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ABSTRACT
Addressing the challenge of caring for uninsured patients in an educational setting can provide the opportunity to educate learners in ethics and evidence-base medicine through engagement with real-life clinical problems. Clinical cases and case presentations, educational conferences, journal clubs, practice management curricula, and service learning experiences all can be used to address the relevance of ethics and evidence based medicine to caring for the uninsured. Such “real-life” clinical engagement can provide learners with experience addressing health disparities in a way that may shape future practice patterns and help learners understand the complexity of providing patient-centered, competent, contextually sensitive, fair medical care.
INTRODUCTION – THE PROBLEM OF UNINSURANCE
Uninsurance continues to be a growing problem for US health care. In 2004, 45.8 million individuals (over 15% of the population) had no medical insurance, and the burden fell heaviest on the lowest income brackets with 24.3% of households earning less than US$25,000 having no insurance coverage. (1) Research demonstrates that the uninsured receive less medical care, with per capita medical expenditures in 2001 of approximately US$2400 by those with private or government-sponsored insurance compared to per capita medical expenditures of about US$1200 by those with no insurance. (2) 

As the costs of medications continue to climb, both insured and uninsured patients with chronic medical conditions find it harder to afford care. In 2003, over 14 million adults in the USA with chronic medical conditions could not afford to fill all their prescriptions (3). A random survey of 55,000 California households in 2001 found that among adults aged 18-24 with heart disease, hypertension, or diabetes those with no insurance were significantly less likely to take their prescribed medications than those with either job-based or government-based insurance. (4) It is possible that lack of a usual source of care may be one mediating factor in the health-care disparities experienced by those with no insurance, but a survey of 4055 chronically ill patients found that while those with care from the Veteran’s Administration reported the least medication under-use (12%), the rates of medication underuse by patients with lower incomes but insurance through Medicare or Medicaid (22% and 25%, respectively) were still not as high as underuse rates among the uninsured (35%). (5)
Finally, the need for the education of health care professionals on the way costs can affect patients’ medication use is documented by a survey of 660 chronically ill older adults in the USA. Over one third (35%) reported never addressing medication cost concerns with their clinician, and only 28% reported that a physician or nurse had ever asked if medications could be afforded. Among those patients who did address cost issues with their clinician, 31% reported their medications were never changed to a less expensive alternative, and little assistance was provided in identifying patient-assistance programs or alternative sources of less expensive medications. (6)
ETHICAL ISSUES IN THE CARE OF THE UNINSURED

Statements by several medical organizations address issues relevant to care of the uninsured. The Declaration of Geneva states that for a physician, “the health of my patient will be my first consideration.” (7) In 2001, the World Health Organization called for reintegrating the perspectives of public health and clinical medicine, stating that “clinicians should clearly appreciate the economic implications of their decisions and be conscious of the managerial aspects of their performance.” (8) The American Medical Association’s “Principles of Medical Ethics” calls physicians to not simply provide “competent medical care,” but to also “support access to medical care for all people” and work for “the betterment of public health” while regarding “responsibility to the patient as paramount.” (9) Furthermore, curriculum guidelines for family medicine training in the USA state that residents should develop knowledge of the “responsibilities and duties of patients and physicians” as well as understanding the importance of “acting in the best interests of others” and the importance of “micro-allocation (fair allocation of resources based on individual patient needs.” (10) Lastly, educational competencies articulated by the Accreditation Council for Graduate Medical Education (ACGME) emphasize that trainees must learn “evaluation of their own patient care,” “teaming with patients (and) their families” and “responsiveness to the larger context and system of health care and the ability to effectively call on system resources.” (11)
Several common themes run through these statements. They emphasize that medical care should: 1) be patient-centered, 2) be competent and continually improving, 3) be sensitive to family and socio-economic contextual issues in a way that promotes fair micro-allocation of resources, and 4) promote fair macro-allocation of resources and improved public health. Together these themes suggest a normative vision for medical care that should inform medical ethics and ethics education

A survey of undergraduate medical ethics education identified two distinct trends in ethics education: 1) emphasis on creation of “virtuous” physicians, and 2) emphasis on providing the analytical skills for resolving ethical dilemmas. (12) While the themes identified above suggest a normative vision for educating virtuous physicians, medical ethics has been criticized for neglecting socioeconomic disparity and poverty in favor of issues on the cutting edge of scientific development that tend to be relevant only to wealthy developed countries. (13) At the same time, it has been convincingly argued that ethics and moral development are not learned simply as a body of knowledge but are most strongly determined by the cultural milieu in which trainees learn and their experiences as ethical actors. (14) (15) (16) However, a cross-sectional study of students and physicians suggests trainees’ sensitivity to unfairness in the medical system may decline with individuals’ acculturation to the medical profession. (17) Thus, to develop physicians who are ethically motivated to work for patient-centered, competent, just, and contextually sensitive care, training must include experience with and guidance in addressing the challenge of competent care in the face of disparities, socio-economic challenges, and barriers to just micro- and macro-allocation.
EVIDENCE BASED MEDICINE AND CARE FOR THE UNINSURED

Evidence-based medicine (EBM) proclaims a vision of applying the best evidence in a patient centered manner: “The conscientious, explicit, and judicious use of current best evidence in making decisions about the care of individual patients.” (18) When applied to the care for the uninsured, this vision highlights the importance of weighing potential benefits of a proposed course of treatment against the potential costs, including both medical risks and financial costs, a patient may encounter in obtaining that treatment.

For example, in a patient with established vascular disease and symptomatic claudication of the lower extremities, management options could include surgical intervention with either a vascular bypass or endovascular angioplasty, medical treatment with clopidogrel or pentoxifylline, or a physical therapy program of supervised walking. Evidence reviews have shown that supervised exercise improves walking time for patients with lower extremity vascular disease compared to angioplasty, anti-platelet agents (e.g., clopidogrel), pentoxifylline, or smoking cessation, and that there appears to be no difference in long-term walking distance when exercise is compared with bypass surgery. (19) (20) (21) With costs running to several thousand US dollars for surgical bypass bypass or endovascular intervention, US$ 1404/year for clopidogrel, US$ 1032/year for ticlopidine, and US$ 180/year for pentoxifylline, both the relative costs and the evidence suggest that a walking program may be the preferred initial treatment for an uninsured patient.
Another example is the situation facing an uninsured middle-aged patient with new type II diabetes mellitus. Options for treatment with oral medications range from sulfonylureas (US$ 120/year for glipizide 5 mg twice daily) or metformin (US$408/year for 500 mg twice daily), up to thiazolidinediones ($1231/year for pioglitazone 15 mg daily). The desirability of striving for tight blood sugar control, and the desirability of using the newest medications, are both challenged by evidence indicating that only metformin and sulfonylureas reduce vascular complications in type II diabetes, only metformin reduces mortality in type II diabetes (with mortality reductions independent of glycemic control), and that tight blood sugar control in type II diabetes does not improve mortality or reported quality of life. (22) (23) (24) Thus, both costs and evidence argue in favor of using metformin, and possibly sulfonylureas, for improvement in patient-oriented outcomes, and evidence suggests that the cost of using more expensive agents to obtain tight glycemic control may not be balanced by any significant gain in quality of life or mortality.
To take a third example, in a patient with vascular risk factors such as tobacco use, controlled hypertension, and hyperlipidemia who experiences a transient ischemic attack (TIA) the question arises whether clopidogrel or aspirin is the most appropriate anti-platelet treatment for secondary prevention. A Cochrane review found that clopidogrel may reduce recurrent stroke or TIA rates to 10.4% over 2 years, compared to a rate of 12.0% for patients treated with aspirin. (25) Thus, about 62 patients experiencing a TIA would need to be treated with clopidogrel, at a cost of US$1404/year, to prevent one additional recurrent stroke compared to treatment with aspirin.
As all three examples highlight, both cost considerations and evidence considerations may be relevant in making decisions among therapeutic options. In some cases, the most evidence-based approach may be the most affordable.  In other cases, there may be competing demands when considering what is most affordable or what is most evidence-based. While one line of thinking has traditionally argued that therapeutic decisions should be “cost blind”, considering only what is the “best” medicine, addressing issues of cost is vital in order to provide care that is contextually sensitive to a patient’s life situation and in order to avoid recommending a course of action that is ultimately abandoned by the patient as too costly. Addressing issues of both cost and evidence with a patient allows the patient to play a role in balancing costs (both financial expenditures and medical risks) with proposed benefits from medical treatment.
STRATEGIES TO CARE FOR THE UNINSURED

Several approaches exist for addressing the medication needs of uninsured patients. Some patients simply pay cash “out of pocket” for prescriptions when they lack medical insurance. However, for patients taking multiple medications for chronic illness, the medication costs can quickly become burdensome, and even the use of generic prescriptions can become costly for patients with limited income and multiple prescriptions. Some physicians address the problem of medications for the uninsured by relying on pharmaceutical samples.  However, this approach may limit patients to receiving only what is currently being promoted, may inappropriately lead to overuse of newer and more expensive medications that have less evidence-based support, and may necessitate frequent medication changes depending on sample availability. Lastly, some physicians utilize patient-assistance programs (PAPs) by which pharmaceutical companies provide free medications to patients able to document financial need. However, this approach may entail significant research, paperwork and record-keeping efforts on the part of patients or clinic staff, and may require repeated re-filing of prescriptions depending on the refill coverage of various PAPs. (26) 
Ethically, all three approaches raise questions about fully addressing the disparities that exist when some patients are able to receive care to which other patients do not have access. Beyond the challenges listed above, whether patients self-pay for medications, rely on samples, or use PAPs, those without insurance still face barriers to obtaining care that are not faced by the insured. If the more evidence-based treatment option is more expensive, then those without insurance also face barriers to obtaining the “best” care.
CARE FOR THE UNINSURED AND THE TEACHING OF MEDICAL ETHICS
The specific challenge of prescribing for the uninsured presents the opportunity for educating learners on a multitude of ethical issues relevant to the provision of medical care, including:
1. Informed consent: What does it mean to provide informed consent to a patient who may not have the financial capability to access the most evidence-based treatment? How does a physician’s decision to select a treatment based on financial factors bear on providing fully informed consent to a patient regarding the risks and benefits of all treatment options?
2. Shared decision-making: How does a physician share decision-making with patients in a way that accounts for financial barriers? Does a physician’s unilateral decision to use a more-affordable treatment (e.g., a sample) compromise shared decision-making in favor of paternalism?
3. Physician altruism and responsibility: How much should the physician go “above and beyond” normal clinical care to help patients access resources, complete paperwork, or otherwise work to overcome financial barriers? In productivity-based re-imbursement models, how much work should be done based on professional ethical obligation despite lack of remuneration?
4. Competent care: How does a physician provide competent care to patients who face financial barriers that may impede access to medications? Is it sufficient to recommend the “best” option and leave responsibility for dealing with financial barriers to the patient, or is it ethically incumbent on the physician to work with the patient to overcome financial barriers to care?
5. Health disparities, barriers to care and justice: How does a physician respond to health care disparities or work to overcome barriers to care when caring for an individual patient?
6. Contextual evaluation of care: How does one evaluate the relevance of a patient’s “social history” and socioeconomic context when considering therapeutic options?
While none of these issues are unique to the care of uninsured patients, at least some of these issues are relevant each time a treatment decision is contemplated for an uninsured patient. Thus, the challenge of prescribing for the uninsured presents an opportunity to engage learners in critical reflection on these ethical issues in the context of real-life clinical medicine, and a number of methods may be used to encourage such reflection:
1. Clinical case presentations can be a vehicle for exploring the ethics of care for the uninsured and the financial implications of medication costs. Learners can be encouraged to explore patients’ socioeconomic barriers to care as part of taking the social history and as part of developing a treatment plan, and reflection on the ways these barriers affect patient care can be made a required part of written case studies or oral case discussions. 
2. Educational conference curricula can be structured to include examination of  socio-economic barriers to care. Topic lectures on specific diseases can be expanded to include discussion of the costs of recommended treatments and of ways explore cost-benefit discussions with patients and pursue shared decision making.
3. Journal clubs addressing articles on treatment can be modified to include discussion of the relative costs of evidence-based treatments. While some studies may include analyses of cost per quality added life year for proposed treatments, this information can be taken one step further by assessing the cost to an individual patient, depending on that patient’s insurance coverage, rather than simply addressing the cost to society in general.
4. Curricula in practice management or medical economics can be expanded to include learner involvement in the design of clinical processes to facilitate appropriate prescribing for the uninsured. This could include developing medication samples management systems, developing systems for managing patient-assistance program application and re-enrollment paperwork, or developing local formularies designed to facilitate use of the most cost-effective medications for given diagnoses.
5. Service learning opportunities such as working at free or low-cost clinics for the uninsured or working in advocacy for the uninsured can provide opportunities for learner engagement the challenge of prescribing for the uninsured. Such experiences can provide opportunities for ethical reflection on the barriers facing uninsured patients, the resources to which they may or may not have access, and perspectives on what it means to provide appropriate care in the face of limited resources.
CONCLUSION

The challenge of prescribing for the uninsured presents a unique opportunity to educate trainee physicians in both ethics and evidence-based decision-making. Ethical statements from international and national medical organizations articulate a vision of patient-centered, competent, contextually sensitive, and fair medical care. As trainees are challenged to implement that vision for uninsured patients, they can be guided in the use of EBM to inform both risk-benefit analyses and shared decision-making discussions with patients. Trainees can also be challenged to explore the ethical relevance to patient care of informed consent, physician altruism, responsibility, competence of care, health disparities, and contextual evaluation of care as they seek to provide appropriate evidence-based care to those without insurance. Use of the real-life challenge of caring for the uninsured to develop such teaching opportunities presents the possibility of developing education in both ethics and EBM that is firmly grounded in real-life clinical experience and thus potentially powerful for shaping future physician practice.
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