 

available for the upcoming and future fiscal years.  This 

fall, both the House and the Senate passed a bipartisan 

measure to expand the program under H.R. 976.  The 

proposed bill, the Children’s Health Insurance Program 

Reauthorization Act of 2007, would expand coverage 

to include more than 4 million additional participants 

over the next five years.  The bill also called for a $35 

billion budget increase for five years, increasing SCHIP 

spending to $60 billion through 2010.  Under the bill, 

the expansion of the SCHIP program would be funded 

by a nationwide tax increase of 61 cents per cigarette 

pack. 

On October 3, 2007, President Bush vetoed the 

reauthorization of the legislation, claiming that 

enactment of the bill would lead to health care 

federalization and expand SCHIP beyond its original 

purpose.  President Bush stated he would be open to a 

compromise, but would not agree to endorse a proposal 

that would expand the number of children covered by 

SCHIP.  On October 18, 2007, the House fell 13 votes 

short (273-156) of the two-thirds majority required to 

override the President’s veto.  On October 25, 2007, 

the House passed a revised version of the vetoed bill, 

with a vote of 265-142.  However, the subsequent 

revised version was seven votes short of overriding the 

President’s veto. 

The revised bill maintained the $35 billion expansion 

proposed in the first version, but also was amended 

to include concessions to some of the President’s 

objections.  The added provisions include making 

illegal immigrants ineligible for coverage, and phasing 

adults out of the program one year earlier than had been 

proposed in the original bill.  Notably, the cigarette 

tax, which Bush also opposed, was reintroduced in the 

revised bill in spite of the President’s objection.  Despite 

the noted concessions in the bill, it is expected that 

President Bush’s veto will not be overturned. 

oiG releases report on fdA’s oversight of 
Clinical trials

Before being introduced into the marketplace, federal 

law requires that all new drugs and medical devices are 

to be tested in clinical trials to ensure their safety and 

effectiveness.  The Food and Drug Administration’s 

(FDA) oversight of clinical trials ensures that those 

responsible for conducting or overseeing clinical trials 

– sponsors of a new drug or medical device, clinical 

investigators, and institutional review boards (IRB) 

– comply with regulations designed to advance the 

public’s health and protect the rights, safety, and well-

being of study participants.     

Prompted by a congressional inquiry regarding 

weaknesses in the FDA’s oversight of clinical trials and 

a series of news articles expressing similar concerns, the 

Office of the Inspector General (OIG), Department of 

Health and Human Services, carried out a two-pronged 

review to (1) determine the extent to which the FDA 

conducted inspections of clinical trials during fiscal 

years (FY) 2000-2005, and (2) assess the FDA’s process 

for inspecting clinical trials.   

In a report released September 2007, the OIG concluded 

that the FDA’s efforts to effectively oversee clinical 

trials were hampered by a lack of data and departmental 

coordination.  The agency did not know how many 

clinical trials were on-going, or how many clinical 

trial sites were involved.  The FDA was also unable to 

identify all IRBs.   Using data extrapolated from other 

government sources, the OIG estimated that of the 

likely 350,000 clinical trial sites associated with new 

drugs or medical devices, the FDA inspected less than 
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one percent of these sites between FY 2000-2005.  In addition, the OIG 

found that most of the FDA’s inspections focused on completed trials rather 

than the on-going trials where human subject protection was most critical.  

There were also inconsistent classifications of the violations found at trial 

sites and, in many cases, the most serious violations were downgraded to 

less serious classifications.  To further exacerbate the problem, the FDA’s 

guidance and regulations for clinical trials are outdated, and do not address 

the complexities of large clinical trials involving multiple sites within and 

outside of the United States. 

The OIG identified several important steps that the FDA should take to 

improve its oversight of clinical trials, including:  (1) develop a clinical trial 

database that includes all clinical trials; (2) create an Institutional Review 

Board registry; (3) create a cross-center database that allows for complete 

tracking of FDA inspections; (4) establish a mechanism to provide feedback 

to investigators on their inspection reports and findings; and (5) seek legal 

authority to provide oversight that reflects current clinical trial practices.  

To read the complete OIG report visit:  www.oig.hhs.gov/oei/reports/oei-

01-06-00160.pdf.

Creating a Private Cause of Action for healthcare Privacy 
Violations

The Health Insurance Portability and Accountability Act (HIPAA), more 

commonly known as the HIPAA Privacy Rule, has increased the prominence 

of patient privacy as a health law issue.  However, since HIPAA became 

effective in 2003, the U.S. Department of Health and Human Services 

(HHS) has not imposed any civil monetary penalties for HIPAA violations.  

HIPAA’s enforcement authority is limited to action by the HHS Office of 

Civil Rights, and no private or state-based litigation is sanctioned under 

the current regulations.  This has led to concerns about the effectiveness of 

HIPAA’s current enforcement approach – an approach that has focused on 

voluntary compliance, corrective actions, and resolution agreements.  In an 

effort to improve HIPAA’s enforcement scheme, Senators Patrick Leahy 

(D-VT) and Edward Kennedy (D-MA) introduced the Health Information 

Privacy and Security Act of 2007 (HIPSA), or Senate Bill 1814, a new 

healthcare privacy bill designed to provide more stringent privacy standards 

and safeguards in addition to harsher civil and criminal penalties for privacy 

violations.

One of the notable provisions of HIPSA would alter the existing privacy 

framework by creating of a private right of enforcement for patients who 

suffer healthcare privacy violations under HIPSA.  Under this proposal, 

individuals could stand to receive compensatory damagers, attorney’s 

fees, and punitive damages for certain blatant violations.  Perhaps as 

significantly, HIPSA would extend the existing enforcement authority to 

the State Attorney General’s offices and any local agencies they recognize.  

The State Attorney General’s offices and other authorities given permission 

to do so will specifically be permitted to file a civil action in federal district 

court as a means of potentially obtaining civil penalties from entities that 

fail to adequately protect patients’ privacy rights.  HIPSA would override 

any inconsistent provisions of HIPAA.

For the moment, the bill has stalled after being referred to the Committee 

on Health, Education, Labor, and Pensions.  HIPSA has received sparse 

public attention and support so far, but this could easily change if one 

of the presidential candidates takes a stance on this proposal.  The Bush 

administration has not expressed any interest in this bill, which was 

expected since bill implies the current administration’s approach to HIPAA 

enforcement is failing.  Given its progressive construction, HIPSA’s 

eventual passage in any form may depend on which party succeeds in 

winning the Presidency in 2008.

small Business healthcare reform

The Senate Finance Committee has recently considered expanding health 

care coverage for employees of small businesses.  The recent Senate hearing 

covered the following topics:  making coverage more portable; creating 

association health plans; reducing the cost of individual market coverage; 

and creating health care tax credits.

Half of the nation’s 47 million uninsured citizens work for small businesses.  

Continually increasing healthcare costs negatively and disproportionately 

affect small businesses.  One proposal to address this problem includes 

arranging for small companies to coalesce with other small businesses for 

the limited purpose of purchasing an insurance policy, thereby spreading 

risks associated with health care costs across a larger pool of employees.  

However, critics of this proposal note that member companies who have 

healthier employees will not likely be amenable to a plan of this nature.

Presidential candidates from both parties have released proposals for 

healthcare reform. Senator Hillary Clinton (D-NY) proposes a health 

care plan which will require all Americans to obtain insurance.  Her plan 

will offer tax breaks to small companies and subsidies for low-income 

individuals.  Senator Barack Obama (D-IL) proposes a national health 

care plan similar to the insurance plan that federal employees are currently 

entitled to receive.  Former Senator John Edwards (D-NC) suggests a plan 

that includes combining insurance pools, tax credits, and expanding the 

Medicare Program.

Republican candidates tend to propose health care reforms that favor tax 

credits over government subsidies.  Former New York Mayor Rudy Giuliani 

proposes expanding health savings accounts.  Former Massachusetts 

Governor Mitt Romney proposes deregulating the private insurance market 

in an effort to drive down premiums.  Senator John McCain (R-AZ) 

proposes allowing insurers to cover individuals who move from state-to-

state.  

Regardless of which plan may be implemented in the future, experts predict 

that no changes will be made to current health care policy until after the 

presidential election in November 2008.

Sherine B. Abdul-Khaliq, Jit Chatterjee, Chandana Kolavala, and Rebecca 
Wolf contributed to this column.
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oregon to Consider smoking tax increase 
to fund healthcare for Children 
Oregon Governor Ted Kulongoski (D) recently proposed a bill that 

would increase the state’s cigarette tax and direct the funds towards 

the state’s health plan, which provides health insurance to uninsured 

children. The bill, known as Measure 50, could create a tax revenue 

between $150 million and $170 million. If passed, the bill may have 

implications for a similar national initiative. As a result, all stakeholders 

are watching closely to see whether the bill passes, and if it does, 

whether it proves successful. 

new french law Allows dnA testing for 
Visa Applicants
On October 23, 2007, the French Parliament passed a new immigration 

bill that may discourage foreigners who hope to join relatives in France 

from traveling there. The new bill offers DNA testing of foreign visa 

applicants and permits researchers to collect racial and ethnic statistics. 

The bill is controversial in France, where both genetics and ethnicity 

have long been considered taboo reminders of the anti-Semitic laws 

adopted during World War II under German occupation.  Supporters 

of the bill claim that it will accelerate immigration applicants’ ability 

to prove familial relationships with French citizens and cite equivalent 

laws in other European nations. At the same time, some civil rights 

activists congratulated the government for eliminating the long-standing 

national ban on all forms of ethnic counting, which could lead to a more 

accurate counting of minorities in France. The bill has been extremely 

controversial, however, prompting protests across the country and 

complaints of racism from leaders of other countries, particularly 

African nations. As a result, some of the bill’s original proposals for 

DNA testing have already been diluted. Under the modified version 

passed by Parliament, DNA tests will only be used in cases where 

children are applying to join mothers in France to prove their biological 

connection to family in France.

tamper-resistant Prescription Pads 
under Medicaid 
Prescriptions for Medicaid beneficiaries must now be written on tamper-

resistant prescription forms. A new regulation issued by Congress in 

May 2007 intends to reduce prescription fraud. To comply with the 

law, paper prescription pads must contain industry-recognized features 

designed to prevent unauthorized copying of completed or blank forms, 

possible erasure or modification, and the use of counterfeit prescription 

forms. The law requires states to comply with at least one characteristic 

defined by the Centers for Medicare & Medicaid Services by April 

2008, and to be compliant with all three characteristics by October 

2008. The original implementation date for the first phase was extended 

after complaints were made that implementation within such  a short 

time period was unrealistic.  

Youth drinking Addressed
There are nearly 11 million underage drinkers in the U.S. and the vast 

majority are considered binge drinkers.  While many programs exist to 

stop teenage alcohol abuse, Stanton Peele, Ph. D., J.D., psychologist, 

parent, and author of “Addiction-Proof Your Child,” presents an 

innovative approach to the problem, advocating to teach teenagers to 

“drink in a civilized fashion.”  Peele contends that in other countries, 

like Italy, Greece, and Israel, teenagers are less likely to binge drink 

because they are allowed to consume small quantities of alcohol early 

on at special occasions.  According to Peele, allowing teenagers to drink 

legally, in turn, diminishes the “temptation” of alcohol. In contrast, 

the U.S. Surgeon General’s Office states that alcohol consumption is 

harmful to children’s brains, yet alcohol remains the “most heavily 

abused substance by America’s youth.” The Surgeon General’s Call to 

Action to Prevent and Reduce Underage Drinking 2007 aims to stop 

current underage drinkers from using alcohol and keep other youths 

from starting.  

Proposed Bill to reform Medical 
Malpractice
On May 24, 2007 Senator Max Baucus (D-MT) and Senator Mike 

Enzi (R-WY) introduced the Fair and Reliable Medical Justice Act. 

The bill seeks to reform the various problems associated with medical 

malpractice litigation, including costly premiums, a lack of incentive 

to admit medical errors, and unresolved compensation claims. The bill 

proposed to fund state pilot programs to evaluate tort alternatives for 

medical malpractice. One of the models proposed by the bill describes 

a situation in which states could create an alternative “court” with the 

following key features: judges who are experts in health care, experts 

hired by a health court, a modified form of negligence defined as 

“avoidability” (i.e., the injury would not have happened had optimal 

care been given), a compensation schedule, no juries, and no access to 

civil court review. One of the main problems arising from the creation 

of specialized health courts is the absence of the trial by jury afforded by 

the U.S. Constitution. The Supreme Court assesses constitutionality of 

removing common law claims from civil courts by relying on a public 

right/private right distinction, stating that the Seventh Amendment does 

not allow Congress to assign adjudication of a private right that is legal 

in nature to an administrative agency or specialized court without a 

jury. 

Sathyan Mathai, Vashti Mercado, Eduardo Pezo, and Dawn Sequiera 
contributed to this column. 
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With pleasure, the Health Law Project, Program on 

Law and Government is pleased to announce the 

establishment of the inaugural Summer Session Health 

Law and Policy Institute.  This one-week program, 

which will be held from June 16-20, 2008, will provide 

J.D. and LL.M. students and practitioners with intensive 

training in a broad spectrum of health law and policy 

topics.  Custom-developed courses* taught by leading 

practitioners from private practice, academia, health 

care organizations, government, and non-governmental 

organizations will provide an intensive learning 

experience for participants.  Academic and CLE credit 

will be available for program participants. 

The Summer Session Health Law and Policy Institute 

is designed for legal professionals who are practicing 

or preparing to practice health care law, and offers 

training in theoretical and practical aspects of health 

law and policy.  American University’s Washington 

College of Law’s location in the nation’s capital also 

provides students with an opportunity to combine 

participation in the Institute with exciting externships or 

summer positions that will enrich their health care law 

experience.

* Courses may be taken for academic credit or for Continuing Legal Education.  These credits 
can also be applied toward an LL.M. degree with a Health Law specialization in the Law and 
Government Program.  A Certificate of Attendance will be presented to participants who do 
not wish to receive academic credit.  Course schedule and offerings are subject to change.  
International Participants should apply at least five weeks in advance and bear the sole 
responsibility for applying for and obtaining a visa at the American Embassy or Consulate in 
their country.  Applicants whose first language is not English must submit a minimum TOEFL 
score of 580 or a written certificate of proficiency from an accredited language institution, 
unless applicant holds a degree from an accredited U.S. institution.  Completed application 
and a $65 non-refundable application fee should be mailed directly to the Registrar’s Office.

registration information:
2008 Calendar
Completed Application and Fee Due: May 2

Registration ends:  May 15

Classes begin:  June 16

Classes end:  June 20

Take-home exams/papers**:  July 12 
**if applying for academic credit

tuition and fees for students
Tuition per credit for 2008: $1350

Non-refundable Application Fee: $65

Student Activity Fee: $30

Note: Tuition does not include expenses for books and other reading materials.

to inquire more about the program, receive an 
official brochure, or request an application,  
please contact:

health law and Policy institute,  

American university Washington College of law

Attn:  Corrine Parver, Esq.

health law Project, Program on law and Government 

4801 Massachusetts Avenue, nW     

Washington, dC  20016

tel:  202-274-4136; fax: 202-730-4709 

Email:  healthsummer@wcl.american.edu
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CoUrses

introduction to international health, human rights and 
Public health

Houeida Saad (1 credit)

Introduces students to the substance and theory of human rights law 
through a focus on public health.  This course explores the link between 
human rights, international public health policy, and international law, and 
examines the right to health vis-à-vis other human rights, as framed by 
international treaties and covenants.

introduction to Medical issues for lawyers

Steve Pavsner, Corrine Parver, select physicians (1 credit)

Provides up-to-date knowledge and information in an introduction to 
basic medical principles and practices, and reviews medical negligence 
law for those students and lawyers interested in medical liability issues.

intersection of intellectual Property and health Care      

Josh Sarnoff, Sean Flynn (tentative), others (1 credit)

Provides significant exposure to the many relationships between U.S. 
patent, trademark and copyright laws and health care, including:  access 
to medicines, data privacy, genetics, and biotechnology.

legal issues in health Care fraud and Abuse

Carrie Valiant, Jack Boese, Corrine Parver (1 credit)

Examines fraud and abuse in the delivery of health care through discussions 
of the major criminal and civil laws and regulations combating various 
forms of health care fraud.  Course includes a False Claims “Boot Camp,” 
as well as Stark and Anti-kickback Statute issues, health care anti-fraud 
enforcement efforts, sanctions, and compliance programs.

introduction to health Care and life sciences 
fundamentals

Lewis Grossman, Joel Michaels, Lynn Shapiro Snyder, Robert Dinerstein, 

others (1 credit)

Addresses the unique issues attorneys face in counseling health industry 
clients, including:  coding, coverage, reimbursement, billing, compliance 
and other regulatory matters.  Includes a Washington Insiders’ Health 
Care Update, which analyzes Democratic and Republican Presidential 
candidates’ health care reform platforms, Congressional and state legislative 
initiatives, and recent Federal government regulatory actions.

faCULty exPerts
John (Jack) t. Boese, Esq.   

Partner, Litigation Group, Fried Frank Harris Shriver and Jacobson LLP 

robert dinerstein, Esq.   

Professor, American University Washington College of Law

sean flynn, Esq.   

Assoc. Dir., WCL Program on Information Justice and Intellectual 

Property (PIJIP) 

lewis Grossman, Esq.   

Professor of Law, American University Washington College of Law

Joel l. Michaels, Esq.  

 Partner-in-Charge, Health Department, McDermott Will & Emery

Corrine Parver, Esq.   

Practitioner-in-Residence and Exec. Dir., WCL Health Law Project

steven M. Pavsner, Esq.  

Managing Director, Joseph, Greenwald & Laake

houeida saad, Esq.  

Deputy General Counsel, INOVA Health System

Joshua sarnoff, Esq.  

Practitioner-in-Residence and Asst. Dir., WCL Intellectual Property Law 

Clinic 

lynn shapiro snyder, Esq.   

Senior Partner, Epstein Becker and Green

Carrie Valiant, Esq.  

Partner, Epstein Becker and Green
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