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PREFACE
SCOPE AND OBJECTIVE OF THE CONSULTATION 
The Minnesota Department of Health Services (DHS) has requested the Health Resources and Services Administration (HRSA) to provide guidance on several anticipatory ethical questions that may arise, mainly as a result of potential budget shortfalls for the state’s ADAP program. HRSA has, in turn, requested Betah Associates, Washington DC, to contract an ethics consultant to provide the appropriate ethical guidance. 
In a communication to the consultant, the client outlined the following ethical questions they would like to see addressed:

i. What are the ethical considerations in rationing access to ADAP

ii. What ethical factors should be considered before implementing a waiting list?

iii. What are the ethical options in communicating with providers and clients regarding a waiting list/ and or other ADAP program changes?

iv. What ethical considerations are important in transitioning clients on and off of a waiting list or other ADAP related services?

v. A discussion of formulary tiering
vi. What are the ethical issues the Planning Council will face in making prioritization and allocation decisions in a climate where health care may be rationed and ADAP resources may not be adequate to meet the needs of all eligible recipients?

vii. How can the Planning Council develop an ethical framework that members can use to make sound decisions on how to allocate Title I and Title II base funds to ensure equitable access to health care, including medications?

The main question before the Planning Council and Drug Formulary Committee at the DHS is how to ration HIV/AIDS treatment ethically. Because there is no guarantee that the state will be able to fulfill its ADAP obligations in the current fiscal year, the DHS in Minnesota would like to anticipate possible ethical problems or challenges that may arise as a direct result of budget shortfalls, and where possible, mitigate any harms that may occur as a result of rationing policies.
The ethics consultant is therefore mandated to work closely with the Planning Council and the Drug Formulary Committee to identify ethical difficulties in the rationing options facing state’s ADAP program, and to provide conceptual and practical guidance on these issues. The ethics consultant is also expected to provide guidance on related ethical issues outlined above, including managing waiting lists for treatment. 
The ethics consultant is NOT expected to make specific recommendations on particular rationing models that ought to be applied. The consultant will, rather, discuss and provide the various methods to ration treatment, detailing ethical justifications (and weaknesses) of the various models. The DHS will ultimately decide on what models (or combination of models), are best suited for Minnesota.
The Clients
The Minnesota HIV Services Planning Council
The Minnesota HIV services Planning Council is a diverse, community-based, volunteer organization made up of people living with, and affected by HIV/AIDS, health care professionals and community members. The Planning Council maintains a membership of up to 30 members (at least 33% of its members must be living with HIV). The Planning Council makes decisions about priorities and fund allocations for services statewide and for the 13-county metropolitan area that includes two counties in western Wisconsin. The Council meets on the second Tuesday of each month for three hour long meetings.
The Planning Council’s primary responsibility it to establish service priorities for the allocation of federal Ryan White CARE funds in Minnesota. Although Planning Council does not select agencies to receive funding, they are instrumental in determining the amount of funding that will be put into general service areas such as primary health care and case management. The Council determines this by carrying out needs assessments and other forms of research. 

The Council works closely with the Hennepin County Community Health Department (Title I) and the Department of Human Services (Title II).

The Drug Formulary Committee
The Drug Formulary Committee (DFC) is charged with reviewing and recommending which drugs require authorization. The DFC also reviews drugs for which coverage is optional under federal and state law--for possible inclusion in the Medicaid fee-for-service formulary. The DFC is comprised of four physicians, at least three pharmacists, a consumer representative, and knowledgeable health care professionals. DFC meetings are open to the public and public comments are taken for an additional 30 days following a DFC recommendation to require prior authorization for a drug. 
The Department of Human Services provides the DFC with information regarding the impact that placing a drug on authorization will have on the quality and cost of patient care. The DFC’s appointing authority is the Commissioner of Human Services. Since the summer of 2004, Drug Formulary Committee in Minnesota has been developing a medical criterion for the ADAP treatment program—the Committee already has a first come/first served model in place. The Committee has been involved in discussions regarding waiting lists in anticipation of ADAP budget shortfalls.
OVERVIEW OF AIDS DRUG ASSISTANCE PROGRAMS (ADAPs)(
ADAPs are the third largest source of federal funding for HIV care, after Medicaid and Medicare.  Shortly after the Food and Drug Administration (FDA) approved the first anti-HIV drug in 1987, AZT (Retrovir), Congress appropriated funds for states to establish state-administered AIDS Drug Reimbursement Programs to assist low income individuals in accessing this new medication. These programs have benefited from the increasing number of AIDS drugs in the market, and consequently, the numbers of clients accessing ADAP services have increased. In 1990, authorization for the AIDS Drug Reimbursement Programs was subsumed under the Ryan White Comprehensive AIDS Resources Emergency (CARE) Act--reauthorized in 1996 and 2000. The purpose of ADAPs as stated in the Ryan White Care Act is to:
“…provide therapeutics to treat HIV disease or prevent the serious deterioration of health arising from HIV disease in eligible individuals, including measures for the prevention and treatment of opportunistic infections…”

Currently, ADAP programs are authorized under Title II of the CARE Act to provide access to HIV/AIDS medications for low income, uninsured and underinsured individuals. State-administered ADAPs are one part of a larger health care system for people living with HIV/AIDS that includes Medicaid, Medicare, private insurance, state/local indigent care programs, and pharmaceutical manufacturer-sponsored patient assistance programs. ADAPs have often been a bridge for clients between private insurance coverage and disability-based medical assistance programs like Medicaid. 
States have authority over many aspects of their local ADAP. Within broad guidelines established by the Health Resources and Services Administration (HRSA), states set financial and medical eligibility criteria for admission to the program and, sometimes, for access to specific covered drugs. States also establish and administer their own ADAP formulary (the type and number of drugs covered by the program), and develop procedures for how drugs are added to, or deleted from the formulary. Finally, states determine how their ADAP will be administered, and how covered drugs will be purchased and distributed to clients. This level of state flexibility in establishing the structure of state ADAP has resulted in significant variation among ADAP programs across the country.
Until recently, states determined how much of their overall Title II award would be devoted for ADAP. Beginning in FY 1996, however, Congress appropriated ADAP-targeted funds under Title II of the CARE Act, thereby giving states an ADAP-specific appropriation, in addition to base Title II funds the states wish to budget towards the ADAP program. In some states, ADAPs also receive state-appropriated funds to support the program. A number of state programs (ADAP) receive contributions from local Title I Eligible Metropolitan Areas (EMAs), to support the state-administered program. ADAPS are not, therefore, entitlement programs, rather they depend on federal and state discretionary funding. 
Currently, many state ADAPs are experiencing large increases in program enrollment, utilization, and monthly expenditures. Faced with rising expenditures and finite resources, many ADAPs are being forced to take drastic measures to avoid bankrupting their programs. Among these measures include capping program enrollment, restricting access to certain formulary medications, and delaying or indefinitely suspending coverage of the new drugs.

In summary therefore, ADAPs plays a critical role in providing resources for prescription drugs for people with HIV/AIDS in the United States who have no or limited prescription coverage. Each year, ADAPs provide drugs for approximately 136,000 clients, or about 30% of people living with HIV/AIDS estimated to be receiving care nationally.

MINNESOTA’S AIDS DRUG ASSISTANCE PROGRAM  
The annual number of new AIDS cases in Minnesota has increased steadily from the beginning of the epidemic to the early 1990s, reaching a peak of 370 cases in 1992. Beginning in 1996, both the number of newly diagnosed AIDS cases and the number of deaths among AIDS cases declined sharply, primarily due to the success of new antiretroviral therapies including protease inhibitors. The number of HIV (non-AIDS) diagnoses has remained fairly constant since the mid 1990s at approximately 200 cases per year, despite consistent increases in the number of people living with HIV/AIDS. By the end of 2003, an estimated 4,895 persons with HIV/AIDS were assumed to be living in Minnesota.

To receive ADAP in Minnesota clients must meet the following eligibility guidelines:
· HIV positive
· Below 300 percent Federal Poverty Guidelines 

· Under $25,000 cash assets 

· Currently uninsured or insured with a drug co-pay 

· Not on Medical Assistance, Medical Assistance for Employed Persons with Disabilities, General Assistance Medical Care or Minnesota Care 

· Those enrolled in ADAP in Minnesota are low income or poor and are pre-disabled. Clients are uninsured or underinsured and have no other way to pay for their drugs or insurance.

(Eighty-three percent of clients on Minnesota’s ADAP are below 200 percent of Federal Poverty Guidelines).

Like most other states, Minnesota's AIDS Drug Assistance Program (ADAP) is running short of funds. This has prompted state health officials to consider several cost-containing methods including introducing co-payments for drugs, and developing a waiting list for future low-income patients requiring the program. The state ADAP currently assists over 1,200 state residents with HIV/AIDS pay for their medicine. About one in four Minnesotans with HIV/AIDS gets some help from ADAP. Since 2001, the number of patients in Minnesota's ADAP has grown by about 50 percent, while the state contribution has dropped by about 1 percent. The federal government pays for three-fourths of Minnesota's ADAP, with the state paying the rest, for a total of $4.2 million in 2004. Minnesota State officials had asked for more money this year, but a budget impasse in the Legislature prevented action on their request.
 Minnesota’s ADAP program may be forced to adopt rationing measures for AIDS treatment, unless the required monies are forthcoming.

SUMMARY OF THE MAIN ETHICAL ISSUES AND COURSE OF ACTION
Based on initial telephone conferences, the following issues were of importance and for which, ethical guidance was sought:

I. The Need for a Conceptual Framework for Rationing HIV/AIDS Treatment

When not all persons in need of HIV treatment can be serviced, distribution of HIV treatment services should be guided by principles of equity or fair distribution, and considerations of human rights, including the right to freedom from discrimination and the right of everyone to the enjoyment of the highest standards of physical and mental health. Because there will be implicit and explicit choices made in any rationing program, a clear conceptual framework must be articulated--grounded in accepted ethical principles.

II. Various Rationing Programs – Strengths and Limitations

There are currently various ways to ration scarce resource. It must be understood that several factors can influence the rationing process, including ease of access to health services. Rationing is also a political process, and a continuous effort is needed to avoid scarce medical resources being channeled along the existing lines of unequal power relationships. There is not much consensus among health policy makers on which of the rationing models should apply to the allocation of scarce health resources, and there can simply be no universal agreement on the single best distributive justice theory. However, some theories are better suited in certain contexts than others, while others are inadequate in and of themselves. A discussion of the various ways to ration treatment, their strengths and weaknesses formed a major part of the consultation.
III. Ethical Management of Waiting Lists

Waiting lists are a problem and challenge for health service providers and policy makers. There are, however, common to most publicly funded services worldwide. Waiting lists can create risks to doctors and other health care providers, since in certain instances, duties of care are found to exist, and if these duties are not fulfilled, health professionals can face negligence accusations. Beyond the legal issues, there are ethical questions, including how to determine who should get on and off waiting lists. Many of the ethical questions hinge on how health care providers prioritize patients on waiting lists. This generally creates a conflict between one patient’s wants or needs and those of another patient. There also a conflict between obligations to individual patients already in the system, obligations to patients on the waiting list, and obligations to those who are not yet on the waiting list. A discussion on the ethics and management of waiting lists was conducted by the consultant.
IV. Creating Processes for Ethical Decision Making for ADAP Programs and Planning Council Budget Prioritization Processes
When there is controversy about how to apply and weigh competing principles of distribution, one way to break the impasse, is to resort to fair process—a form of procedural justice, to arrive at agreement about policy. Fair process allows policy makers or decision makers to achieve legitimacy for ethically controversial decisions that are not resolved by clear agreements on human rights requirements (such as a goal of universal access), and human rights prohibitions (discrimination against particular groups). The consultant provided a framework for creating such a process as an option for resolving some of the ethical difficulties arising from treatment and health services rationing.

V. Formulary Tiering – Balancing Ethics with Health Outcomes and Economics

States receiving ADAP funds determine which drugs will be provided. While some states have formularies that include most of the antiviral, prophylaxis, and treatment drugs for opportunistic infections (OI), other formularies limit the number of protease inhibitors and nonnucleoside reverse transcriptase inhibitors (NNRTIs). The net result is usually a limitation of options for appropriate medical care, especially for patients who may have resistance to the only antiviral drugs in the formulary, and for whom no other antiviral drugs are available. Changes in formulary administration, therefore, may have dramatically different effects on utilization and spending, and may in some instances, lead enrollees to discontinue therapy. Associated changes in co-payments can substantially alter out-of-pocket spending by enrollees, the continuation of the use of medications, and possibly the quality of care.  The main ethical response to problems arising from formulary tiering at the state-level is that there ought to be a federal formulary that includes all FDA approved drugs, so that each person with HIV/AIDS eligible for local ADAP funding will have access to the most appropriate therapies.

NOTE: Even though the consultant discussed general ethical issues that arise when drug options are limited to those who need it the most, many of the questions raised will require evidence/studies indicating health outcomes, and consequences of using various drugs and drug combinations. It is strongly recommended that this question be addressed by a health economist. 

CONSULTATION DELIVERABLES

I. Face-to-Face Conversations/Discussions 

II. Presentations to the Clients
III. A Comprehensive Report (compiling important studies and papers on rationing)
IV. A List of Resources and References

METHODOLOGY AND SCHEDULE

The methodology for the consultation consisted of:

I. Face-to-Face Meetings with the Client

II. Extensive Scholarly (ethical and legal) Research on the Issues Raised 

Summary of the Consultation Work Plan
	TASK DESCRIPTION
	TARGETED TIMELINE


	Preparation of Consultation Work Plan
	March 1st 2005


	Consultant Receives Feedback on the Work Plan

	March 3rd 2005


	Familiarization Meeting in Minnesota: Presentations on the Main Ethical Issues
 
	March 10-12th 2005 

	Extensive Research on the Issues Raised at the Familiarization Meeting, and Preparation of Presentations for Discussion by the Consultant

	March -April 2005 

	Presentation of Ethical Guidance to Clients on the Various Issues Identified

	April 24 2005 

	Submission of a Final Consultation Report, Factoring in Client Comments including a Bibliography (List of Resources)

	May 16th 2005 


PHILOSPHICAL FRAMEWORK FOR RATIONING 

(Norman Daniels and James E. Sabin)

Most societies believe that access to health care should be based on need and not ability to pay.  Whatever other, often vast, inequalities are tolerated, health care is seen as different and efforts are made to distribute it much more equitably. Thus, most advanced societies other than the United States have universal coverage systems or medical insurance. Even the US provides some safety nets for the very poor, universal coverage for the elderly and those with serious disabilities.

Why is health care seen as special and distinct from other services? One way to answer this is to view health care as a way to preserve capabilities individuals need to participate in the political, social, and economic life of their society. Thought this way, one can then argue that disease and disability create additional obstacles to participating in society, thus reducing fair opportunities for individuals. Health care is of special moral importance because of its central (if limited) contribution to protecting our opportunities or capabilities. Our social obligations to protect opportunity—our rights to equal opportunity—gives us a claim on others for appropriate forms of health care. One could then argue that the right to health care is thus a special case of a right to equal opportunity. There are other services or goods that create opportunity e.g. education, job training—these all affect opportunity, and this is why despite the importance of health, it has to be weighed against other goods.
Despite the moral importance of health care, society has to set limits to health care and establish priorities about how the resources will be used—whether they acknowledge this or not. Rationing in economic terms is defined as any policy or practice that restricts the consumption of a good that individual’s desire or need.
 When demand for some good exceeds supply, a rationing system may be brought in to place limits on demand until it matches supply.

Limit setting is often greeted with distrust and with challenges to the moral authority, or legitimacy, of those who set the limits. Justice requires that all societies meet health care needs fairly under reasonable resource constraints. A just health care system should use its resources wisely, avoiding waste and aiming to get value for the money spent on health care. 

Why is it important for ethical principles to guide treatment rationing decisions?

i. Ethical principles can be used to select and justify actions or policies designed to protect people’s rights, maximize their welfare, and avoid harming them.

ii. Depending on the weight given to these principles, various groups can be chosen to benefit from the provision of ADAP resources.

iii. Persons and societies give various weights to ethical principles and can therefore be expected to reach various decisions, any of which, however, may be defensible in ethical terms.

iv. Addressing rationing decisions by means of ethical analysis helps to promote policies and programs that are ethically defensible, and, in consequence, are more likely to be broadly acceptable and to stand up to the criticism that arises in any highly charged field.

Macro-ethical Issue: Scarcity?

The first ethical issue that must be raised is whether there is in fact scarcity warranting rationing policies. In other words, rationing may be the symptom of an underlying problem, and it is important to unpack what the real story behind the rationing is. Scarcity has many causes---there may be an absolute limit of particular resources, or there may be factors on hand that are affecting distribution of that resource. One must establish whether the shortage of resources, in this case, funding for treatment, is also due to waste, irrationality or due to what some may perceive as trivial pursuits. One can argue that if there were true scarcity, society would not be spending health dollars on things like face lifts, hair transplants, or expensive diet supplements. For some therefore, the need to ration has to be balanced with what society is currently spending its money on---priorities. The extreme position: when there is an absolute limit to the resource then, the central issue is who should be treated when not all can be treated. When however, there is an adequate amount of the lifesaving resources, but there are barriers to its distribution to those whose lives would be prolonged or saved by receiving it, then society must consider questions concerning human dignity, the common good, justice and beneficence.
ADAPs were founded in 1987 to pay for HIV related medications in the US and to help provide prescriptions for HIV infected patients ineligible for Medicaid who have no private insurance. As HIV care has shifted from the inpatient to the outpatient arena, and as patients live longer because of more effective ARVs (protease inhibitors and HAART—highly active anti-retroviral therapy), medication costs have increased, and ADAPs have increasingly been under emergency measures, with coverage limitations and eligibility restrictions. One must then question why more money is not being allocated for these important, life-saving programs. Are these political decisions? Economic? To explain to those who are on such programs why they are being denied treatment, one has to critically examine the big picture and try to get to the root of the problem, and be truthful about why rationing is being done.
I RELEVANT ETHICAL CONCEPTS AND PRINCIPLES 
i. Human Dignity affirms the value of every human being by virtue of simply being human. The alienable rights of persons are guaranteed by constitutions and international human rights instruments. Each human being is unique and sacred and deserves to be treated with dignity. Also referred to as “respect for persons.”
ii. Autonomy – The principle that independent actions and choices of the individual should not be constrained by others.

iii. Equity – This is a formal principle, and is the basis for the requirement of non-discrimination in the right to health. No one should be denied health care on the basis of arbitrary or non-relevant criteria. Unfortunately, this principle does not state what the relevant and non-arbitrary criteria are. Analysis must therefore use substantive or material ethical principles in addition to this notion of equity. However, equity is an important principle to invoke to prevent discrimination against some infected individuals or groups.

iv. Distributive Justice – broadly, distributive justice demands that the allocation of income, wealth, and power in a society be evaluated in light of their effects on persons whose material needs are unmet. In other words, distributive justice requires that burdens and benefits be distributed in a fair and equitable, but not necessarily equal fashion. This principle of fairness is met when people are treated justly, which is often expressed as treating like cases, alike. In this case, the determination of which characteristics should be compared is the crucial issue.
v. Utility - This principle holds that one should act so as to produce the greatest good. This basically calls for maximizing overall society benefits. Utility is sometimes understood as efficiency in reaching the goal of maximizing societal benefits.
vi. Efficiency – This principle favors minimizing the use of resources needed to produce an objective, or maximizing the total impact from a given level of resources. Although an act must be efficient to satisfy the principle of utility, not all efficient acts maximize total welfare. For example, in choosing among alternative policies to provide treatment to a particular group within a population, one policy could be selected as the most efficient even though none of the alternatives satisfy the utility principle by maximizing overall benefits to the population as a whole
vii. Maximin Principle – This principle means giving preference to those who are worst-off or least advantaged. Here again, the issues will be how to determine “worst off” e.g. those with the worst health overall, those who will fare least well if not treated, the poorest, the most vulnerable or generally marginalized in society or those with the least access to health services. The chosen characteristics will shape the treatment policy & wait list.
viii. Non-Maleficence – This ethical principle literally means “do no harm.” One has a duty not to inflict evil, harm or risk of harm on others. This principle is related to another ethical principle, beneficence—one has a duty to help others by doing what is best for them
ix. Truth-telling (honesty, integrity) – This principle requires one to disclose all pertinent information about a person to that person.
x. Professional Responsibility – this principle provides that health professionals have an obligation to observe the rules, principles and moral precepts governing relations with patients, colleagues, the profession as a whole and the community at large.

xi. Priority-Setting – this refers to preferential ratings.  It is a ranking of goals or purposes in the order of their perceived importance. Economists for example, try to develop quantitative formulas for allocating health resources. The aim here is to try to bring objectivity and higher rationality to political and policy processes thought to lack those features.
Some values can conflict with each other, for example, maximizing overall benefits may conflict with giving everyone a fair chance. It may therefore require policy makers to decide whether to limit overall benefits in order to achieve greater fairness. Sometimes, the values and principles reinforce each other. The responsibility of policy makers and planners responsible for making these decisions is to clearly identify trade-offs where they are unavoidable, and to engage the community in resolving them in a transparent manner. 

Summary Box—Ethical Principles and Concepts
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These ethical principles are also endorsed in international legal instruments; for example:

v. 2001 UN General Assembly adopted the Declaration of Commitment on HIV/AIDS affirms the commitment to human rights as an essential element of the global response to HIV and AIDS.

vi. International Guidelines on HIV/AIDS and Human Rights – UNAIDS in 1998.

II
Rationing Models
In his book, Theory of Justice, John Rawls explained that the way in which we form stable and just societies is through building consensus that merits endorsement by rational and informed people of good will.
 He argued that this process requires a commitment to three main principles of justice: 

· Each person is to have an equal right to the most extensive system of equal basic liberties compatible with a similar system compatible for all.

· Offices and positions are to be open to all under conditions of equality of fair opportunity – persons with similar abilities and skills are to have equal access to offices and positions.

· Social and Economic institutions are to be arranged so as to benefit maximally the worst off.
 

There are several ways to think about distributive justice that go beyond these formal theories of justice, as expressed by these maxims of justice:
i. to each person an equal share

ii. to each person according to individual need

iii. to each person according to individual effort

iv. to each person according to societal contribution

v. to each person according to merit 

vi. to each person according to the agreements he has made.
These ideas about justice have been developed into various theories that are applied to the problem of just allocation of scarce health resources. 
1. The Utilitarian Model:

Utilitarian theorists, most notably John Stuart Mill, argue that justice is served when the greatest good is provided to the greatest number of people. In other words, that we should not just consider the utility of isolated acts, but also the utility of rules of conduct, which if adopted and adhered to, maximize utility. Utilitarians would thus support the seeking of cures for more common (rather than rare) diseases, adopt programs that help many rather than few, and generally use funds where they will have the largest aggregate positive impact on the most people.
 
There are different interpretations of this theory of justice. For example, some Utilitarians would resist funding expensive organ transplantations that help relatively few for a short time, if they sidetrack programs that could help many. In the context of AIDS drugs, a different utilitarian approach could call for treating the greatest number of people, even if some (the sickest) could benefit only temporarily before their overall health status worsens. On this view, health benefits would be maximized even though the sickest people would receive a small amount of benefit. 
Another interpretation would give priority to people whose medical condition is such that they respond better to treatment, and are likely to survive for the longest time. This interpretation would exclude patients whose HIV disease has progressed to a point where only a temporary health benefit can be expected.
 This is sometimes called the Fair Chances Vs Best Outcome problem. Some may argue that equity requires giving everyone a fair chance at treatment, even if that option would not result in the best overall health outcome.

Problems with the Utilitarian model:

a. Defenders of this model presuppose that we can calculate what is best for the greatest number—and this is questionable. Which benefits should be counted? Only the medical benefits? Society benefits? For example, should a factory worker receive priority over a child or an unemployed person because he or she produces economic benefits for the society? However, giving priority to more productive members of society would perpetuate the exclusion of individuals and groups who have historically lacked access to health care. There is at the moment, no consensus on the appropriateness of taking these types of considerations into account. There is however, agreement that social worth measured in terms of financial wealth or social prominence is NOT an acceptable criterion for giving first priority to individuals or groups. In addition, individuals should not be denied access based on perceptions of their lack of social work. If certain groups are given priority, it is important to ensure that the reason for this is the anticipated health or social goods that are produced, and not the inherent worth of the chosen groups.

b. Another criticism of utilitarianism is that whole groups could be excluded from beneficial health care for the sake of the common good. People with expensive or rare conditions, and those with illnesses that are stigmatizing or causing people to be disvalued, might be excluded from beneficial care using this view.
Sympathy for this view may depend on beliefs about whether we make utility calculations, or whether it seems unfair to exclude some groups for the common good regardless of the results of the utility calculation. Defenders of this view argue that there is more utility in adhering to just principles and established rights, than by violating them by unfair exclusions of individuals or groups.
2. The Egalitarian Model

This theory of justice tries to solve the allocation dilemma by arguing that access to the same benefits, goods and services should be provided by everyone on the same basis. It is a principle of justice that requires us to try to make people’s objective net wellbeing as equal as possible. Egalitarians do not want exactly the same treatment for everyone as a condition of justice, but for everyone to have access to the same goods, services, and benefits on the same footing. 
This principle underlies rationing programs that emphasize health equity over health maximization. The goal is to reduce disparities in health status among different groups. Egalitarians look at outcomes of distribution schemes to determine if distributions have been fair. For expensive and scarce resources, they would advocate the use of lotteries so that all similarly situated individuals would have an equal opportunity and be recognized as of equal worth and need.
Problems with the Egalitarian Model 
a. Some people’s needs are so great that is argued that they could consume most of the resources of the health care system—in other words, how can egalitarians give consideration to cost, utility and efficiency?

b. The other problem is that egalitarians face is clarifying what kind of equality is important---resources for health? Health status? Access to healthcare? Because health needs differ widely among people and groups, the choice has important policy consequences. Giving everyone the same resources will produce different outcomes because health needs vary.  This illustrates that giving everyone the same resources can be inequitable.

Sympathy for egalitarians will depend in part, on whether one thinks it unfairly restricts freedom of choice to insist that whatever health care cannot be provided to all on the same basis can be provided to no one. This principle is however, relevant to providing equitable access to treatment for groups that have been underserved by the health system or denied care altogether and therefore suffer generally worse health status. This principle calls for ensuring that all groups and categories or persons have equal access to treatment, but taken by itself, it does not imply that these groups should be given priority over others with the same medical needs. Additional considerations are needed to make the case for determining priority of access.
3. The Libertarian Model
Libertarians place emphasis on contribution and merit in a free market arrangement so that they would argue that the primary responsibility for health care lies with private citizens and not with the state. They would assert, therefore that market forces and personal choice should shape distribution of scarce resources. The basis for this is the view that competent adults should not be forced to do anything unless it prevents harm to third parties.  Libertarians argue that that their understanding of justice and peoples rights needs to be supplemented by a theory of virtue, so that people will want to help those who are in need, No claim on people exists to be charitable (e.g. provide free treatment), but  such acts of charity are praiseworthy and should be encouraged. Libertarians, however, favor special state protection of certain group, including incompetent persons. A system favoring special benefits based in redistribution of wealth for competent adults, however, is considered to be unjust.
Problems with the Libertarian Model

There are several problems with this model, but the main one is its dependence on the existing distribution of wealth—which many would argue is the wrong premise to start if one is interested in equitable access and fairness.
4. The Maximin Principle

Others argue that priority in the allocation of a scarce resource should be given to the worst off or to the least advantaged. Maximin means it matters that we help those that are least well off. This principle calls for giving preferences to those who are worst off in some relevant respect, but its status as a principle of equitable selection remains open to debate. This principle, would require that preference be given to the poorest, lowest socioeconomic class and the most vulnerable in a given population.
 Another interpretation of this principle would consider the least advantaged to be those who are the sickest, irrespective of how much they would benefit from antiretroviral therapy. This means that if patients in an advanced state of clinical AIDS can still benefit from ARVs, they should be among the first treated. The consequence of this could be to divert resources away from people who could potentially benefit from treatment; the result would be in direct conflict with a health maximization principle (fair chance vs. best outcome problem).
Another interpretation of the maximin principle would mean giving priority to those most in need, where need is understood to be “how badly off people would be if not treated.” This is also called the “urgent need principle”. According to this view, preference should be given to patients in urgent need of treatment, on the basis of how much they can benefit individually, treating the neediest first. Using this principle would result in treatment of comparatively fewer patients than using a straightforward utilitarian principle.

Problems with the Maximin Model
a. There is no clear obvious way of determining how much weight should be given to a principle that calls for giving priority to the sickest. 

b. On the assumption that giving first priority to the sickest is a reasonable ethical principle, the problem becomes how much aggregate health benefits should be sacrificed in order to treat the sickest first. Furthermore, with respect to who are the considered to be the “worst off”, “most vulnerable” or “least advantaged: according to other criteria, there is likely to be considerable variation among different societies
Summary of the Models

[image: image1]
Discussion
There is not much consensus among health policy makers on which of the above theories should apply to the allocation of scarce health resources, and there can simply be no universal agreement on the single best distributive justice theory. However, some theories are better suited in certain contexts than others, while others are inadequate in and of themselves. There have to be tradeoffs between economic efficiency and social equity.
 A free market enterprise for HIV/AIDS drugs for example, would not be a fair and just option for the very poor. 
Despite these disagreements, societies must arrive at rationing policies. In general, rationing polices have to be:
i. Clear (precise and understood by all)

ii. Simple (easily applied)

iii. Efficient (maximizing benefits)

iv. Equitable (treating people fairly)

v. Non discriminatory

vi. Legitimate (fairly developed)

vii. Measurable (allowing attainment to be monitored)
viii. Sustainable

ix. Legal (consistent with national law and international human rights norms)

III
IMPLICIT RATIONING VS EXPLICIT RATIONING
Rationing as a term is often used interchangeably with prioritization, which seems less harsh, but the two terms essentially mean the same thing—limiting health resources.

What is implicit rationing?

Simply put, implicit rationing is rationing without one single defined rationing plan. It is implemented by using one or many subtle ways to ration. In an implicit rationing model, no one person or institution takes responsibility for making resource allocation choices. It is invisible rationing and choices are usually localized and primary health care providers are given a role as rationing agents. Implicit rationing occurs through mechanisms like cost sharing, waiting lists, and requiring professionals to work within a constrained budget. Sometimes even the people directly affected or involved in making these implicit rationing decisions do not know which choices have actually been taken or on what grounds. In implicit rationing inclusions of health services are often publicly known, while exclusions are performed implicitly.

In implicitly rationed health programs, health care providers are the key decision makers about demand for health care, as they serve as “gate-keepers” to access to treatments, care units and medication. Therefore, the decisions of primary health care providers mainly determine the allocation of health care resources. Health providers therefore have a fair amount of freedom as to how to use health resources e.g. in the NHS – Britain.

The Case against Implicit Rationing:

i. Implicit rationing places a great responsibility on primary health care providers, who now need to make their decisions under multi-dimensional uncertainty and juggle several moral demands.

ii. Implicit rationing can force primary health care providers to sacrifice their professional integrity and to resort in many cases, to random selection methods or subjective preferences in allocation of health care resources such as biases based on class, race, intelligence, family circumstances and personality traits.

iii. By various means, physicians and other health providers like to give medical rather than fiscal explanations for the decline of scarce health care resources, and to maintain the belief that they are giving the patient the best possible care.

iv. Sometimes primary health care providers may not be willing to deal with these multi-dimensional demands (rationing realities, their own value systems, patient’s value systems, health outcomes), which may inhibit them in what they believe is their primary duty: to treat and care for people.

v. It is not clear that primary health care providers are the best people to put in charge of the resource allocation process, even though a system that would ignore primary health providers in its allocation would be even less tolerable (there needs to be a little flexibility for primary health providers in the decision-making process).

vi. In implicit systems, primary health providers are only given minimal guidelines (as opposed to elaborate, clearly defined criteria), and there might be a legitimate fear of arbitrariness about the kind of treatment or a patients chances of receiving a particular treatment—the patients receiving the most appropriate care can be influenced by their luck in finding the right primary health care provider and /or their place of residence, as local health authorities may have made differing decisions on the services provided.

vii. Because implicit rationing is insulated form the public view, it is more susceptible to abuse.  In implicit rationing, clinical judgment is intermingled with the normative judgments of the doctor or health care provider. When decision making is implicitly arbitrary, discriminatory and clearly unjust, rationing decisions can be effectively hidden from the moral scrutiny of everyone including those individuals who are the beneficiaries of these choices.

viii. Doctors commonly convey their own values onto their patients in making judgments about patients’ motivation, capacity, function and quality of life.

ix. Public rationing in health care is too valuable to sacrifice for securing an unsustainable ideal of a limitless health care system.

x. Implicit rationing systems fit poorly with ideas of a democratic society.

The Case for Implicit Rationing:
 

i. Because implicit rationing processes are largely invisible, tensions arising from scarcity are reduced. There are fewer chances of government confrontation or challenges to the government processes and agitation for budget increases.

ii. Role of physician trust – patients even in the most liberated medical systems still accept the authority of the doctor, and are not inclined to make a fuss or even be very insistent. Such willingness to do what the doctor says derives from the trust most patients have in doctors and their confidence that they would not knowingly take steps to harm them. To maintain this trust, doctors need some flexibility in the system to do what they consider to be best for their individual patients, despite rationing realities.

iii. Perceived insensitivity of explicit rules – it is not easy to take various ethical and moral aspects into account in rationing decisions. An explicit criterion sometimes rigidifies the process and disallows flexibility in decision-making by primary care providers. Explicit rules can sometimes be seen as insensitive to the innumerable differences among people and circumstances. Seriously ill patients for example, pose substantial complexities and, depending on how illness, culture and personality combine, may require different care.

iv. Inherent biases in public decision-making processes – some explicit processes are not necessarily fair because of the ability of small groups or powerful groups to evoke public sympathy and support in contesting government decision making.

What is explicit rationing?

This occurs when health care resources are rationed explicitly. The difficult decisions of what are excluded and included from a publicly funded health care package are discussed openly and stakeholders (e.g. Patients) are able to participate in the decision-making process. Even with explicit guidelines, health care providers will not be immune to responding to different practice styles, patient demands, or other contingencies external to the clinical decision.
The Case Against Explicit Rationing:
 

i. Who’s Voice: whose voice is being articulated when public opinion is sought on issues like establishing priorities in health care? Is it the articulate middle class in a local community is the “worried well” whose perceptions of health services differ markedly from those of the long-term chronic sick? Explicit rationing that is based on the public’s views in some instances carries the danger of a low priority being attached to the needs of people with mental illness, handicaps, physical disability, those who are old, and those who may be poor an inarticulate. It is not always clear that someone acts on their behalf in such public consultations.

a. Counterargument: The fact that rationing decisions are made explicit does not in itself imply that the public has to have a say about how a decision is made. In other words, a distinction can be made about having an explicit process and making the criteria explicit (the latter could have been done through a fairly closed process).

ii. The Quality of Decision Making: By merely increasing the visibility of a decision process and allowing more individuals and groups access to it, the potential for conflict among key groups of decision makers is likely to increase. Difficulties may be encountered if evidence based medicine (medical criteria) suggests one course of action which may run counter to the expressed public preferences (e.g. automatic inclusion of children in the waiting list).

a. Counterargument: Increasing the visibility of the decision or including more players into the process can help generate new ideas. Also even if there was no open process, the problems that decision makers have to face would still exist—even if the public were not informed of them.

iii. The Power of Numbers: As some economists will attest, once complex problems have been reduced to simple quantifiable comparisons of costs and benefits, or some kind of quality index, it seems irrational not to act on them. However, in reality, numbers (e.g. score systems) are generated and produced by a specific set of technical procedures which may be less comprehensible to the average program manager or decision making body.

a. Counterargument: those for an open process would argue that exposing these formulas to the public may help stimulate discussions on how such numbers were reached.

iv. Appropriate Care: Far from pressure being put on policy makers to increase funding, the opposite could happen—explicit rationing resulting in a restricted list or core-service approach could lead policy makers to believe that there is a finite level of health care and level of resources that are appropriate---once decisions are made, no matter how unfair they may seem in the larger scale, there may be belief that such decisions are appropriate since there is a general belief that resources are scarce. 

a. Counterargument: If rationing were explicit and a restricted list of services were introduced, this might create a public outcry and the opposite might occur—the government would then be forced to find creative ways to find additional monies; such as increased taxation.

v. When does Covert become Overt? There is a danger that if explicit rationing was to become policy, then health care professionals who did not agree would find a way of circumventing the system. The rich and powerful, if sufficiently motivated, will always find ways to circumvent explicit criteria.

a. Counterargument: this may be the case, but like with taxes, it would be odd to suggest that there should not be any tax laws against evasion on the basis that the rich and powerful can always find ways to circumvent them.

Other problems with explicit rationing include:

i. Dealing with differences in culture and needs requires discretion and flexibility—not always an option in an explicit criteria. Differences made too explicit are likely to lead to resentment and conflicts. For example, even if people can informally agree that the same vigor of intervention for the sick, old and younger patients is inappropriate, making the policy explicit and applying it uniformly can result in political acrimony.

ii. It is difficult for those making rationing decisions to do so because they might know some patients/friends/relatives who would suffer as a result of being denied treatment---it may be too much of a burden to put on individuals to make such tragic decisions. However, not trying to deal with the problem explicitly does not mean that the patients/friends/relatives will be given treatment. Decision makers might be just as upset if they find out that these people have been excluded from treatment based on implicit rationing decisions.

iii. It has been argued that explicit rationing would make the doctor-patient relationship suffer because doctors would be forced to tell patients that treatment for their conditions were possible, but unavailable due to insufficient resources. However, it can be argued that this is actually a reason why explicit rationing is important: first the doctor patient relationship may be enhanced if the patient knew the doctor was being honest and open with him—if a patient subsequently discovers information he thinks the doctor has knowingly withheld, then, an important part of the doctor-patient relationship (trust) may be damaged irreparably. Also, if people were made aware that the amount of tax they were willing to pay had an effect on the resources available for treatment resources, perhaps they might decide that higher taxation is something worthy of consideration. Also, patients given this information may be able to find private ways to finance their treatment—withholding information about treatment is to take away this option for the patients and it precludes the patient from making a fully informed choice.
The Case for Explicit Rationing:

i. Explicit rationing offers an opportunity to enhance transparency, equity and governance mechanisms in all aspects of health, including the improved ability of citizens to hold governments and authorities to account in terms of health.

ii. Explicit rationing also provides an opportunity to create proper structures for decision-making, and to inform decision-making.

iii. Addressing rationing decisions by means in an explicit manner opens up the process to wide scrutiny forcing policy makers to promote policies and programs that are ethically defensible, and, in consequence, are more likely to be broadly acceptable.

In practice, rationing is likely to combine both explicit and implicit rationing decisions-making.

Case Study: Great Britain

In Britain, the chosen method of rationing is implicit—there is generally no mention of which treatment will NOT be included in the national health care package, or whether the government considered any criteria other than medical beneficence in choosing between patients. 

In the National Health Services in Britain therefore, patients theoretically have access to all possible medical interventions, but in practice the NHS consents to provide only those medically necessary services that can be managed within the resources available. Patients who need other than an emergency service can join a waiting list, but they have no absolute right to receive the service in a timely way. 

The waiting list in the NHS serves to fit acuteness of need to the resources available. However, given the wide variations in wait list criteria all over Britain, there are calls for making the criteria more explicit.

WAITING LISTS: LEGAL AND ETHICAL ISSUES
Main Principle: Prevention and reduction of harm to those on waiting lists
Virtually every country that has a publicly funded health care system has some issue with access to services and waiting. The issues vary with place, sometimes within a single geographical confine such as a city. Long waiting times are complex problems and there are no easy solutions. In managing waiting lists, several questions arise.
Due to ADAP budget shortfalls, some states have turned to waiting lists and other cost containment measures that client access. As of March 2005, 21 ADAPs reported having one or more cost containment measure in place, including 11 states with waiting lists representing 627 people in Alabama, Alaska, Arkansas, Idaho, Iowa, Kentucky, Montana, Nebraska, North Carolina, West Virginia and Wyoming. Waiting lists fluctuate within and across states over time and many states have waiting lists in place for months, if not years. Waiting lists use a first come, first serve approach. In addition to waiting lists, 12 ADAPs have instituted one or more other cost containment measures including:

· 3 states have capped enrollment but do not have any individuals currently on the waiting list (Indiana, South Dakota and Utah).

· 4 states have capped enrollment for Fuzeon (Alabama, Georgia, New Hampshire, Texas).

· 4 states reduced the number of drugs offered (Arkansas, Missouri, Utah and Washington).

· 4 states instituted new or increased cost-sharing for clients (Arkansas, Minnesota, Utah, and Washington).

· Other states have instituted new eligibility requirements, others have instituted monthly or annual per capita expenditures limits, and about 13 ADAPs anticipate the need to implement additional cost-containment measures by the end of the current ADAP fiscal year (March 31st 2006).

When an individual is on a waiting list, they may not have access to HIV related medications, or they have access through other mechanisms---though these are often unstable. To date, no state has eliminated current clients from its ADAP when faced with the need to implement a waiting list for new applicants. States are now facing many challenges such as how to monitor those on waiting lists, how to help those on waiting lists access prescription drugs through other programs, if available; whether criteria should be developed to bring people off waiting lists into services or whether new clients should be accommodated on a first come, first serve basis; and what kinds of future decisions could be made to reduce or eliminate the need for waiting lists, while least compromising access for all clients? 

In June 2004, President Bush announced a one time, immediate availability of $20 million initiative to provide medications to individuals in 10 states with waiting lists—this funding is due to end in 2005 and states are expected to transition clients from the initiative onto ADAP during the ADAP fiscal year 2005.

Management of Waiting Lists

The following are the major concerns the general public has concerning wait lists:

The timeliness of treatment has the potential to have a significant impact on treatment and chances of survival. Waiting lists seem to compromise this potential. Increasing pain and significant declines in the quality of life while they await treatment

Delays in receiving care can result in additional private costs such as lost days of work, lost income and reduced productivity—costs that are not easily absorbed by welfare programs.
The experiencing of great psychological stress—many people who require treatment and are put on waiting lists have reported that they experience worry, stress and anxiety as a direct result of waiting for care. The patient’s family and friends also share in this anxiety.

Concerns about unfair management of waiting lists: There is a perception that those with contacts—for example patients with friends/relatives in the health care system, are able to jump the queue.

How wait lists are managed is of crucial ethical importance. 

In Canada for example, there is no consistent way of dealing with waiting lists for provision of health services:

· Most waiting lists are managed by individual physicians or individual hospitals. There is little coordination of those lists between physicians or between hospitals—this means that an individual may be on a particular specialist’s list for an appointment, but there may be other specialists who have shorter list and could provide the services more quickly.
· There are few rules governing whether a person should be put on a wait list for a particular service. Individual doctors have almost total discretion as to when a person is placed on a list.
· It is also unclear when the “clock starts ticking” is it after the first visit to the doctors? When the diagnosis is made? Or when a patient’s name is added to a particular doctor’s or hospital wait list.
· There is no serious auditing of wait lists to see if individuals are on the list appropriately, if their conditions or circumstances have changed so that they can be removed from the list, or whether some individuals are on more than one list for the same procedure or service.

This lack of coordination makes patients confused and frustrated. One approach for addressing the problem of wait lists that has been proposed is establishing “care guarantees” where possible. Care guarantees provide patients with a guarantee that they will have access to the treatment they need within a certain period of time---not sure this can be done with ADAP programs. They are basically a maximum needs-based waiting time.
 Care guarantees provide certainty and reassurance to patients. They also require health authorities to take appropriate steps to ensure that the guarantees can be met. However, care guarantees should rely on objective assessment of both the capacity to provide the treatment within a certain timeframe, and the urgency of the condition being treated. One of the problems with this approach is that it is difficult to determine what the appropriate guarantees should be, and it is not clear what the consequences would be if the health care system or treatment program were unable to meet the limits set in the guarantee.

Another important tool in the management of wait lists is to provide health professionals with the necessary training to ensure that the time they wait between when they are diagnosed and when they are treated depends only on the seriousness of their health needs. This work should be done with the full participation of health care professionals involved in providing services.

Patients on waiting lists should be provided with a clear and understandable assessment of:
· Why a particular treatment is being denied, and the options and alternatives that are available, if any, on both an interim, and longer term basis.

· The relative seriousness of their needs for the particular treatment based on an objective assessment by health professionals and reflecting standardized criteria.

· The approximate time they should expect to stay on the waiting list given the severity of their medical need.

· Any changes to the patient’s condition or developments in the treatment program that could either lengthen or shorten the wait time.

Recommendations have been made for policy makers to try to establish voluntary guidelines for the triage of people on state ADAP waiting lists. Another recommendation that has been put forward is to set up a mechanism for the private sector to share the responsibility with the government to make HIV drugs accessible to those who will die without access to these drugs--for example, the creation of an ADAP foundation whose mission would be to:
· Provide emergency funding for people on state ADAP waiting lists that are prioritized according to established national guidelines, with agreement that such funding will not affect their eligibility for state ADAP benefits.

· Fund case management studies of people on state ADAP waiting lists to determine eligibility for other benefit sources. Provide temporary case management support on request from understaffed state ADAP directors.

· Provide assistance and financial support as necessary to enroll people on state ADAP waiting lists into clinical trials. 

Legal Issues arising from Waiting Lists
 

The greatest medico-legal risk that doctors face when they deal with patients on waiting lists, is being accused of negligence. Negligence is a legal concept that is made up of:

a) Duty of care

b) Standard of care (or breach of this duty)

c) Harm and injury

d) Causation
Courts may decide that a duty of care exists when a doctor becomes aware of a patient’s problem or when a patient is put on a waiting list. It is thus important, if confronted with these situations, to document concerns about resources, and explain in ethical terms how the criterion for the wait list was established. However, generally courts do not accept reduced or restricted resources or cost constraints as a justifiable defense for a negligent act.

The threat of medical malpractice litigation ostensibly provides incentives to health professionals to provide care of an adequate quality. Physicians have, on occasion, tried to defend themselves against claims of malpractice by arguing that they had inadequate resources because of rationing decisions made by funders and managers. The courts are generally unsympathetic to such claims. In Law Estate Vs Simice,
 Justice Spencer said “if it comes to a choice between a physician’s responsibility to his or her individual patient and his or her responsibility to the Medicare system overall, the former must take precedence in a case like this.”
In an unusual US case however, Dallas Gay Alliance Vs Parkland Memorial Hospital,
  the plaintiff, a political activist group sought to compel the defendant hospital to alter its policies that effectively rationed care for HIV positive patients. Bed quotas had been established for them, thus limiting the availability of treatment, because the hospital allegedly had experienced difficulty recruiting health professionals willing to care for people with AIDS. The court ordered the hospital to abolish HIV bed quotas, allocate beds to people with AIDS on the basis of need, and dispense treatment to all indigent people with AIDS who held prescriptions. The court in that case explained its actions by saying, “This court is not a physician, nor is it a hospital administrator, but it must be to some extent, a voice of the conscience of the community. That voice must be and is raised in favor of life.”
As rationing becomes more explicit in the US, pressure on courts to intervene when fiscal constraints threaten to make medical treatment unobtainable will increase. Currently, doctors have to make decisions that balance the needs of their own and other patients every day. The resources they have to work with, and the efficiency of the systems in which they work undoubtedly influence the decisions and choices they make.
Comparative Case-Studies
In Canada, a number of institutions maintain internal complaints mechanisms to provide patients with the opportunity to express and resolve their concerns. Several medical organizations in Canada are developing evidence-based benchmarks for acceptable waiting times for particular forms of care. These organizations are making recommendations for acceptable waiting times for access to care in three major categories:
· Emergency – immediate danger to life or limb
· Urgent or semi-urgent
· Routine – situations involving minimal pain dysfunction or disability

The Canadian organizations argue that patients have to wait based on the best available evidence and clinical consensus. These categories, while helpful in terms of prioritization, have limits as well—the categories are rather vague and further distinctions have to be made to these broad categories. Generally, patients who have concerns about accessing timely care have only very limited forms of redress before the courts—usually they have to show that the waiting time would have caused “death or medically significant irreversible tissue damage.”

The United Kingdom has a Health Service Ombudsman who investigates complaints from persons who have “sustained injustice or hardship” as a consequence of (among other things)
· A failure in a service provided by a health service body
· A failure of such a body to provide a service which it was a function of the body to provide
· Maladministration connected with any other action taken by or on behalf of such a body.
Under this UK legislation, the Ombudsman does not have authority to question the merits of a decision made by an administrative body in the course of exercising any discretion vested in that body, except in the case of maladministration. This means that the Ombudsman cannot challenge or question resource allocation decisions and systemic issues causing growing waiting times and lists.

In Spain, waiting times for health care have been reduced primarily due to 4 measures:

· Validating information systems regarding the number of patients waiting (streamlining them)

· Providing incentives to organizations to meet both expenditure targets and waiting time targets

· Adding temporary additional capacity through contracting out to private hospitals etc.

· Requiring the regional government to pay for a patients care in the private sector if a public hospital in its region is unable to meet the waiting time target. Therefore, patients who have been waiting beyond the maximum guaranteed time are sent to a different jurisdiction at the expense of the relevant health authority unable to meet the waiting time target.

In Sweden, the right of each resident to “all necessary health care” is a part of national legislation. Sweden has maximum wait guarantees or care guarantees.
In summary, if there are no incentives within publicly funded systems to maintain standards regarding waiting lists and times, the international evidence suggests that waiting times will grow and that waiting lists may be unfairly administered. This not only places a significant burden on those who must wait, but undermines public confidence in the fairness and sustainability of the treatment program.

How is Priority Criteria Validated?

Generally, criteria for entry into treatment programs or waiting lists can be considered valid to the extent that they make sense to clinicians—that is, insofar as they capture the importance factor clinicians use to assess urgency and priority, and that they make sense to the community of stakeholders as well. The criteria might be considered valid to the extent that they reflect differences in actual clinical outcomes between patients who do (or do not) receive waitlisted services. 

In addition, criteria may be validated if it can be show that it was developed through a fair process, that the selected criterion is justifiable in ethical, economic and medical ways, and that it allows for revision in view of new evidence or information.

Who should have priority on waiting lists?
When not all persons in need of treatment can be provided with drugs, distribution of HIV treatment services should be guided by principles of equity or fair distribution and consideration of human rights, including the right of freedom from discrimination and the right of everyone to the enjoyment of the highest attainable standard of physical and mental health. The right to health embodies entitlements—the right to a system of health protection. However, there are hard choices to be made in any rationing decision, and authorities or decision making bodies have to decide who should be first to gain access to the drugs or who should have priority on waiting lists.

i. Medical eligibility is necessary, but not sufficient for distributing treatment fairly. The World Health Organization, for example, recommends that those with CD4 counts of less than 200 should be given priority. However, this criteria results in beginning treatment at a later point in the disease process—and may not be seen as entirely fair to those who might benefit if they start treatment earlier in the progression of the disease. 

ii. Psycho-social criteria: (adherence to treatment regimen). It is a requirement of both ethics and human rights to avoid a priori discrimination that would exclude individuals or groups in the absence of convincing evidence that they are or would be non-adherent. Psycho-social criteria should be approached with extreme caution. Prejudicial judgments have been made in the past regarding the capability of adherence on the part of some individuals or groups. For example, evidence exists that some individuals who habitually use intoxicating substances have a lessened capability for adherence; but other evidence from harm reduction programs has shown that drug injection users can be highly adherent to ARVs.

iii. Family or social supports – selecting individuals who have family or other social supports has been used as an eligibility criterion for receiving ARVs. However, this could discriminate against unmarried individuals or those lacking social supports, especially members of marginalized groups.

Objections to Favoring Certain Groups: One argument against giving any priority to groups is that doing so is unfair. Does this not mean we are not treating people with equal respect, or as being of equal moral worth—doesn’t prioritizing certain categories fly in the face of the human dignity principle? This is a difficult ethical dilemma, but it can be argued that the most acceptable program for setting priorities is the one that employs the greatest number of ethical principles in choosing among all the groups and individuals for ARVs. A congruence of principles leading to the same choices may indicate that there is less disagreement in how various competing factors should be weighted. Nevertheless, this does not guarantee and equitable program. The order in which the principles are applied, and the weight they are given may vary in different approaches
. Each of the options listed below gives priority to some principles over others. Which approach is most equitable for Minnesota will be best determined by the responsible decision makers complying with mechanisms for procedural fairness.

In any discussion of prioritization or rationing, there should always be two broad moral concerns that are often in opposition:
A. 
To maximize all the benefits, not only health benefits, that are gained by use of limited resources—a principle of efficiency—with any losses being justified; and

B.
To distribute benefits in a way that is fair—all in the need of the benefit have a fair chance of receiving it---principle of equity or fairness.

Giving priority to any individuals or groups is bound to be highly controversial. By applying one or a combination of the theories of justice described, it is conceivable that the following categories may be considered to be priorities on waiting lists:

i. Pregnant women – priorities for these women can be justified on grounds of social utility. Their infants will be given the opportunity to avoid acquiring HIV—prevention of harm to the fetus/neonate. The cost of the short-term drug regimens for pregnant women to prevent mother-to-child are low compared to the lifetime costs of AIDS drugs for those with HIV disease. Also, since many people on state waiting lists may have to wait several months or longer for AIDS drug access, pregnant women who do not have first priority may not be able to access the appropriate drug regimen to maximize the protection of the fetus/neonate from HIV infection. One of the potential concerns for this is that if pregnant women are given priority for treatment, women who know their HIV status might become pregnant in order to get priority on the waiting list.
ii. Post-Partum women – priorities for these women may be justified by the fact that these women may choose to breastfeed, and thereby put their children at increased risk of HIV infection.

iii. The sickest (urgent need) medical criteria– maximin principle—concern for the worst off.
iv. Children – children are a vulnerable group, unable to advocate or seek treatment for themselves. They also constitute the future of society. 
v. Infected partners and children of individuals already receiving treatment – priority for infected family members can be justified on the grounds of medical and social utility, not on grounds of fairness. The prospect of sharing ARVs 

vi. People enrolled in HIV trials/research – in this instance, one could invoke justice as reciprocity—i.e. providing something in return for contributions that people have made. A person who participated in HIV related research is assumed to have undertaken risks or inconvenience of serving as research subjects without a guarantee of receiving any direct benefit. More controversial is selection of individuals or groups who have contributed to society in other ways, unrelated to HIV research. 
vii. People who contracted HIV through unsafe blood collection procedures : Compensatory justice could apply to individuals who were harmed as a result of substandard medical practices such as blood collection, use of unsterile needles etc. They are owed just compensation for lack of diligence or failure to adhere to proper medical practices in the health care system.
viii. Individuals needing post-exposure prophylaxis
ix. Marginalized groups at high risk of having HIV (MSM, sex workers and IDUs) These groups could be given priority of access on grounds of medical utility. Since they engage in high risk behaviors, voluntary counseling and testing followed by treatment can aid in efforts to prevent the spread of HIV. In addition, appeal to the principle of compensatory justice could argue for providing treatment to groups that have traditionally been marginalized and excluded from medical care. These groups may also be considered among the “least advantaged” because of stigmatization and marginalization.
Rationing by Age:

In certain circumstances rationing by age is both morally permissible and justified. However, the capacity to benefit from treatment has to be considered whatever the age of the individual and any measure of benefit needs to take a broad range of medical, ethical and economic factors into account. If age is to be used, as a criterion to ration limited resources explicit, national guidelines need to be developed and applied consistently to ensure that arbitrary differences in the treatment older people receive does not occur. Also, if care is to be rationed by age, perhaps it would be more ethical to ration it by the relevant characteristics of care in old age, not by old age itself. An appearance of rationing by age itself is probably what strikes many people as objectionable.

If eligibility criteria is to take into account personal characteristics (a morally and practically problematic route), policy makers have to be careful to identify personal characteristics which have potential moral relevance and to separate those which do not. A characteristic is potentially relevant if it related to the cause of ill health or the consequence of treatment e.g. adherence patterns. Resistant strains of virus emerge when treatment schedules are not followed precisely—thus in making decisions regarding which patient will be recommended for treatment, a judgment must be made regarding the patient’s ability to comply with the demanding schedule of the treatment regimen. This smacks of paternalism—the health care worker or doctor knows best, however, this must be balanced for the common good—to protect society from the danger of new resistant strains of HIV. The noncompliant patient has to be identified. The cost of treating resistant strains is also higher.

Consultation to determine how to develop and manage waiting lists is important. Competing values and interests have to be addressed among patients and among different groups of patients. A tolerable compromise should be the ultimate goal, because, even if waiting lists are eliminated, there will still be the question who gets treatment first. Not everybody is going to be perfectly satisfied with the treatment they receive. A process that is evidence-based, transparent and accountable, and that includes communication and justification of decisions will go a long way to make people feel that even if they have not received high priority, at least they have been dealt with fairly.

CREATING PROCESSES FOR ETHICAL DECISION MAKING 
Norman Daniels

In the absence of agreement on ethical principles and related rationing models, principles, decision-makers should rely on fair process (procedural justice) to determine what is acceptable in a particular context, and to provide legitimacy to the decisions taken. This is not to say that principles do not count—they are important, however, as we have seen, they can sometimes conflict e.g. individual autonomy vs. social utility.  As a society, we do not have consensus on how these principles should be weighted and applied—because they are morally contentious—we need a fair process to resolve disagreements and arrive at outcomes people can accept as fair.

Fair process is a way to produce agreement, or at least to narrow disagreement, among a group trying to justify decisions to each other. But even process may not eliminate all conflicting results of deliberation. As a matter of social justice, people should know why decisions that have a fundamental impact on their well being are made the way they are. People will want to know if the rationales are based on reasons that they would agree as fair-minded people are relevant to the kind of decision at issue.

Central Features of a Fair Process (Daniels)

Be public and transparent—involving publicly available rationales for the priorities that are set.  In many countries and institutions, resource allocation and prioritization decisions are made out of sight. The goal of securing adequate publicity is a challenging one—thought not an infeasible one. 

What happens when decision makers are public about the grounds of their resource allocation decisions?

i. The rationales provided articulate a set of commitments including ethical commitments that can be subject to greater public scrutiny—in this way, publicity helps to empower the larger public to take democratic control over decisions that affect it in fundamental ways.

ii. The decision makers are held to standards of argument and evidence that they are expected to adhere to in other decisions—in a while, precedents form that shape public debate about these issues and commit decision makers to consistency over time.

iii. The quality of decision making improves if it must stand up to public examination of it for appropriateness and coherence. Publicity requires the information to be both widely accessible to the public, and comprehensible by the public. 

Have relevance
The rationales must rest on reasons, principles and evidence which the community views as relevant to fair decision-making about priorities. This condition involves some restriction on the kinds of rationales that are permitted to serve as a basis for priority setting and limit setting decision. The acceptable rationales must be seen by appropriate stakeholders as relevant to meeting needs for ART in a fair way. For example, as a matter of human rights, and as a presumption of any plausible view of social justice, traits of individuals or groups that have no bearing on needs—such as memberships in some ethnic minority or religious group---should never be permitted as a basis for excluding people form access to treatment or other medical needs. However, to rectify past wrongs or to meet existing inequitable distribution of needs, that information may be relevant to give some priority to historically excluded or vulnerable groups. The information is therefore used to grant priority to those who are worse off.

Relying on this democratic process to settle some contentious issues has some advantages—the minority views will not be compelled to do something for reasons they think are irrelevant or inappropriate—even if the minority does not accept the weight or balance given to various considerations by the majority. The minority can at least reassure itself that the preference of the majority rests on the kind of reasons that even the minority must acknowledge appropriately plays a role in the deliberation. The majority is constrained by having to seek reasons for its views that are justifiable to all who seek mutually justified terms of cooperation.

How can relevant reasons be selected?
There are several types of reasons available in determining who gets treatment. For example, medical criteria—trying to select best outcomes vs. giving every one a fair chance at some benefit, giving priority to some groups etc. (refer to the various rationing models). These ought to be deliberated upon and trade-offs sought---they are valid reasons. There are other features that may be deemed irrelevant and ought not be deliberated upon—e.g. religion, ethnicity or gender as a basis for exclusion or for setting a lower priority. If such features are invoked, there ought to be ethical justification for their inclusion e.g. if women have had much worse access to health services and men are favored, giving priority to treating women would be a defensible view resting on a relevant reason.

A question was raised about “who decides what is relevant” particularly if you have several groups on the table. The response to this would be that the reasons have to be judged as relevant by the range of stakeholders who are affected by the decision. Do such stakeholders believe, for example that these reasons are indeed relevant? Are the claims defended with arguments or evidence? People may of course disagree on the levels of importance of these various factors.

However, some caution is required. For example, it is plausible that in some contexts, some people would openly argue that women should be given lower priority than men, and suppose that this view is taken seriously by various stakeholders. Human rights considerations would clearly outweigh this view—as would arguments from social justice more generally. A local group might consider issue that most would consider to be “irrelevant” for allocation decisions—that issue should not then count as strong or conclusive evidence. In other words, justifications and reasoning in a deliberative process should be subjected to a higher level of scrutiny—social justice or human rights norms.

Communities must also decide how much balance should be reached between efficiency considerations (in the short run) and equity considerations—this will involve tradeoffs between long and short term results, between underserved and better served population. There is simply no set of principles that tells us just what the proper balance point is. Rather the weight given to different considerations may vary from situation to situation. Ignoring equity or medical or efficiency considerations would be an unacceptable extreme, but just where to find balance is a matter for deliberation in a fair process that gives legitimacy to the results.

Who are the appropriate stakeholders?

Generally, the most obvious stakeholders in the ADAP program would be health providers, health planners (program administrators etc), people living with HIV and AIDS, and people at risk of infection from HIV. There are of course other stakeholders, such as families of those living with AIDS, community leaders etc. They are not necessarily elected representative, but rather important stakeholders—this adds legitimacy.

Have a revisions and appeals mechanism 
In light of new evidence, such process must allow for revisiting and revising decisions, and for an appeals process that protects those with legitimate claims against the policies adopted. This is aimed at producing better decisions. It also gives patients some recourse to correct unfair practices (satisfies due process protection—a constitutional right). 
Dispute resolution procedures in health policy play two main roles:

Internally--Gives members and clinicians an opportunity to voice their perspectives. The procedures create the potential for altered and improved decisions.

Externally—procedures contribute to a wider societal learning curve about the need for limits and the ways in which limits can be set fairly.

The revisions mechanism closes the loop between decision makers and those who are affected by the policies they set. This does not mean that every challenge to the process should lead to a reconsideration of the decision made, rather, good arguments that plausibly challenge the provisional decision should be given a visible route back into the policy formulation process.
Have an enforcement and regulation mechanism to ensure that conditions are met.

Finally, fair process requires compliance with the publicity, relevant reasons and revisability and appeals conditions. Compliance will depend on your legal system and regulatory capabilities. This can be a challenge in systems that have long traditions of lack transparency, lack of consultation with parties affected by decisions, and reliance on weak institutions that challenge practices, and improve accountability. Assurances that fair procedures will be implemented and decisions reached enforced are critical.

Implementation Model for Ethical Decision Making in Rationing Treatment

The Procedure is a Dual Process

( Conceptual Framework—Ethical Principles (
( Procedural Justice – Fair Process(
A. Establish a Broadly Representative Ethics Advisory Body

· Include experts—economists, health, pharmacists, legal, program administrators etc.

· Include stakeholders in the community including people living with HIV/AIDS

· Include leaders in the community

· The membership of this body should be highly respected for qualities of fairness, openness, and personal and professional integrity.

· This body may have to decide whether the process should be consultative from the start, or whether it should simply make the public aware of the criteria formulated.

B. Create Opportunities for Public Dialogue on Equitable Access to HIV/AIDS treatment

· Include media events and communications

· Hold public hearings---community meetings

· Aim to allow a wide range of views and expertise

C. Create Policies that are Evidence-Based and Grounded in Ethical Principles and Human Rights

· Ethical Principles and Concepts 

· Human Dignity
· Autonomy
· Equity

· Distributive justice

· Utility

· Efficiency 
· Maximin Principle

· Non-Maleficence

· Beneficence

· Truth-telling (honesty and integrity)

Professional Responsibility
· Rationing Models

a. Utilitarian

b. Egalitarian

c. Libertarian

d. Maximin

· Empirical Evidence: medical criteria, cost-benefit analyses, compliance (technical expertise)
D. Identify Vulnerable, Marginalized, or other Potentially Underserved Populations

· This will depend on context--and may include women, children, the poor, rural populations, marginalized communities such as sex workers, injecting drug users, refugees etc.

· Clearly explain the ethical rationale for prioritizing the groups chosen and the measures for facilitating access for these groups.

· Clearly identify trade-offs in the prioritization process and articulate reasons for such decisions.
E. Ensure that a Fair Process is Established for Making Final Decisions on Eligibility Criteria/Prioritization 

· Public Mechanism

· Does public have access to the full rationales for decisions taken, as well as the decisions themselves?

· Have there been any public hearings or consultations?

· Are the rationales presented in a clear, understandable manner?

· Are complaints made about decisions taken made public? 

· Are proposals to resolve the complaints made public?

· Relevant Reasons taken into Account

· Are the evidence and reasons presented appropriate and pertinent to the fair decision-making about policies and priorities

· Are stakeholders provided with access to all relevant information for deliberation?

· Are all the relevant groups involved?

· Are there discussions on how to resolve disagreements among the groups?

· Are rationales developed that include points of disagreement?

· An Appeals Mechanism 

· Does the process permit the reconsideration and revision of decisions and priorities concerning the equitable distribution of treatment?

· Is the response to the complaints viewed as a way to improve the quality of the process?

· An Enforcement Mechanism

· Is there a consistent criterion to enforce adherence to equity related principles?

· Does the enforcement mechanism ensure that the process remains public and inclusive, providing appeals mechanisms?

F. Create Monitoring and Evaluation Processes

· Are there any measurable indicators defined to monitor the fairness of the program?

· Monitoring and evaluation data should ensure that the program is producing equitable results.
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Presentation Outline

· Rationale for Ethical Analysis in Rationing Treatment

· Main Ethical Principles

· Six Rationing Truths

· Rationing Models

· Waiting Lists

· Creating Decision Making Processes

Calabresi and Bobbit: Tragic Choices

“In the distribution of scarce resources, society has to decide which method of allotment to use…and when attention is riveted on such distributions, they arouse emotions of compassion, outrage and terror. It is then that conflicts are laid bare between on the one hand, those values by which society determined the beneficiaries of the distributions and the perimeters of scarcity, and on the other hand, those humanistic moral values which prize life and well being”

Rationale for Ethical Analysis

· Select an ethical course of action

· Justify or defend rationing decisions in ethical terms

· Promote policies and programs that are more likely to be broadly acceptable

· Stand up to criticism that arises in this highly charged field

Macro-Ethical Issue

· Reasons for Rationing – Scarcity?

· What are the reasons behind the shortage of resources?

· Ethical imperative to explain to those who are being denied treatment 

Ethical Principles and Concepts

· Dignity

· Autonomy

· Equity

· Distributive justice

· Utility

· Efficiency

Principles – Continued

· Maximin Principle

· Non-Maleficence

· Beneficence

· Truth-telling (honesty and integrity)

· Professional Responsibility

· Priority-Setting

Six Rationing Truths – Stuart Rennie

· Rationing decisions cannot be avoided when there is scarcity

· Medical rationing is a highly political process

· Criteria for medical rationing are never purely medical

Rationing Truths

· Rationing decisions require input from multiple players

· Process to create criteria is as important as criteria

· There will always be implicit rationing

Models for Rationing

Theories of Justice: To each person:

· An equal share

· According to individual need

· According to individual effort

· According to societal contribution

· According to merit

· According to the agreements s/he has made

Utilitarian Model


Justice is served when the greatest good is provided to the greatest number of people

What benefits count?

Exclusions of entire groups?

Fair chances Vs Best outcome problem?

Egalitarian Model


Access to the same benefits, goods and service should be provided to everyone on the same basis


Emphasize health equity over health maximization?


What kind of equality is important?


What about cost, utility and efficiency?

The Libertarian Model


Place emphasis on contribution and merit in a free market arrangement


Should primary responsibility lie with private citizens and not with the State?


Does this model depend on existing distributions of wealth?

The Maximin Principle

 
Priority in the allocation of a scarce resource should be given to the worst off or to the least advantaged

Is this an equitable selection method?

How does one determine worst off?

Aggregate health benefits trade off?

Discussion 

· Not much consensus on which model or combination of models is best

· Some theories of justice better suited than others

· Rationing policies: clear, simple, efficient, equitable, nondiscriminatory, legitimate, measurable, sustainable, legal (WHO 2004)

Waiting Lists

Main Principle: Non-Maleficence

Prevention and reduction of harm 

To those in waiting lists

Who should have priority on the list?

Eligibility Criteria?

Management of the List?

Creating Processes for Decision-Making


The lack of consensus on principles of distribution  means that there should be an acceptable fair process for setting limits.

· Public and Transparent

· Have Relevance

· Have a Revisions and Appeals Mechanism 


(Norm Daniels)

Other Issues

Comparative studies

Organ Transplantation

The Oregon Experiment

International Experience with Rationing

NHS – United Kingdom, rationing

HIV/AIDS treatment in Africa
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Presentation Outline

· Rationale for Ethical Analysis in Rationing Treatment

· Main Ethical Principles

· Six Rationing Truths

· Rationing Models

· Waiting Lists

· Creating Decision Making Processes

· Formulary Tiering – Ethical Issues

Calabresi and Bobbit: Tragic Choices

“In the distribution of scarce resources, society has to decide which method of allotment to use…and when attention is riveted on such distributions, they arouse emotions of compassion, outrage and terror. It is then that conflicts are laid bare between on the one hand, those values by which society determined the beneficiaries of the distributions and the perimeters of scarcity, and on the other hand, those humanistic moral values which prize life and well being”

Rationale for Ethical Analysis

· Select an ethical course of action

· Justify or defend rationing decisions in ethical terms

· Promote policies and programs that are more likely to be broadly acceptable

· Stand up to criticism that arises in this highly charged field

Macro-Ethical Issue

· Reasons for Rationing – Scarcity?

· What are the reasons behind the shortage of resources?

· Ethical imperative to explain to those who are being denied treatment 

Ethical Principles and Concepts

· Dignity

· Autonomy

· Equity

· Distributive justice

· Utility

· Efficiency

Principles – Continued

· Maximin Principle

· Non-Maleficence

· Beneficence

· Truth-telling (honesty and integrity)

· Professional Responsibility

· Priority-Setting

Six Rationing Truths - Rennie

· Rationing decisions cannot be avoided when there is scarcity

· Medical rationing is a highly political process

· Criteria for medical rationing are never purely medical

Rationing Truths

· Rationing decisions require input from multiple players

· Process to create criteria is as important as criteria

· There will always be implicit rationing

Models for Rationing

Theories of Justice: To each person:

· An equal share

· According to individual need

· According to individual effort

· According to societal contribution

· According to merit

· According to the agreements s/he has made

Utilitarian Model


Justice is served when the greatest good is provided to the greatest number of people

What benefits count?

Exclusions of entire groups?

Fair chances Vs Best outcome problem?

Egalitarian Model


Access to the same benefits, goods and service should be provided to everyone on the same basis


Emphasize health equity over health maximization?


What kind of equality is important?


What about cost, utility and efficiency?

The Libertarian Model


Place emphasis on contribution and merit in a free market arrangement


Should primary responsibility lie with private citizens and not with the State?


Does this model depend on existing distributions of wealth?

The Maximin Principle

 
Priority in the allocation of a scarce resource should be given to the worst off or to the least advantaged

Is this an equitable selection method?

How does one determine worst off?

Aggregate health benefits trade off?

Discussion 

· Not much consensus on which model or combination of models is best

· Some theories of justice better suited than others

· Rationing policies: clear, simple, efficient, equitable, nondiscriminatory, legitimate, measurable, sustainable, legal (WHO 2004)

Waiting Lists

Main Principle: Non-Maleficence

Prevention and reduction of harm 

To those in waiting lists

Waiting Lists

· Most countries with publicly funded health care systems have issues with access to service and waiting

· Who should have priority?

· Pregnant women

· Post-Partum women

· The sickest?

· Children?

Waiting Lists: Priorities

· Infected Partners and Children of individuals already receiving treatment?

· People enrolled in HIV trials/research?

· People who contracted HIV through unsafe blood collection procedures etc?

· Individuals needing post-exposure prophylaxis?

· Marginalized groups?

Waiting Lists

Rationing by age

Personal characteristics

How long should the wait be?

Potential risks to health care providers?

A tolerable compromise?

Creating Processes for Decision-Making


The lack of consensus on principles of distribution  means that there should be an acceptable fair process for setting limits.

· Public and Transparent

· Have Relevance

· Have a Revisions and Appeals Mechanism 


(Norm Daniels)

Formulary Tiering
Ethical implications of limited options for appropriate care

· Restricted formularies – Long term harm?

· An ethical case for societies to invest in the suppression of HIV through the most effective antiviral drug combination?

Formulary Tiering Contd
· Considerations of justice, equity and efficiency

· Cost-effectiveness framework:

· Make best possible use of available funds to provide greatest health benefit to the population

· Quantify the financial resources required to provide more comprehensive ADAP coverage

· Clinical implications of adherence failures
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· Rationing Decision-making: Explicit Vs Implicit Process for Rationing—Pros and Cons

· Management of Waiting Lists—Legal, Ethical Implications, and International Comparisons

· Process: Creating an Implementation Plan

· Case Study: The Oregon Experiment

Implicit Vs Explicit Rationing

· Implicit – Rationing without one single defined rationing plan

· Explicit – Open rationing process culminating in an explicit plan that states what is included and what is excluded

Implicit Rationing

· Responsibility for rationing decisions – Vague

· Mechanisms: e.g. Cost-sharing, waiting lists

· Usually at level of health care provider—serve as gate keepers to services

· Example—National Health Service, Britain

Case against Implicit Rationing

· Too much responsibility on primary health care providers

· Random selection methods and subjective biases

· Legitimate fear of arbitrariness

· Insulated process—likelihood of abuse

· Fit in poorly with ideas of a democratic society

Case for Implicit Rationing

· Public tensions are reduced---less chance of confrontations

· Physician trust may be promoted

· Provides some flexibility for physicians

· There may be biases in public decision making processes

Case against Explicit Rationing

· Whose voice is being articulated when public opinion is sought?

· Quality of decision making

· Understanding difficulties

· Potential loopholes

· Differences in cultures

· Too much responsibility

· Doctor-Patient relationship suffers

Case for Explicit Rationing

· Offers an opportunity to enhance transparency, equity and good governance 

· Creates proper structures for decision making

· Promotes policies that are ethically defensible

· More likely to be broadly accepted

Case Study: Britain

Management of Waiting Lists

· March 2005 – 21 ADAPS with cost-containment measures: (Nastad & Kaiser)

· Capped Enrollment

· Reduced Number of Drugs

· Cost Sharing

· New Eligibility Requirements

· Expenditure Limits

· Waiting Lists

Facts about Waiting Lists

· May not have access to HIV related medications

· Most states use a first-come, first-serve criteria for entry into waiting lists

· Situation likely to get worse unless a more sustainable solution is sought—Bush’s initiative was a one-time grant of $20 million dollars

Major Concerns with Waiting Lists

· Timeliness of Treatment

· Increasing Pain and Quality of Life

· Psychological Stress

· Unfair Management of Lists

Canadian Example--Inconsistency

· Managed by individual physicians or hospitals

· Few explicit rules governing eligibility

· When does the “clock start ticking?”

· Lack of auditing of lists

· General lack of coordination

Approaches to Improve Management

· Care Guarantees—a maximum, needs-based waiting time

· Proper training of health professionals—particularly on the medical criteria decided upon

· Information for patients—a clear understandable assessment of the situation

Approaches Contd
· Creation of Mechanisms for the private sector to share responsibility 

· Proposal for a ADAP Foundation

· Emergency Funding 

· Case Management

· Facilitate Entrance into Clinical Trials

Legal Issues

· Threat of medical malpractice litigation

· Rationing not a good defence

· Law Estate Vs Simice

· Dallas Gay Alliance Vs Parkland Memorial Hospital

· More pressure on courts to intervene

Comparative

· Canada: Internal Complaints Mechanisms. Canadian Medical Organizations: Evidence-based benchmarks for acceptable waiting times for particular forms of care 

· United Kingdom: Health Service Ombudsman

· Spain: Information coordination, incentives, temporary measures

· Sweden: Care Guarantees

Validating Priority Criteria for Waiting Lists

· Make sense to clinicians & health care providers

· Broad acceptability by community

· They reflect differences in actual clinical outcomes

· Criteria can by justified in ethically, economically and medically

· Criteria—room for revision in light of new evidence

Implementation Plan

Why?


“In the absence of agreement on ethical principles and related rationing models, decision makers should rely on fair process (procedural justice) to determine what is fair in a particular context and to provide legitimacy for decisions made”

Central Features of a Fair Process

· Public and Transparent

· Have Relevance

How does one determine what is relevant?

Who is a relevant stakeholder?

· Revisions and Appeals

· Enforcement and Regulation Mechanism

Implementation Model

· Establish a Broadly Representative Ethics Advisory Body

· Create Opportunities for Public Dialogue on Equitable Access to HIV/AIDS Treatment

· Create Policies that are Evidence-Based and Grounded in Ethical Principles and Human Rights

· Identify Vulnerable, Marginalized, or other Potentially Underserved Populations

· Ensure that a Fair Process is established for Making Final Decisions on Eligibility Criteria/Prioritization 

· Create Monitoring and Evaluation Processes

Summary

· BROAD CONSULTATION

(
· POLICIES AND PROGRAM DESIGN

(
· MONITORING AND EVALUATION 

Oregon Case Study

· 1989 Oregon enacted legislation proposing to explicitly ration health care for over 350,000 of the states Medicaid Population

· Expand Medicaid to all persons with incomes below the federal level

· Rationing was required to increase enrollment

· Process required rank ordering

· Health Services Commission’s Task:

· Obtain Community Participation

· Develop List of Health Services

· Develop Objective Measures to use as tools in assessing the relative costs and benefits

· Integrate all this into a Final Ranking of conditions and treatment pairs.

Challenges Oregon Faced

· How to integrate values and professional knowledge?

· How to describe the range of health care in a manageable and practical way?

· How to measure effectiveness of treatments and compare alternative treatments?

· How to combine all this in a fair, rational way?

Oregon’s Process--Problems

· Community Input

· Values Ranked by Frequency

· Quantitative data sought

· Clinical Sophistication

· Moral and Political Implications of the Plan

· Lack of Clarity about how to handle differences between community and cost benefit rankings

Lessons from Oregon

· In the end, Oregon did not realize the costs savings promised, in part due to political concessions it had to make

· However, it confronted head on the hard choices and unavoidable trade offs

· The process also facilitated social learning about how to make decisions under conditions of relative scarcity 

· It succeeded in creating infrastructure for a politically accountable, credible, and fiscally responsible program. 

· It also showed that among the most important factors for health reform are policy ideas, political support and administrative feasibility.
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· Explicit Vs Implicit Process for Rationing

· Ethical Justification for Prioritizing Certain Selected Groups

· Process: Creating an Implementation Plan

· Discussion of the 2004-5 Prioritization Process of the Planning Council

· Case Study: The Oregon Experiment

Implicit Vs Explicit Rationing

· Implicit – Rationing without one single defined rationing plan

· Explicit – Open rationing process culminating in an explicit plan that states what is included and what is excluded

Implicit Rationing

· Responsibility for rationing decisions – Vague

· Mechanisms: e.g. Cost-sharing, waiting lists

· Usually at level of health care provider—serve as gate keepers to services

· Example—National Health Service, Britain

Case against Implicit Rationing

· Too much responsibility on primary health care providers

· Random selection methods and subjective biases

· Legitimate fear of arbitrariness

· Insulated process—likelihood of abuse

· Fit in poorly with ideas of a democratic society

Case for Implicit Rationing

· Public tensions are reduced---less chance of confrontations

· Physician trust may be promoted

· Provides some flexibility for physicians

· There may be biases in public decision making processes

Case against Explicit Rationing

· Whose voice is being articulated when public opinion is sought?

· Quality of decision making

· Understanding difficulties

· Potential loopholes

· Differences in cultures

· Too much responsibility

· Doctor-Patient relationship suffers

Case for Explicit Rationing

· Offers an opportunity to enhance transparency, equity and good governance 

· Creates proper structures for decision making

· Promotes policies that are ethically defensible

· More likely to be broadly accepted

Case Study: Britain

Ethical Justification for Prioritizing Select Groups

· Pregnant women

· Post Partum women

· The sickest – medical criteria

· Children

· Infected partners and children of individuals already receiving treatment

· People enrolled in HIV trials/research

· People who contracted HIV through unsafe blood collection procedures

· Individuals needing post-exposure prophylaxis

· Marginalized Groups

Tension: Best Outcome Vs Fair Benefits

Implementation Plan

Why?


“In the absence of agreement on ethical principles and related rationing models, decision makers should rely on fair process (procedural justice) to determine what is fair in a particular context and to provide legitimacy for decisions made”

Central Features of a Fair Process

· Public and Transparent

· Have Relevance

How does one determine what is relevant?

Who is a relevant stakeholder?

· Revisions and Appeals

· Enforcement and Regulation Mechanism

Implementation Model

· Establish a Broadly Representative Ethics Advisory Body

· Create Opportunities for Public Dialogue on Equitable Access to HIV/AIDS Treatment

· Create Policies that are Evidence-Based and Grounded in Ethical Principles and Human Rights

· Identify Vulnerable, Marginalized, or other Potentially Underserved Populations

· Ensure that a Fair Process is Established for Making Final Decisions on Eligibility Criteria/Prioritization 

· Create Monitoring and Evaluation Processes

Summary

· BROAD CONSULTATION

(
· POLICIES AND PROGRAM DESIGN

(
· MONITORING AND EVALUATION 

The Planning Council’s 2004-5 Prioritization Process: Exercise

· What ethical values or concepts were invoked in the process?

· Was there enough public consultation? Democratic process?

· Were trade-offs identified—and how were they justified and/or mitigated?

· Resolving of  disagreements among members?

· Were the rationales for the decisions recorded and made available to the public? e.g. Was there any explanation for why primary care and prescription drugs were given priority?

· What areas did members feel needed more deliberation?

· Which parts of the process where particularly strong?

· Was there a formal channel to air complaints and if so, were there any complaints made? How did the Council respond to those complaints?

Oregon Case Study

· 1989 Oregon enacted legislation proposing to explicitly ration health care for over 350,000 of the states Medicaid Population

· Expand Medicaid to all persons with incomes below the federal level

· Rationing was required to increase enrollment

Oregon Contd

· Process required rank ordering

· Health Services Commission’s Task:

· Obtain Community Participation

· Develop List of Health Services

· Develop Objective Measures to use as tools in assessing the relative costs and benefits

· Integrate all this into a Final Ranking of conditions and treatment pairs.

Challenges Oregon Faced

· How to integrate values and professional knowledge?

· How to describe the range of health care in a manageable and practical way?

· How to measure effectiveness of treatments and compare alternative treatments?

· How to combine all this in a fair, rational way?

Oregon’s Process--Problems

· Community Input

· Values Ranked by Frequency

· Quantitative Data sought

· Clinical Sophistication

· Moral and Political Implications of the Plan

· Lack of Clarity about how to handle differences between community and cost benefit rankings

Lessons from Oregon

· In the end, Oregon did not realize the costs savings promised, in part due to political concessions it had to make

· However, it confronted head on the hard choices and unavoidable trade offs

· The process also facilitated social learning about how to make decisions under conditions of relative scarcity 

· It succeeded in creating infrastructure for a politically accountable, credible, and fiscally responsible program. 

· It also showed that among the most important factors for health reform are policy ideas, political support and administrative feasibility

Appendix B
PROCESS WORKSHEET
Implementation Model for Ethical Decision Making in HIV/AIDS Treatment Rationing (WHO)

Dual Process

· Conceptual/Philosophical Framework—Ethical Principles and Technical Considerations

· Procedural Justice – Fair Process

G. Establish a Broadly Representative Ethics Advisory Body

· Include experts—economists, health, pharmacists, legal, program administrators etc.

· Include stakeholders in the community including people living with HIV/AIDS

· Include leaders in the community

· The membership of this body should be highly respected for qualities of fairness, openness, and personal and professional integrity.

· This body may have to decide whether the process should be consultative from the start, or whether it should simply make the public aware of the criteria formulated.

H. Create Opportunities for Public Dialogue on Equitable Access to HIV/AIDS treatment

· Include media events and communications

· Hold public hearings---community meetings

· Aim to allow a wide range of views and expertise

I. Create Policies that are Evidence-Based and Grounded in Ethical Principles and Human Rights

· Ethical Principles and Concepts 

a. Autonomy

b. Human Dignity

c. Equity

d. Distributive Justice

e. Utility

f. Efficiency 
g. Maximin Principle

h. Non-Maleficence

i. Beneficence

j. Truth-telling (honesty and integrity)

k. Professional Responsibility

· Rationing Models

e. Utilitarian

f. Egalitarian

g. Libertarian

h. Maximin

· Empirical Evidence: medical criteria, cost-benefit analyses, compliance (technical expertise)
J. Identify Vulnerable, Marginalized, or other Potentially Underserved Populations

· This will depend on context-- and may include women, children, the poor, rural populations, marginalized communities such as sex workers, injecting drug users, refugees etc.

· Clearly explain the ethical rationale for prioritizing the groups chosen and the measures for facilitating access for these groups.

· Clearly identify trade-offs in the prioritization process and articulate reasons for such decisions.

K. Ensure that a Fair Process is Established for Making Final Decisions on Eligibility Criteria/Prioritization 

· Public Mechanism

· Does public have access to the full rationales for decisions taken, as well as the decisions themselves?

· Have there been any public hearings or consultations?

· Are the rationales presented in a clear, understandable manner?

· Are complaints made about decisions taken made public? 

· Are proposals to resolve the complaints made public?

· Relevant Reasons taken into Account

· Are the evidence and reasons presented appropriate and pertinent to the fair decision-making about policies and priorities
· Are the stakeholders provided with access to all relevant information for deliberation?
· Are all the relevant groups involved?
· Are there discussions on how to resolve disagreements among the groups?
· Are rationales developed that include points of disagreement?
· An Appeals Mechanism 

· Does the process permit the reconsideration and revision of decisions and priorities concerning the equitable distribution of treatment?
· Is the response to the complaints viewed as a way to improve the quality of the process?
· An Enforcement Mechanism

· Is there a consistent criterion to enforce adherence to equity related principles?
· Does the enforcement mechanism ensure that the process remains public and inclusive, providing appeals mechanisms?
L. Create Monitoring and Evaluation Processes

· Are there any measurable indicators defined to monitor the fairness of the program?

· Monitoring and evaluation data should ensure that the program is producing equitable results.

BROAD CONSULTATION

(
POLICIES AND PROGRAM DESIGN

(
MONITORING AND EVALUATION
Appendix C
THE PLANNING COUNCIL’S PRIORITIZATION PROCESS
EXERCISE TO BE CARRIED OUT BY PLANNING COUNCIL
Having gone through a model implementation program, the Planning Council should carry out this exercise on both the conceptual issues and process.
From the meeting minutes, the following values/factors were articulated in making priority decisions:

1. Majority rules—individuals vote

2. Equity

3. Data-based

4. Culturally competent

5. Based on consumer and system needs

6. Efficient use of resources

7. Flexible and responsive to system changes

· Apart from equity and efficiency, what other ethical values or concepts were invoked in the process?

· Was there enough public consultation? Democratic process?

· Open or closed process?

· Were trade-offs identified—and how were they justified and/or mitigated?

· How did the Council resolve disagreements among members?

· Were the rationales for the decisions made recorded and made available to the public? E.g. was there any explanation for why primary care and prescription drugs were given priority?

· What areas did members feel needed more deliberation?

· Which parts of the process where particularly strong?

· Was there a formal channel to air complaints and if so, were there any complaints made? How did the Council respond to those complaints?
· From the presentations and report on ethical issues, what could the Planning Council do differently in its next prioritization process?
Appendix D

 THE OREGON EXPERIMENT –A SUMMARY
(See List of Resources)
1. In 1989, Oregon enacted legislation proposing to explicitly ration health care for over 350,000 of the states Medicaid’s population. This bold move on Oregon’s part drew unprecedented national and international attention to the state. Oregon in effect, offered health policy makers and analysts a window on an alternative future for health delivery in the US.

2. One of the most controversial parts of Oregon’s law was to expand Medicaid to all persons with incomes below the federal poverty level (as opposed to just those who fit traditional Medicaid categories of eligibility and those whose incomes were 58% or less of the federal poverty level).

3. To increase Medicaid enrollment by about 130,000 people and not break the state’s budget, policy makers proposed limiting or rationing the services available to the Medicaid population to what political, medical and social consensus deemed a fiscally and clinically acceptable package of basic health services.

4. To define such a package, state legislators approved an elaborate consultative process involving citizens and experts. This process ultimately involved rank-ordering or prioritizing thousands of medical conditions and their treatments. Because the resources were public resources, Oregon’s health planners tried to make the decision making process establishing criteria open, rational, and politically accountable.

5. The Health Services Commission (body appointed by the governor to create the list) organized its work into 4 tasks:

a. Obtain community participation to learn what Oregonians valued the most (public values) about health and health care.

b. Develop a practical and complete list of health services to describe medical conditions and appropriate treatments

c. Develop objective measures to use as tools in assessing the relative costs, benefits, and importance of health care services

d. Integrate all of the above plus the Commission’s own judgments into a final ranking of condition/treatment pairs

6. Each of these processes presented unique difficulties—

a. How to integrate values and professional knowledge? 

b. How to describe the range of health care in a manageable and practical way?

c. How to measure the effectiveness of treatments and compare alternative treatments for a given diagnosis?

d. How to combine all this information in a fair, rational and practical way.

Process

1. Input from the community was derived from a series of meetings held around the State, from legislative hearings, and from a random telephone poll. Most of those who were surveyed were generally healthy.

2. Thirteen values were ranked in terms of frequency of mention at these meetings—prevention and quality of life topped the list. Officially, these community values were intended to provide a check on the quantitative data drawn from medical outcomes studies, cost benefits analysis and other factors.

3. In 1991, the Health Services Commission presented to the legislature a list of 709 condition/treatment pairings. In that year, the legislature agreed to fund a package of benefits to include the first 587 of those line items.

There were many problems with various aspects of the plan, but I will focus on the process---specifically, the explicit process that was used to determine priorities in Oregon.

1. Many questioned the clinical sophistication, flexibility and utility of a finite and standardized list of condition/treatments in the real world of patient and medical diversity. (See criticisms of explicit processes).

2. There were also problems around the moral and political implications of the Plan—the problem for many was not whether rationing was justified or necessary, rather, who was to bear the brunt of the rationing policies. It was widely held that doctors would be asked to practice two-tiered medicine explicitly. Patients with resources would receive some beneficial treatments and Medicaid patients would receive fewer treatments.  The poor seemed to be the sole victims of rationing and the benefit package for them was considered to be inadequate.

3. The relationship between the quantitative input and community values was not sufficiently defined in the process of prioritization carried out by the Commission. Many felt that the ranking of social values in terms of frequency of mention at public meetings did not generate a credible listing of the public’s health care priorities. 

4. Some of the values ranked by the public were primarily medical values e.g. prevention, cost effectiveness, and treatment of mental health problems.

5. There was lack of clarity about how significant divergencies between community ranking and cost-effectiveness ranking were handled.

6. There were also questions about how representative the community meetings were---who attended and dominated those meetings? The Medicaid population, the uninsured, the poor—or health care professionals, and the privately insured middle class?

7. There was tension between the desire to involve the public and make it a democratic process on the one hand, and the need to sort through the technical aspects of prioritization which could be done mainly by experts.

8. Although initial rankings were based in large part on mathematical values, controversies around the list forced administrators to make political concessions and move medical services "by hand" to satisfy constituency pressures and the federal government. Analyses of the original list have shown that subjective judgments, not the initial formula, are the primary influence on service rankings.

9. Despite all these shortcomings (many of which could have been fixed in hindsight), the Oregon plan’s most important accomplishment was the creating infrastructure for a politically accountable, credible, and fiscally responsible program. 

10. The process also facilitated social learning about how to make decisions under conditions of relative scarcity.
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