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PREFACE TO THE PAPERBACK EDITION

The central theme of this book is that the U.S. political system is failing to ensure that medical treatments are based on evidence about what works best for particular conditions. Too many patients receive treatments that are less beneficial than other treatment options or even harmful. In many instances, we simply don’t know what treatments are most effective because rigorous studies have never been done. There are no mechanisms to ensure that gaps in the medical evidence are quickly addressed and that clinically significant questions are answered. Even when scientists determine that an existing treatment has little value, patients may continue to receive it. The integration of research into clinical practice occurs slowly. It can be hard to get doctors to abandon a treatment contradicted by evidence, especially if their peers use the treatment and it constitutes a large share of their practices.

The use of treatments not supported by strong evidence not only wastes resources. It also has real consequences for patients. Consider the treatment of angina, or stable chest pain. Each year, more than a half million heart patients worldwide undergo a procedure (percutaneous coronary intervention, or PCI) in which a doctor inserts a stent to open up clogged arteries. The procedure costs $11,000 to $41,000 in U.S. hospitals. One might think that the benefits of PCI would have been carefully studied before it entered clinical practice forty years ago. In fact, the first blinded, placebo-controlled trial of PCI was published only in 2018. The study (called ORBITA) found that PCI did not increase exercise tolerance (the primary end point) by more than the effect of a placebo procedure. (All patients in the trial received drugs like beta blockers before they were randomly assigned to receive a drug-eluting stent or a sham procedure.)1

The landmark ORBITA study offers a window into the dynamics we explore in this book. At a conference at Yale University in 2018, we brought together leading cardiologists to discuss ORBITA and how the medical community is responding to its findings.2 Dr. Darrel P. Francis, the study’s lead investigator, explained that peer reviewers blocked the study from receiving external grant funding, even though ethics boards were supportive. Interventional cardiologists regarded ORBITA as “an attack on our specialty,” he said. “Professional societies lashed out at the trial and the investigators with angry and inaccurate retorts.”3 According to Francis, professional societies raised a number of criticisms of ORBITA’s methodology that he maintains are invalid or exaggerated—that the study was too short, or focused on the wrong patients or end point, for example. Dr. William E. Boden, a Veterans Administration cardiologist, predicted that professional resistance to ORBITA’s findings will be strong. “Likely medical practice will not change in response to ORBITA,” he said.4 The negative reaction of interventional cardiologists to ORBITA is strikingly similar to the behavior of other specialty groups (see the case study of arthroscopic knee surgery in chapter 2) when studies have challenged the efficacy of treatments in their respective practice areas.

Unhealthy Politics shows that the coalition for evidence-based medicine is weak. It includes too few doctors and attracts too little energy and political entrepreneurship from policy makers. We explore evidence-based medicine not only to illuminate the performance of the U.S. health care sector, but also as a vehicle to investigate a basic question about democratic politics: Can government serve as a problem-solving institution in sectors, such as medicine, in which prestigious professional groups are a dominant actor? In our modern society, we depend on professionals—doctors, lawyers, engineers, accountants, architects, economists, and others—to manage a wide range of complex tasks. But what happens if professionals do not consistently and energetically use their training, expertise, and social influence to address demonstrated failures in the performance of the sectors in which they play a leading role? Can government catalyze change—or do political forces serve to perpetuate the status quo?

We delegate authority over medicine to physicians for a good reason. Physicians undergo specialized training and are much more knowledgeable than patients about how to treat illnesses. Even in an era when many of us search the Internet for our symptoms and therapeutic options, most people believe doctors know best. But the delegation of medical authority rests on a social contract. According to the American Board of Internal Medicine Foundation, this social contract encompasses many commitments: “placing the interests of patients above those of the physician,” “uphold[ing] scientific standards,” and “working collaboratively with other professionals to reduce medical error, increase patient safety, minimize overuse of health care resources, and optimize the outcomes of care.”5 Unhealthy Politics shows that when the medical profession fails to fulfil these commitments, the U.S. political system struggles to respond.

To be sure, efforts are being made to strengthen the evidence base of medicine.6 The most noteworthy public policy development of the past decade has been the creation of the Patient-Centered Outcomes Research Institute (PCORI) as part of the Affordable Care Act (ACA). PCORI’s mission is to help patients, physicians, payers, and policy makers make informed decisions by producing and disseminating comparative effectiveness research (CER) on medical services. While CER is a public good, the creation of PCORI sparked controversy during the ACA debate. Drug and medical device companies, along with many Republicans in Congress, feared the agency would ration care and interfere with the doctor-patient relationship. To allay these concerns, the ACA set up PCORI as an independent, nonprofit agency (not part of the Department of Health and Human Services) with a narrow mission. For example, it was prohibited from using study results to mandate coverage and reimbursement decisions or practice guidelines. In sum, Congress recognized that evidence about what treatments work best is often missing and created PCORI to encourage its production. At the same time, however, Congress was wary of giving PCORI regulatory powers or other tools to make it more likely that this information would influence delivery patterns and resource allocation decisions.

From the standpoint of bringing about the transformations required for an evidence-based health care system, PCORI faced three key challenges during its initial, ten-year authorization period: to overcome the controversy of its birth and escape early termination, to begin to have a meaningful impact on clinical practice, and to build a public reputation among key stakeholders for relevance. Unlike the Independent Payment Advisory Board (which Congress repealed in 2018) PCORI has passed the political survival test. Congress renewed PCORI for another ten years in December 2019 on a bipartisan basis as part of a year-end spending package. The renewal included only minor tweaks to PCORI’s mission, financing, and governance.7 Republicans’ support for PCORI has increased as they have gained confidence that public payers will not use its research to make coverage or reimbursement decisions.8 PCORI’s reauthorization also reflected support among medical schools and researchers who have received PCORI grants and wish to see this funding stream continue.

While PCORI has endured, it is still struggling to have a significant impact on clinical decisions and build a reputation among the public. Thus far, PCORI-funded studies have generated evidence on topics such as the value of daily self-monitoring for people with type 2 diabetes and the effects of more frequent versus less frequent screening for colorectal cancer, but its work has not yet had a major influence on the use of unproven or low-value treatments in most areas of clinical practice or on the trajectory of national health spending.9 PCORI has almost no public visibility, and many observers believe that CER has not yet had a significant impact on stakeholders’ decision making.10

Studies of the development of bureaucratic capacities at agencies like the Food and Drug Administration suggest that building an organizational reputation for relevance and vigilance takes time. It requires strategic leaders who can navigate a challenging political environment, finding ways to avoid creating a backlash among interest groups and esteemed professionals while simultaneously fashioning new rules, frameworks, and incentives that promote the public’s diffuse interest in effective governance.11 As bipartisan support for PCORI’s mission is consolidated and it develops a reputation for being an honest information broker, it may gain the support of key stakeholders, including not only researchers and patient advocacy groups but also physicians, payers, and policy makers. Without the incorporation of such critical stakeholders, PCORI will lack the political backing required to sponsor studies like ORBITA that investigate the value of popular treatments that have significant implications for patient welfare and national health care spending.

By far the most difficult long-term challenge will be to integrate the Medicare program into the evidence-based medicine reform project. Medicare is the largest federal health program, and its policies have a significant influence on the commercial insurance market. Thus far, Congress has been unwilling to grant Medicare the authority to deny coverage to therapies that are expensive but deliver marginal health benefits. There is growing interest among health experts associated with both parties to allow Medicare to take steps to incorporate considerations of value into policy decisions while preserving patients’ access to services, such as experimenting “with reference pricing—a practice under which insurers pay a single reference price for all treatments with similar therapeutic effect, allowing patients who want less-cost-effective treatments to pay any difference out of pocket.”12 As concern over Medicare’s financial sustainability grows, we expect to see policy makers’ attention turn to a discussion of the pros and cons of different cost-control approaches.

Ultimately, transitioning to an evidence-based health care delivery system will require changes not only in public policy and financial incentives, but also in the norms of the medical profession. Physicians and medical societies must embrace a more robust understanding of their professional responsibility to identify gaps in the evidence base, to work with researchers on studies to expeditiously fill those gaps, and to embrace research findings (whether they confirm or challenge existing clinical practices) as an opportunity to promote patient welfare. There are some signs that the culture of medicine is beginning to change, but many doctors and medical societies continue to adopt a defensive posture. Our analysis shows that if physicians were to accept leadership responsibility for ensuring that patients receive care supported by evidence, the public’s trust in physicians would allow the medical profession to have a large influence on public opinion and the policy debate. The data and concepts developed in Unhealthy Politics can help policy makers and advocates better understand the barriers to reform of the U.S. health care delivery system—and to use this understanding to develop strategies to overcome them.
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UNHEALTHY POLITICS




Introduction

In 2002, the New England Journal of Medicine reported that a common operation, performed on millions of Americans suffering from osteoarthritis of the knee, “worked no better than a sham procedure in which patients were sedated” while a surgeon merely “pretended to operate.”1 The patients who underwent the real surgery got better. They had less pain and could climb stairs more easily. But the patients who received the fake surgery experienced just as much pain relief and improvement in joint function as those who had undergone the real operation. In sum, the benefits of the procedure were a product of the placebo effect. Leading experts stated that 80–90 percent of these procedures should not be done.2

We were stunned when we learned about the sham surgery study. We assumed that hard evidence must have existed for the knee operation’s medical benefits. To our surprise, it did not. We carefully reviewed the medical literature and found that claims for the efficacy of the procedure rested on studies with weak research designs and that the theory behind the surgery was speculative at best.3 Yet the dearth of evidence and lack of an accepted causal mechanism to explain the procedure’s purported effects did not prevent the operation from diffusing widely into practice. “There’s a pretty good-sized industry out there that is performing this surgery,” Dr. David T. Felson of Boston University said. “It constitutes a good part of the livelihood of some orthopedic surgeons. That is a reality.”4

The knee surgery case is not an aberration. Some experts believe that less than half the medical care in the United States is based on or supported by evidence of its effectiveness.5 As leading health services experts Carol M. Ashton and Nelda P. Wray write,


The goal of every treatment is to make the patient’s outcome better than it would have been without any intervention. Because of advances in research in the past six or so decades, clinical scientists are able to estimate with considerable precision whether a particular intervention will lead to net benefit over harm in groups of individuals possessing certain characteristics. That said, much of clinical practice lacks a supporting evidence base, and what research evidence exists is predominately of poor quality.6



Procedures and tests are regularly prescribed on the basis of limited scientific information.7 Once doctors decide that a particular treatment “works,” it can become “locked in.” Randomized controlled trials—the “gold standard” for determining the effects of a treatment—are almost impossible to carry out on a treatment that has already diffused into practice.8 It is common for patients in one geographic area or region to receive different medical interventions than patients with the exact same condition in another part of the country, without a reliable mechanism to learn which approaches are best and translate this discovery to patients and clinicians.9 And when solid scientific evidence does emerge about the benefits and risks of a treatment, the informational uptake often proceeds slowly. Studies have found that more than a decade can pass before the evidence alters clinical practice.10

It is unsettling to find out that widely used treatments and tests rest on little or no evidence. Even more troubling is learning that this situation is an open secret among health care experts. Recognition of the “medical guesswork” problem (together with growing awareness of geographic variation in utilization and medical spending) has prompted calls for rationalization of health care delivery for decades. These issues have been the subject of government reports, articles in leading newspapers, and cover stories in popular magazines, such as Businessweek.11

To its credit, the Obama administration—along with prominent Republican health policy experts—recognized the benefits for patients, payers, and providers of moving toward a more evidence-based medical system. The Affordable Care Act (ACA; “Obamacare”) launched a new, independent, nongovernment entity—the Patient-Centered Outcomes Research Institute (PCORI)—to fund and disseminate research on the comparative effectiveness of different interventions to prevent, diagnose, treat, and monitor health conditions. Comparative effectiveness research (CER) compares two or more health care interventions, such as a drug, diagnostic test, or surgical procedure, to determine which interventions work best for which patients. CER is distinct from cost-effectiveness analysis, which examines medical interventions through an economic lens. Cost-effective analysis asks how much an intervention costs, and whether the outcomes it produces are worth its cost.12

The overall mission of PCORI is to help people make informed health care decisions, and improve outcomes, by “producing and promoting high-integrity, evidence-based information that comes from research guided by patients, caregivers, and the broader healthcare community.”13 Following a contentious debate in which critics charged that CER would lead to rationing and “death panels,” Congress established a narrow medical research program that left existing patterns of therapeutic authority and health care financing largely untouched. In contrast to publicly funded comparative effectiveness and health technology assessment entities found in other advanced democracies, including Australia, Germany, France, and the United Kingdom, which have linkages to policy-making bodies, PCORI’s research findings may not include “practice guidelines, coverage recommendations, payment, or policy recommendations.”14 In addition, PCORI’s research is not required to consider whether an intervention is cost effective.15

Despite its narrow research mission, PCORI has been mired in controversy. While PCORI won reauthorization in 2019, its influence may remain modest. If PCORI has little impact on clinical practice, it will follow a long line of unsuccessful reform initiatives. Past federal efforts to promote evidence-based practices through medical research and clinical guideline development have crumbled under pressure from doctors, drug companies, and the medical device industry.16 Yet even if the regulatory protections and insurance subsidies under the Affordable Care Act are eroded over time and the United States shifts to greater reliance on an individualized system of health savings accounts, there will still be a pressing need for public funding of CER. Health markets cannot function efficiently if physicians and patients lack reliable information about the comparative effectiveness of treatment options, and the market cannot be counted on to generate the optimal level of this information without public subsidy. In sum, government has a role to play in generating evidence about what works in medicine irrespective of the organization and financing of the insurance system. We discuss the future prospects of the evidence-based medicine movement in the concluding chapter. For now, it is fair to say that PCORI has not had a major impact. The agency did not transform the everyday practice of medicine, build a durable base of political support, or solve the systemic problems we describe. All this is unsurprising given PCORI’s limited power and the restrictions placed on Medicare to not consider cost and cost-effectiveness in its coverage decisions, but it is a failure of governance just the same.


Why Evidence-Based Medicine Is Important

The sluggish incorporation of medical evidence into clinical practice is a concern for three key reasons—safety, quality, and the efficiency of resource allocation. First, the delivery of unproven care can expose patients to serious risks. For example, each year 100,000 Americans undergo a procedure called vertebroplasty, in which their collapsed vertebras are filled with bone cement, even though according to two New England Journal of Medicine studies there is no clear answer to the question of whether the procedure works better than physical therapy, injections of local anesthetic, or simply just waiting to heal.17 Second, the slow integration of evidence can lead to suboptimal outcomes for patients who receive treatments that work less well for their conditions than alternatives. Third, the failure to implement evidence-based practices encourages wasteful spending, causing the health care system to underperform relative to its level of investment. While the drive to root out inefficiency is unlikely to stir the passions of ordinary citizens, it is a key to a health care system’s long-run performance.

Evidence-based medicine is also related to cost containment, but the two are not synonymous. First, better use of evidence can and should sometimes lead to more spending, not less. A 2003 Rand Institute study found that Americans receive just half of the recommended care for a range of medical conditions.18 Also, the delivery of low-value care, while certainly wasteful and expensive, is not the only reason why the United States spends far more on health care than do other advanced nations. The United States also has much higher service prices and administrative costs than do other rich nations.19

Yet the utilization of services—that is, the amount of care delivered to patients—is still important to cost containment, especially in the Medicare program. There are two basic strategies for taming health care costs—limit how much providers can charge (control prices) or reduce the amount of low-value care (control utilization). Researchers at Dartmouth College, following the pioneering work by John E. Wennberg and Alan Gittelsohn on geographical variations in health care delivery,20 have found more than a twofold variation in per capita Medicare spending in different regions of the country. The main driver of these regional differences in Medicare spending is not differences in poverty rates, the relative illness of patients, or differences in how much Medicare pays for services, but rather variation in utilization.21 Hospitals that give more tests and treatments to their Medicare patients do not achieve consistently better outcomes than those that deliver fewer services.22 However, spending more on effective treatments does produce better results, and higher quality hospitals do tend to have higher market shares and expand more over time.23 Reducing the overuse of low-value treatments by patients over 65 could help control Medicare spending growth and federal budget deficits.

The situation is different for patients outside Medicare who obtain insurance from their employers. While Medicare uses its authority to regulate prices for hospitals, employer-sponsored plans generally pay more variable (and higher) prices than the government does. For example, hospital prices for lower-limb MRIs vary by a factor of twelve across the nation.24 In under- 65 commercial markets, prices, not utilization, are thus the driver of variations in spending levels across hospital regions.25

Yet there are still huge variations in utilization in under-65 private insurance markets.26 Indeed, the correlation between what doctors do for their under-65 patients and their elderly Medicare patients is remarkably high. That is, regional utilization patterns in Medicare provide a strong predictor of utilization rates in the private insurance population.27 To be sure, reducing unwarranted variation in treatment decisions by promoting evidence-based practices would not by itself solve the overall cost problems in American health care. It would, however, significantly improve the quality, safety and efficiency of service delivery. This is too huge an opportunity to miss.


Our Approach

Our argument blends policy analysis and political science. Our comparative advantage is to use political science methods and concepts to generate fresh answers to questions that mostly have occupied economists and health services researchers. We seek to identify the forces that sustain a political equilibrium characterized by widespread utilization of tests and treatments that are unproven and possibly useless, or, at best, produce low value for the money spent on them. In sum, we identify, analyze, and document a major national problem and ask why the solutions to this problem are not being designed, advocated for, and vigorously implemented.

The U.S. health care system is a vast topic. If we attempt to explore every facet of institutional performance, and investigate every actor who participates in the production, delivery, financing, and regulation of U.S. medical care, we will lose the forest for the trees. To keep our eyes on the fundamentals, our analysis focuses on a single performance indicator: whether credible scientific information is available on the comparative clinical effectiveness of alternative interventions, meaning evidence on what tests, treatments, and procedures work best for groups of patients with different conditions, and whether such information informs the decisions of patients, providers, and payers. In sum, our concern is whether the delivery of medical care in the United States is evidence based.

Evidence-based medicine (EBM) has been defined as “the conscientious, explicit, and judicious use of current best evidence in making decisions about the care of individual patients.”28 The aim of the EBM movement is to “evaluate the safety, effectiveness, and cost of medical practices using tools from science and social science and to base clinical practice on such knowledge.”29 There is sufficient consensus among medical experts to make the implementation of EBM a reasonable baseline expectation. As the National Academy of Medicine (formerly the Institute of Medicine) summarizes its work on developing the infrastructure required for CER, “Evidence is the cornerstone of a high-performing healthcare system.”30

To be sure, there are limits to the extent to which evidence can guide the activities of actors within the health care system. There are large uncertainties in medicine, and, as we discuss, the quest for applying standardized forms of evidence to individual treatment circumstances is viewed with great suspicion by both clinicians and the public. They are not always wrong to be skeptical. Sometimes industry funding compromises the objectivity of medical studies, and research questions can be distorted by unexamined cultural biases.31 Even if the scientific quality of research studies were assured and the production of medical evidence were much enhanced, there would still be important limits to the application of generalized rules to particular circumstances. A great deal of medical care consists of patients insisting on help when the correct pathways are not obvious.32 In many instances, patients have different reactions to drugs or other treatments in the same class (for example, psychiatric or hypertensive drugs), and the treatment that fares best on average is not necessarily the best for the individual patient.33 In short, there is tremendous value to having physicians who know their patients well, even if (as we argue) physician discretion is commonly exercised in ways that lack scientific grounding.34

In sum, we are not simplistically advocating for rule-following behavior. As Mark Schlesinger and Bradford H. Gray argue, clinical practice needs to strike a careful balance between generalized expertise (understanding the evidence generated though scientific research) and particularized expertise (applying that evidence to individual patients).35 Our starting point, however, is that by systematically ignoring scientific evidence (or the lack thereof), the United States is substantially out of balance.36 As we discuss in chapter 1, a significant fraction of the medicine that Americans consume is based on minimal scientific evidence about its comparative effectiveness. Many treatments offer only minor benefit over alternatives—and some are useless. As physician Atul Gawande wrote in the New Yorker: “Millions of people are receiving drugs that aren’t helping them, operations that aren’t going to make them better, and scans and tests that do nothing beneficial for them, and often cause harm.”37 In a national survey of primary care physicians, nearly one-half said their patients received too much medical care.38 Overutilization does not apply to all Americans, and some patients are clearly harmed by receiving too few effective treatments.39 By all accounts, the failure of physicians to practice evidence-based medicine is a serious problem in the United States, as it is in many other nations.

By having prevalent treatments that are inefficacious or even cause harm, patients are diverted away from other treatments that are actually effective. The United States can certainly “afford” to spend a fifth or more of national income on health care if its citizens wish to do so—but there are trade-offs. Spending money on useless (or low-value) treatments reduces the money available to spend on effective cures,40 or on valuable social investments in education, worker training, and infrastructure. If the nation does not evaluate the comparative effectiveness of treatment alternatives to help reduce waste and improve quality, and if such evidence does not affect clinical or policy decisions, it suggests that the defects of our institutions are first-order concerns, not minor flaws in an otherwise high-performing system.

The failure of the American political system to represent the diffuse public interest in the generation and use of medical evidence is a political economy puzzle. Given the high level of U.S. health care spending, and the desire of patients to receive the best therapies, we must understand how a democratic political system can produce inefficient outcomes year in and year out without triggering an effective response. While existing research provides many insights, new perspectives are needed.

The political scientist James Q. Wilson noted that policies with diffuse benefits and concentrated costs are unlikely to be passed without the presence of a “political entrepreneur” who can mobilize latent public support.41 A policy to promote the generation and use of medical evidence to improve clinical practice and resource allocation decisions is clearly an instance of diffuse benefits and concentrated costs: the public (and taxpayers) would gain from the policy, and drug companies and medical device makers who profit from expensive but ineffective products would lose. Our work builds on Wilson’s framework in two ways. First, using a survey experiment, we demonstrate the risks to members of Congress who would consider becoming a political entrepreneur in this area, showing that there are few electoral benefits to be gained. Second, we focus attention on the important mediating role of the medical profession. The professions do not play a prominent role in Wilson’s theory of general-interest policy making, but we believe they should be on center stage. The Progressive tradition in America has long believed in the positive role of the professions to bring scientific knowledge and expertise to bear on societal problems and improve all collective endeavors.42 One would hope that the concentrated interest of the medical profession in preserving its prestige and autonomy would make it a natural supporter of evidence-based medicine both to check the influence of concentrated interests such as insurers, hospitals, and drug companies and to preserve doctors’ hard-earned reputation as uniquely trusted guardians of patient welfare. But as we show in chapter 2, many medical societies support evidence-based medicine in the abstract but oppose research that challenges treatments in their practice areas.

Every policy system consists of pressures pushing to maintain and challenge the status quo,43 but there is no guarantee that the two sets of forces will be equally matched. In U.S. health policy, the forces supporting overutilization, unwarranted variation in utilization, and the suboptimal use of medical evidence to improve quality and efficiency appear as strong or stronger than the forces pushing for reform. One important force maintaining the status quo is the political influence of drug and medical device companies.

The pharmaceutical and health products industry is consistently near the top when it comes to federal campaign contributions. During the 2014 election cycle, for example, the Pfizer company contributed over $1.5 million to federal candidates, Amgen gave more than $1.3 million, and McKesson more than $1.1 million. The industry trade group Pharmaceutical Research and Manufacturers of America (PhRMA) spent over $16 million on lobbying in 2014.44 The industry’s goals include ensuring quicker approval of drugs and products entering the market. As we detail in chapter 6, the medical products industry’s influence affected the organizational design of the PCORI. Recently, a top industry priority has been passage of the 21st Century Cures Act, which (besides increasing funding for research on cancer and other diseases) permits manufacturers to submit real-world evidence to the FDA for approval of new drugs and devices and for new indications for existing products, including observational data arising from routine clinical use, rather than data from randomized controlled trials.45 The intention is to expedite the product approval process, but some observers point out that changing the FDA’s traditional standards of evidence may have “an unpredictable long-term effect on drug safety and efficacy.”46 Finally, pharmaceutical and health technology companies not only seek to influence the regulatory environment, but they also spend billions of dollars annually on marketing to both doctors and consumers. The pharmaceutical industry is a major presence at the meetings of many medical associations, and drug company representatives often seek to build personal relationships with physicians to influence clinical decisions.47

In short, there is tremendous pressure from powerful economic actors to maintain the health care status quo. Eliminating a dollar of waste in the health care system usually means reducing someone’s income.48 The distinctive values of the United States constitute a second force for conservatism in the health care system. As medical ethicist Daniel Callahan writes, “American health care is radically American: individualistic, scientifically ambitious, market intoxicated, suspicious of government, and profit-driven.”49 These values contribute to a political unease with explicit limits on the consumption or supply of medical technology.

Our focus in this book is not on the deep-seated economic and cultural forces sustaining the status quo. Rather, we explore why there is relatively little opposing pressure for meaningful reform to promote quality and evidence-based medicine, for it is the relative weakness of countervailing reform pressures, together with the strength of existing norms and practices, that generates the inefficient outcomes that patients, payers, and providers actually experience. To be sure, any effort to explain a “dog that doesn’t bark” must be somewhat speculative. By drawing on political science models, surveys, survey experiments, case studies, and analysis of policy history, however, we hope to generate insights into why this “unhealthy politics” persists.

Rather than provide a full account of the gap between what needs to be done and what is actually happening, we investigate the incentives and behavior of just three sets of actors: physicians, politicians, and the public. Our objective is to explain how these actors interact to produce a stable system that generates large amounts of waste as a by-product, and more generally, to advance an understanding of the conditions under which a democratic polity can sustain grossly inefficient sectors seemingly indefinitely.

Our approach is somewhat selective and incomplete. As important as it is, we do not provide a detailed analysis of the antireform (medical products industry) side of the equation. Instead, we focus on how political incentives conspire to keep proreform forces relatively weak. While the importance of physicians, politicians, and the public has been recognized in existing scholarship,50 the desire of many scholars to offer comprehensive accounts of health politics and policy has sometimes caused them to get lost in the shuffle. Our distinctive contribution is to place the actions and interaction of these actors on center stage, and to explain why reform pressures can be anemic even when the potential for social progress is great.51


A Preview of Our Argument

This book explores the roles of physicians, the public, and politicians in the nation’s failure to take the steps necessary to promote a high-performing, evidence-based health delivery system. We focus on doctors because their beliefs always mediate (and often determine) what treatments patients receive, because the system cannot be reformed without their leadership, and because the scope and implications of the medical profession’s power, despite important research on the topic,52 has not been fully explored in the literature. We focus on the public because improving patient welfare is the objective of the medical system and because ordinary citizens influence Medicare policy making through their roles as taxpayers and voters. Finally, we examine the role of elected officials because Medicare and other government health programs shape the overall context in which medical services are funded and delivered, and government can support EBM through rules or incentives.

The delegation of authority to the medical profession rests on an implicit social contract: Doctors as a profession receive the “privilege of selfregulation” and financial rewards on the expectation that they will serve the health needs of individual patients and society.53 If the social contract between the medical profession and society is malfunctioning, politicians need to repair it. But can they do so? Unhealthy Politics investigates how political forces undermine the reform of medical governance.54


THE MEDICAL PROFESSION: THE REPOSITORY OF TRUST AND AUTHORITY

There is no doubt that American physicians today face much stronger external pressures than they did in the past. Their clinical decisions are routinely reviewed and sometimes questioned by third parties, and they have to justify their actions with a lot more paperwork. It is undoubtedly more stressful to be the typical doctor today than it was to be a typical physician in the 1950s.

Nonetheless, the argument that the political and economic power of physicians has eroded is arguably overstated.55 Most U.S. doctors enjoy a relatively high degree of professional autonomy in practice as a result of the dilution of strong utilization management controls following the backlash to managed care.56 Although insurers today may require prior authorization for certain therapies, they typically defer to physicians’ judgments about what treatments are medically necessary, even if the treatments are not supported by rigorous evidence.57 Off-label usage of treatments is commonplace. Moreover, efforts by insurers to deny reimbursement of questionable or unproven interventions have sometimes been overturned by courts.58 As we discuss later in the book, the views of doctors and medical societies are prominent when public controversies arise over the interpretation of research studies indicating that tests or treatments are not as effective as believed. And, as health policy scholar Miriam Laugesen observes, doctors retain enormous influence in technical, low-visibility venues, such as in the panels that make reimbursement and coverage decisions under the Medicare program.59

Why does society delegate so much authority to the medical profession? One answer is that it represents a sensible response to “market failure.” Knowledge about treatment effects is esoteric and asymmetrically distributed between doctors and patients.60 It is often impossible for the patient (even in the Internet age) to know what treatments he or she needs. Society is better off by hiring well-trained experts to prescribe therapies and shape payment rates. The sociologist Talcott Parsons held the professions in high regard, characterizing the autonomy and privileges of the professions as a “functional exchange in which society receives, in exchange, the technical competence it needs to achieve critical ends.”61 The “social trustee” model of the professions, however, has been strongly challenged.62 In his important book Profession of Medicine, Eliot Freidson argues that the social authority of organized medicine is in fact a “political commodity.”63 It was not earned as a reward for social responsibility, but rather won through political contestation and negotiation.64 How physicians use their autonomy and privileges is thus a key issue for democratic accountability.

Some physicians and health care experts argue that the implied social contract is that physicians not only will be competent technical experts, but will also ensure an appropriate distribution of finite medical resources.65 As the American Board of Internal Medicine (ABIM) states in its physician charter,


Professionalism is the basis of medicine’s contract with society…. While meeting the needs of individual patients, physicians are required to provide health care that is based on the wise and cost effective management of limited clinical resources. They should be committed to working with other physicians, hospitals, and payers to develop guidelines for cost effective care. The physician’s professional responsibility for appropriate allocation of resources requires scrupulous avoidance of superfluous tests and procedures. The provision of unnecessary services not only exposes one’s patients to avoidable harm and expense but also diminishes the resources available for others.66



However, there is always a risk that professional associations, from lawyers to professors, will begin to defend the interests of its members in addition to serving the public. The concern is that governing institutions may lack the monitoring and enforcement capacity to prevent the medical profession from abusing its delegated authority to serve its own interests. If doctors do not follow evidence-based guidelines or if medical societies use their power to discredit credible studies demonstrating that a particular treatment is not as effective as advertised, medical professionalism and self-regulation becomes a myth.

The design of the Medicare Act of 1965—the foundational statute of the U.S. health care system—crystallizes the dilemma. Medicare was created in the teeth of fierce opposition from the AMA and other medical societies.67 As political scientist Mark A. Peterson observes, “Even in ‘defeat,’ however, the physicians were influential enough to dictate … the method of reimbursement and administration under the program, demand enhancing policies and subsidies and constraints on potentially competing providers.”68

The nation essentially committed to funding seniors’ care without government scrutiny of the details and appropriateness of medical practices, which were left to physicians to determine. Medicare is permitted to exclude coverage for care that is “not reasonable and necessary for the diagnosis or treatment of illness or injury.” Attempts by Medicare administrators to read this as a requirement for cost-effectiveness have generated intense opposition from provider groups and ended in stalemate.69 In practice, billions of dollars of tax revenue flow into Medicare without the technology supply constraints or drug price controls common in European nations. The program generated vested interests and dense networks of organizations that developed material stakes in the maintenance of existing arrangements.70 As University of Michigan law professor Nicholas Bagley writes,


The basic contours of the [Medicare] program—public financing, private care—were fixed in 1965. Beneficiaries grew accustomed to subsidized coverage without meaningful restrictions, and physicians, hospitals, and other providers committed themselves to the new world order in which the government would pay the bills but assert no control.71



To be sure, Congress has taken some steps to control Medicare spending by reducing payments to providers.72 For example, Congress has adopted a prospective payment schedule for hospitals and a fee schedule for physicians.73 Since 1965, however, Congress has avoided efforts to control the volume or intensity of services, creating incentives for overutilization.74 The ACA continues this long-standing pattern. While the ACA contained a number of new financial reforms, such as accountable care organizations and bundled payments, it steered clear of reconfiguring medical governance. Medicare’s failure to incorporate a cost-effectiveness—or even comparative clinical effectiveness—requirement has far-reaching implications, as many commercial insurers follow Medicare’s coverage policies.75 In sum, policy makers have layered moderate cost-control measures atop, but have not eliminated, the preexisting Medicare governance framework.76

Doctors remain highly influential actors in the American health system despite far-reaching changes in the economic and organizational context in which medicine is practiced; their individual and collective authority over clinical decisions, as well as resource allocation, by no means goes unchallenged, but it remains quite significant. This is not to deny that there are influential reform forces within the medical profession. Like progressive reformers at the turn of the twentieth century who sought to expose the chaos, inefficiency, and corruption of medical practices and promote improvements in medical education and scientific therapeutics,77 some medical societies, leading doctors and public intellectuals such as Atul Gawande and Jerry Avorn of Harvard Medical School, among many others, are seeking to raise awareness of industry influence and the failure of many doctors to follow best medical practices. A genuine EBM movement exists today. Nonetheless, progress has been slow, uneven, and reversible. In sum, physicians still hold a position of trust and authority, even as concerns about the scientific foundation, quality, and waste of medical services have mounted.


THE PUBLIC: MISPERCEPTIONS AND INDIFFERENCE

The public is the second key actor in our analysis. Although Americans’ confidence in the medical profession has fallen over time—in tandem with the decline in public confidence in most public institutions since the 1960s— doctors remain a highly trusted group within the context of American politics. People regard their doctors as knowledgeable and trustworthy agents of their own medical care and welfare, and this trust extends to matters of health policy as well.78

The catch, as the distinguished medical sociologist David Mechanic writes, is that “patients may trust blindly when some skepticism is warranted.”79 There are two potential sources of public misperceptions that can lead to excessive faith in physicians. First, the public may fail to recognize that medical societies are, at bottom, trade associations. If viewed as trade associations, the primary function of medical societies would be to protect the autonomy and advance the interests of their members. One can certainly find heartening examples of efforts by medical societies to improve the quality and cost-effectiveness of care. For example, several national medical societies have recently launched a campaign called “Choosing Wisely,” which highlights diagnostic tests, procedures, and treatments in their respective specialty areas that do patients little good.80 However, medical societies participating in this effort are mostly choosing low-hanging fruit. For example, the American Academy of Orthopaedic Surgeons includes an over-the-counter supplement but no major procedures on its list.81 The initiative also lacks an enforcement mechanism; doctors remain free to ignore the recommendations if they wish. A JAMA Internal Medicine study suggests that the initiative has had disappointing results thus far.82 In short, the record of medical societies is so replete with failures of self-governance that it is reasonable to raise doubts about the centrality of their commitment to eliminating ineffective or low-value care.

Back in the 1990s, for example, the Agency for Health Care Policy and Research (AHCPR) was launched to provide evidence-based clinical guidelines that would help physicians determine which treatments are most effective. When the agency found that there was little objective evidence to support surgery as a first-line treatment for lower back pain, however, back surgeon societies complained vehemently to members of Congress. As Bradford H. Gray, Michael K. Gusmano, and Sarah R. Collins observe in an insightful study of the politics of health services research, the agency’s budget was slashed, and its authority to make policy recommendations was curtailed.83 The drawing of negative messages from the AHCPR experience helps explain PCORI’s limited grant of authority. Many similar examples of medical societies reacting strongly to negative study results and being unwilling to change in the face of evidence could be cited.84 These medical society activities fall below the radar screen for most citizens. The psychological bonds that ordinary citizens develop with their personal doctors inhibit the public from recognizing the governance role that the medical profession plays in the health system. There is a tendency for people to assume that an organization’s collective behavior can be predicted on the basis of the character or behavior of the people they know who belong to the organization, and in our personal experience many doctors are truly extraordinary individuals.

The second misperception of the medical profession is subtler. The public may not perceive the existence of gaps between, on the one hand, the medical profession’s evolving responsibilities to patients and society, and, on the other, its willingness and capacity to fulfill those responsibilities. Such gaps may open whenever changes in the profession’s behavior and orientation fail to keep pace with changes in the wider context in which medical care is delivered. Over the past half century, there has been an explosion of scientific knowledge about health and disease, and health spending has grown dramatically as a share of the economy. These twin developments create new professional obligations for doctors under the terms of the evolving social contract. As David Blumenthal, M.D., stated in his address to the 2014 Columbia University College of Physicians and Surgeons graduation ceremony, these developments challenge doctors to “stay informed and current” as well as to “husband health care resources—to become a steward of the health care dollar—in ways never before required.”85 But it is not clear that the medical profession is developing the capacity to respond effectively to these scientific and economic challenges. Most doctors have not received extensive training in the modern research methods or the data analysis skills needed to keep up with scientific literatures on the relative benefits, costs, and risks of treatments. Yet without such training, it is difficult for doctors to make recommendations about what is best for patients. And despite concerns about the rising cost of both private insurance and public programs like Medicare, a recent physician survey found that only about a third of physicians believe they bear a major responsibility to control health care costs.86 (Doctors blamed rising health care costs on lawyers, insurance companies, drug and device manufacturers, hospitals, and patients.) This is a denial of the profession’s collective responsibility to society, but one the public—reasoning from their positive encounters with their personal doctors—may not perceive.

In sum, previous research has argued that the public shifts its individualized trust in doctors to trust in medical societies, which has allowed the medical profession to block the drive for a universal government insurance program during the postwar era and obtain favorable financial terms when Medicare finally passed in 1965.87 Unhealthy Politics considers the possibility that the consequences of Americans’ trust in the medical profession are broader and even more concerning. Despite their position as a repository of public trust in a complicated policy area, doctors and their professional societies have not consistently used their authority, standing, and prestige to promote the steps necessary to root out waste, bad science, and inefficiencies in the health care system—and too often have used their political capital to fight these steps.


POLITICIANS: THE WEAK INCENTIVES FOR POLITICAL ENTREPRENEURSHIP AND CONSENSUAL PROBLEM SOLVING

Finally, we explore how politicians themselves have contributed to the persistence of the medical evidence problem. Our analysis has implications not only for an understanding of the roots of the resistance to the implementation of evidence-based medicine, but also for a more general understanding of how inefficient practices can persist in the American democratic polity. Our argument focuses on political failures at two stages: agenda setting and decision making.

The American political system is often claimed to have properties of selfcorrection. When governance veers dramatically off course, and the preferences of citizens are not being met, opportunities may arise for creative political entrepreneurs to frame problems, develop solutions, and “sell” their ideas to the public—to capture a political reward.88 Yet there is no guarantee that the need for political entrepreneurship will generate its own supply. The medical evidence problem has prompted only limited investments of political entrepreneurship from members of Congress, despite the substantial costs the problem imposes on society. If the supply of entrepreneurial problem solving is too low even in a sector as important and salient as health care, it is likely to be inadequate in other sectors as well.

We develop a theory of “zero-credit politics” to explain the undersupply of political entrepreneurship targeted at promoting diffuse interests.89 The incentive for lawmakers to engage in entrepreneurial activities to address a national problem may be especially weak when challenges to the policy status quo would threaten not just the incomes of business groups (such as the medical products industry) but also the autonomy and authority of trusted professionals, such as doctors. It may be an uphill battle for the political entrepreneur to convince the public that its understanding of reality is mistaken and that reform is warranted; the entrepreneur could decide to take his or her creative energy elsewhere, where there is more likelihood that such effort will be rewarded. This is not to say that there will be literally zero entrepreneurial investment in solving the problem, but that reelection incentives will induce much too little effort relative to the magnitude of the problem, because the risk to a reelection-minded politician of being seen as challenging doctors is too great.

A second source of failure occurs at the decision-making stage. As the political scientist Donald E. Stokes argues, policy issues typically come in two generic forms: position issues—on which voters hold conflicting preferences, such as whether taxes on the wealthy are too low—and valence issues—on which voters hold common preferences, such as whether the government should promote prosperity or fight corruption.90 When valence issues are on the decision agenda, the electoral stakes are extremely high. No political party can afford to be seen as the “antigrowth” or “procorruption” party. In an idealized democracy, the positions of the two parties will tend to converge on such issues, and the government will make decisions that voters support. As Congress expert Frances E. Lee argues, however, in an era of partisan polarization and persistently close electoral competition, there can be strong incentives for the out party to behave strategically and block progress on what could be consensual, good government issues.91 One tactic the minority party can use is to transform a valence issue into a position issue, creating a partisan or ideological squabble where none had previously existed by reframing efficiency into a debate about the size and role of government. While this is not an entirely new dynamic in American politics, it has become a more common one in the modern era.

And this is in fact precisely what occurred during the debate over the Obama administration’s effort to identify low-value medical treatments through an investment in CER. The Obama administration was not the first to highlight the medical evidence problem. Medicare administrators in the George H. W. Bush and George W. Bush administrations, for example, had also pointed out that a large share of medical spending is wasteful and not based on sound science. One might have expected fiscal conservatives to complement the Obama administration’s support for CER, since Republican health care leaders had endorsed the CER concept in the past as a way to curb wasteful spending, not to expand government’s role.

But the fierce ideological competition between the two parties over the expansion of health insurance under Obamacare undermined the incentives for bipartisan technocratic consensus on “good government” reforms like CER.92 (One Republican congressional staff member told us in an interview that Republican support for CER was a casualty of the partisan “knife fight” over the ACA; in the middle of the knife fight, he said, you don’t pause to tell your opponent that you like his shirt.) The Republican Study Committee sent out an alert stating that the purpose of the initiative was to let the government ration care. To an anxious public, CER was linked with two other contentious proposals then under consideration: voluntary counseling for Medicare patients about living wills, advance directives, and other end-of-life care; and the creation of an independent commission (Independent Payment Advisory Board, IPAB) with the power to recommend ways to achieve Medicare savings without cutting benefits. These three elements swirled around and combined in the public mind to give birth to the charge that Obama was seeking to create “death panels” for seniors. CER thus morphed into a symbol of rationing of medical services and bureaucratic interference with the doctor-patient relationship. In sum, conservatives turned a valence issue (using science to learn what works in medicine) into a position issue (the role of the federal government in health care delivery). As we show, the “devalencing” of an issue undermines pragmatic decision making and elite-led social learning in a sustained era of competitive balance between the parties and polarization.


Stimulating Conversations

In the space of a medium-size book, we cannot hope to answer all the questions we raise. We will be content if our analysis stimulates three conversations.

First, we hope to give health care experts a better understanding of the political forces that permit waste and bad science to persist in the medical system. Generating fresh insights by applying some of the ideas, habits of thought, and tools of political science to this familiar problem will help experts—including economists, health services researchers, and policy makers—craft recommendations that stand a better chance of both winning adoption and sticking after enactment.

Second, we wish to encourage other political scientists to devote more attention to the fundamental questions of who governs, and to what ends. As Terry Moe argues, political scientists should explore the power of vested interests of all kinds, including those that strategically hide their special interests inside a public interest package.93 With respect to the second question, political scientists typically use two criteria to analyze policy outcomes: the responsiveness of government to public opinion, and distributional fairness. These are very important evaluative dimensions, but they have limitations as benchmarks of government performance on complex scientific issues like the efficiency of health care. The public’s opinions on such issues may be either uninformed,94 or thoughtlessly derivative of the beliefs of policy elites.95 Similarly, a focus on distribution may be appropriate when the government targets benefits or costs at particular groups, but it is less illuminating when government seeks to provide public goods to the citizenry as a whole.

Finally, we hope our analysis encourages reflection on the capacities and limitations of modern American government as a problem-solving institution. U.S. politicians continue to promote technocratic problem solving in many areas. For example, the biomedical research conducted by the National Institutes of Health helps to advance understanding of diseases and epidemics and has long drawn bipartisan support. Yet what is often overlooked is that the roles of science, expertise, and enlightened public opinion in governance are mediated by the power of interest groups and professional societies, the struggle for partisan control, and the dynamics of electoral competition. Our investigation of the uses and misuse of medical evidence shows how these factors can produce an “unhealthy politics” in which pragmatic problem solving in government is degraded.

In particular, our research encourages reexamination of the assumptions of the Progressive reform tradition that has provided an intellectual foundation for problem solving in the U.S.96 At the core of this tradition is a belief in the importance of expertise and delegation of many complex tasks to the professions, including lawyers and engineers, but most prominently doctors. Relying on the professional ethics of doctors to self-regulate was an imperfect if understandable choice that has broader implications for how we understand delegation and the role of the professions in a democracy. Our analysis suggests that just as Congress checks the president, so elite professions—including scientists, physicians, university researchers, and policy analysts—need to monitor one another’s performance to ensure the primacy of citizen welfare and a commitment to a rational allocation of societal resources. Our central claim is not that science and expertise alone can (or should) entirely drive policy making in a pluralistic society.97 There will always be distributional battles over “who gets what” from government, and ideological debates over the appropriate role of the state. Yet a wellfunctioning policy state creates adequate incentives for problem-solving activities and ensures that elite groups who enjoy public trust, such as the medical profession, are democratically accountable and responsive to public needs. The amount of space for technocratic expertise and pragmatism in policy making is not simply a by-product of the technical complexity of a policy area;98 rather it is shaped by the incentives created by the broader political environment. We explain why the politics in the U.S. health care sector is so unhealthy, and how shifts in the behavior of the medical profession and the design of political institutions can promote sustainable reform.


The Plan of the Book

Chapter 1 defines the “medical guesswork” problem and explains how the poor integration of evidence into clinical decision making harms the performance of the health care sector. Chapter 2 makes our argument more nuanced and concrete by presenting a detailed case study of the remarkable sham knee surgery case mentioned earlier. In chapter 3, we present the results of national public opinion surveys that illuminate how ordinary citizens think about the medical evidence problem. Chapter 4 explores the institutional roots of medical professionalism in the United States. We examine why the U.S. health care system delegates therapeutic authority to individual doctors and medical societies, with little centralized oversight in programs like Medicare. The chapter also presents findings from a national survey of physicians to gauge their views on the proper role of medical societies in medical evidence controversies.

In chapters 5 and 6, our focus turns to politicians. We explore the politics of EBM, exploring why the efforts to root out waste, bad science, and extractive behavior in health care have not engendered reliable support. Chapter 6 examines the politics of the Obama administration’s effort to promote CER as the scientific foundation of health care quality improvements and cost control. In the concluding chapter, we take stock of the EBM reform project. We draw on lessons from the literature on U.S. state building to develop strategies to increase the durability of medical governance reform in contemporary American politics.





1
The Medical Guesswork Problem

The Centers for Disease Control (CDC), headquartered in Atlanta, is a national treasure. Staffed by a cadre of highly trained, dedicated professionals, the CDC protects the nation against dangerous health threats by detecting new germs as they spread around the globe, uncovering the most effective ways to combat disease, and disseminating new knowledge to physicians, policy makers and communities. The CDC sits alongside other crown jewels of America’s medical system, including top private and nonprofit hospitals across the nation, such as Sloan Kettering. It is no wonder that the dominant impression is that the quality of American medical care is the best in the world—“a utopia of high-tech treatments, cutting-edge research, and expeditious and effective interventions.”1

The best American medicine is indeed excellent, and the nation is unambiguously a world leader in some areas. Yet much of the care that patients receive is not particularly effective for their clinical conditions. Moreover, the United States spends dramatically more per capita on medical care than do other advanced democracies and does not consistently outperform peers on quality measures or health outcomes.2

For reasons that remain unclear, health care cost growth has moderated since 2002. Some experts suggest that possible explanations include “the rise in high-deductible insurance plans, state-level efforts to control Medicaid costs, and a general slowdown in the diffusion of new technology, particularly in the Medicare population.”3 Yet health care costs are projected to grow at GDP plus 1.2 percent over the next twenty years, a rate high enough to cause serious pain for taxpayers and workers.4

As figure 1.1 shows, in 2013 per capita spending on medical care in the United States (including out of pocket costs, insurance payments, and taxes to pay for health programs like Medicare) was $8,617—nearly double the Organisation for Economic Co-operation and Development (OECD) average. The United States is wealthier than other nations, so it would be expected to spend more on medical care. Yet the United States also spends substantially more than peer nations, even though we have fewer physicians (and fewer physician consultations) relative to the population than other nations.5 This higher level of spending does not appear to produce consistently better results on health indicators such as life expectancy. To be sure, the United States has higher obesity and poverty rates than many European countries. But multivariate analysis that controls for income, environmental quality, and lifestyle across developed nations finds little connection between spending and health outcomes.6 Some experts believe that the U.S. medical system is distinctively inefficient.7 As economists Henry J. Aaron and Paul B. Ginsburg write, “Whatever the reason, it is hard to avoid the conclusion that the United States is buying less health than other nations do with its high outlays.”8

It is critical to distinguish between the total benefits of greater health spending over time and the benefits of extra health spending at the margin. Over time, new technologies are developed, and some of them are associated with substantial improvements in health outcomes. For example, the mortality rate from cardiovascular disease has declined by more than 50 percent since 1950, at least partly because of the development of better ways to treat heart disease.9 At any given moment, however, the knowledge about how to treat different conditions is fairly similar across developed countries. The key issues are “how much the technology is used and how much is paid for it. By comparison with other countries, the United States uses technology in lower value settings and pays more for the same care.”10 This pattern likely stems from a combination of factors, including the absence of overall budgetary limits and supply-side constraints on medical capital equipment.11 In sum, all advanced democracies struggle with the cost and efficiency of health care delivery. However, the United States faces special challenges. Our financing and delivery systems are an unusually complex, decentralized, highly commercialized admixture of public and private plans that lack both the discipline of efficient markets and the authority of government control.
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FIGURE 1.1. Health spending per capita (in US$) and as a percentage of GDP, 2013. Source: OECD Health expenditure and financing data (http://stats.oecd.org/Index.aspx?DataSetCode=SHA).


Most experts agree that a substantial portion of the U.S. medical outlay is spent inefficiently, leading to little improvement in quality or outcomes. The Institute of Medicine estimates that as much as one-third of overall U.S. medical spending is wasted annually.12 The United States spends $2.5 trillion annually in health care, so this corresponds to over $750 billion in waste each year—more than the budget for the Department of Defense.13

As health economist David Cutler argues, waste is marbled throughout the health delivery system, making it hard to cut out.14 It comes in many forms, including excessive administrative costs, inflated prices, fraud, and—of especial concern in our analysis—overtreatment.15 Overtreatment includes “care that is rooted in outmoded habits, that is driven by providers’ preferences rather than those of informed patients, that ignores scientific findings, or that is motivated by something other than provision of optimal care for a patient.”16 According to some estimates, overtreatment added between $158 billion and $226 billion in wasteful spending in 2011.17 No area of medicine is immune. Overtreatment exposes patients to treatments that offer little or no health benefits as well as potential harms. Sometimes entire classes of care are inappropriate, but overtreatment also arises when a given treatment is used more intensively than clinical conditions warrant. An example is using back surgery as a first-line therapy for patients with simple cases of back pain/discomfort who would benefit from much less invasive procedures, such as drugs or physical therapy.18

Consider this puzzling situation. According to a CDC study, every year about 60 percent of American women who have had a total hysterectomy and lack a cervix receive a Pap test for cervical cancer. While there are some posthysterectomy women who need to continue screening (such as those whose surgery was done to remove cancer), the number is small. As one obstetrician stated, “It’s tough to get cervical cancer without a cervix.”19 According to the CDC, “the net benefits of screening some women, particularly women who have undergone hysterectomy … might be outweighed by the net harm (e.g., false-positive tests leading to needless patient anxiety and invasive procedures).”20 The U.S. Preventive Services Task Force, the American Congress of Obstetricians and Gynecologists, and American Cancer Society all recommend against Pap tests for posthysterectomy women over the age of 30.21 Yet despite the scientific consensus against routine screening for cervical cancer posthysterectomy, the proportion of women over 30 years of age who have had a hysterectomy and recently have been screened declined only 15 percentage points between 2002 and 2010 (figure 1.2).

Screening posthysterectomy women for cervical cancer points to a larger problem. Harvard Medical School researchers analyzed Medicare claims data, looking at 26 tests and procedures that empirical research has shown not to be beneficial for patients. They found that at least one in four—25 percent of—Medicare recipients received one or more of those services in 2009. The 26 services “are just a small sample of the hundreds of services that are known to provide little or no medical value to patients.”22 “We suspect this is just the tip of the iceberg,” said study author J. Michael McWilliams.23

Millions of Americans receive antibiotics, MRIs, blood tests, diagnostic screenings, and surgeries they don’t need.24 Atul Gawande, a general surgeon who has been at the vanguard of the EBM movement, reports that he took a look at eight new patients who entered his clinic one afternoon. All had medical records complete enough to permit him to review their histories. Gawande found that seven of the eight had received unnecessary care. Two had expensive diagnostic tests of no value. A third patient had undergone a questionable surgery for a lump (which the surgery failed to remove).
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FIGURE 1.2. Percentage of women who had a recent Papanicolaou (Pap) test (within 3 years), by hysterectomy status and age group. Behavioral Risk Factor Surveillance System, United States, 2000–2010. Note: Even years only. All trends are statistically significant using linear test of trend [p<0.05]. Percentages are weighted to the noninstitutionalized, U.S. civilian population. †2002 American Cancer Society, 2003 American College of Obstetricians and Gynecologists, and 2003 U.S. Preventive Services task Force Pap test guidelines published. Source: Center for Disease Control and Prevention, 2013, “Cervical Cancer Screening among Women by Hysterectomy Status and among Women Aged > 65 Years—United States, 2000-2010,” Morbidity and Mortality Weekly Report 61 (51) (January 4): 1043–47, https://www.cdc.gov/mmwr/preview/mmwrhtml/mm6151a3.htm, accessed March 15, 2017.


Four patients “had undergone inappropriate arthroscopic knee surgery for chronic joint damage.”25 These results occurred at one of the most prestigious and sophisticated medical institutions in the world. All these unnecessary treatments not only increase costs, but they can also imperil health by exposing patients to a higher risk of side effects and medical errors.26 “What’s remarkable is how much we do with so little evidence to support what we do, especially when it comes to the patient right in front of us,” said Harlan Krumholz, a cardiologist at Yale University.27 As David Epstein wrote in an Atlantic magazine article, “When Evidence Says No, but Doctors Say Yes”:


For all the truly wondrous developments of modern medicine—imaging technologies that enable precision surgery, routine organ transplants, care that transforms premature infants into perfectly healthy kids, and remarkable chemotherapy treatments, to name a few—it is distressingly ordinary for patients to get treatments that research has shown are ineffective or even dangerous. Sometimes doctors simply haven’t kept up with the science. Other times doctors know the state of play perfectly well but continue to deliver these treatments because it’s profitable—or even because they’re popular and patients demand them. Some procedures are implemented based on studies that did not prove whether they really worked in the first place. Others were initially supported by evidence but then were contradicted by better evidence, and yet these procedures have remained the standards of care for years, or decades.28



We live in an age of Big Government. There is no shortage of federal rules that govern the health care sector, and agencies like the Food and Drug Administration are among the most powerful and best known regulatory agencies in the world.29 Americans could be excused if they believe (without thinking much about it) that existing regulatory frameworks ensure that new treatments enter into clinical practice only after research has shown that they work as well as or better than alternatives, and that very expensive treatments must work at least as well as much cheaper alternatives. But this belief is mistaken.

To be sure, drugs and devices must be certified as safe and effective by the FDA before they can be marketed in the United States.30 There are three main reasons why the FDA approval process often fails to generate the information needed to promote evidence-based medicine, curb wasteful spending, and ensure the best outcomes for patients. The first reason is that the assessment of comparative effectiveness is typically not required for FDA marketing approval.31 Despite calls from medical reformers for greater attention to comparative effectiveness and the benefits of a new therapy over alternatives,


the FDA has stuck with the older (and industry preferred) model of placebo studies as the gold standard by which to measure the efficacy of new products, a decision that some have argued has escalated drug costs by facilitating the introduction of expensive ‘me too’ drugs which offer only marginal efficacy gains, if any, over existing off-patent therapies.32



Clinical trials of new drugs typically compare them to alternative medications only when the manufacturer seeks to make a marketing claim that a product is superior to other treatments, “or when giving trial participants a placebo would be unethical.”33 Furthermore, the FDA’s evaluations of products are often designed only to see if they are more effective than placebo on a short-term surrogate endpoint, such as a blood test, which may or may not be a good proxy for long-term clinical outcomes.34 Physicians commonly prescribe FDA-approved drugs for “off-label” uses—that is, for uses (and types of patients) in which the drugs have not been tested in clinical trials. Most physicians are not being irresponsible in these practices; the evidence base simply does not exist for many of these uses, especially for the off-label use of drugs.35

A second reason why FDA review fails to generate the information needed to determine what treatments work best for what patients is that the evidentiary standards for evaluating medical devices are typically lower than for prescription drugs and biologics. Many medical devices enter the market through an expedited pathway, in which manufacturers need only demonstrate (usually without evidence from randomized controlled trials) that a new device is “substantially equivalent” to a device already being sold. As mentioned, some point out that the 21st Century Cures Act, intended to expedite the approval of new drugs and devices, could affect the quality of evidence used by the FDA to evaluate new products and new uses for existing ones.36 In sum, federal regulation of medical products has been crafted to protect safety by keeping dangerous drugs and devices off the market, not to ensure that patients get the treatments that work best for their conditions.

The third gap in the FDA review process, less well known than the other two reasons but perhaps more important, is that many medical procedures undergo no rigorous evaluation at all. While the FDA does review devices used in medical procedures, it generally does not regulate the efficacy of the procedures themselves. This means that a doctor who invents a new kind of surgery can generally begin performing it without extensive evidence that it works better than less invasive alternative treatments. As Ashton and Wray observe, “Paradoxically, surgical innovations, generally costlier and riskier than pharmaceutical agents, can enter clinical practice with a much weaker evidential base than drugs and devices.”37

The weaknesses of the FDA are compounded by the federal government’s incapacity to promote efficiency in programs like Medicare and Medicaid. While all advanced nations are struggling to eliminate waste in health care, the United States is somewhat of an outlier when it comes to the use of evidence to shape coverage and reimbursement decisions. Australia, France, Germany, and the United Kingdom, for example, all have CER entities with greater authority than PCORI. These organizations differ in their roles and responsibilities, but all focus “their priorities, design, generation, and implementation of CER evidence on the explicit objective of informing health care policy decisions on the use of and payment for clinical services.”38 In comparison, CER entities in the United States have been given fewer tools to influence how health care resources are allocated.39

In contrast to the agencies that administer public health insurance programs in other advanced nations, the Center for Medicare and Medicaid Services lacks the ability “to actively review the vast majority of new technologies that are adopted into clinical practice and to restrict coverage for those that lack sufficient evidence of effectiveness.”40 Since its enactment in 1965, Medicare has focused primarily on clinical effectiveness, and covered any treatment that it deems “reasonable and necessary.” It has not sought to constrain or limit patient choice about treatment options.41 Medicare delegates most coverage decisions to regional contractors, who generally defer to the clinical judgment of physicians. Even when national coverage policies are developed (which applies to only a small fraction of medical services), the lack of high-quality outcomes data means that “the vast majority of new technologies and services bypass any meaningful review.”42 Medicare has not been a regular sponsor of clinical trials to address gaps in the medical evidence base, although on some occasions Medicare has sought to link the coverage of a new service to providers who participate in a prospective data collection activity by a process known as “coverage with evidence development.” While Medicare has sometimes limited payments for a service to the rate paid for the “least costly alternative,”43 Medicare reimbursement levels in the vast majority of cases are linked to the “underlying cost of providing services.”44 Administrations of both parties have sought to rationalize Medicare’s coverage policies to give greater weight to the costs and benefits of services, but reforms have been elusive. In the early 1990s, the George H. W. Bush administration proposed a Medicare coverage rule that would have included a limited cost-effectiveness analysis requirement for certain technologies.45 However, the proposal was opposed by the medical device industry, physician associations, and hospitals.46 Members of Congress and disease-advocacy groups argued that cost-effectiveness analysis would lead to rationing, and the proposed rule was buried before the 1992 elections.47

Some state Medicaid agencies do use comparative effectiveness data to inform their drug formulary decisions. The innovator in this area has been Oregon. In 2003, under former governor and emergency room physician John Kitzhaber, M.D., Oregon created the Drug Effectiveness Review Project (DERP), an independent, university-based collaborative to evaluate clinical evidence on the relative safety and efficacy of different drugs in the same class.48 More than a dozen state Medicaid programs are now involved with DERP,49 which conducts systematic literature reviews; it does not fund major new clinical trials. While Medicaid is a major state budget item, the fact that the federal government has historically paid most of the program’s total expenses has attenuated the incentive of states to identify and eliminate less effective treatments, since states would have recouped only a portion of the savings.50

Taken together, these governance failures contribute to a variety of problems:

•  Although estimates vary, some experts believe that less than half of all medical care is based on adequate evidence about its effectiveness.51

•  When there are two treatments available for the same condition—such as surgery versus medication—doctors often do not know which one works best. Consequently, “decisions about what treatments to use often depend on anecdotal evidence, conjecture, and the experience and judgment of the individual physicians involved.”52

•  Many common surgical procedures, such as spinal fusion for back surgery, rest on little evidence.53 There have been cases where thousands of patients have undergone extremely risky operations (e.g., high-dose chemotherapy with bone marrow transplants for breast cancer) that were later determined to be ineffective when properly evaluated.54

•  The Dartmouth Atlas of Health Care has identified large regional variations in utilization and spending in the Medicare program that cannot be fully explained by differences in population structure or patient illness, and that are not consistently related to health outcomes.55 For example, regional variations in hip and knee replacement for Medicare patients were four times higher in some regions compared with others in 2005–6.56 A recent study found that utilization changes significantly when Medicare patients move from one area to another (that is, from a high utilization area to a low one, or vice versa), and that 50 to 60 percent of the variation in utilization is due to place-specific factors, such as the practice styles and beliefs of local physicians.57

•  It can take decades for medical research findings to enter clinical practice.58 A Rand study reported Americans only receive 55 percent of the recommended preventive, acute, and long-term health care.59 For example, although the benefits of Beta blockers in acute myocardial infarction (heart attack) was established in the 1980s, Beta blockers remained widely underused, and there was still wide variation in their use as recently as 2005.60 The failure to deliver recommended care is due not only to slow diffusion, but also to consumer resistance to many preventive interventions, a lack of medically valuable treatments that are remunerative, and the fact that many practices are not set up to do these things efficiently.

The tripartite problem of missing evidence, overutilization, and unexplained regional variation in the Medicare program has generated a massive volume of health economics and health services research.61 The problem is so widespread that the mainstream media has taken notice. There have been many articles in the New York Times and Washington Post about the overuse of everything from cardiac stenting and Mohs surgery to CT scans, ear tubes, elective induction of labor, and antibiotics.62 A number of important books about the problem have also appeared in recent years. Their titles tell the story: Overdiagnosed: Making People Sick in the Pursuit of Health;63 Hope or Hype: The Obsession with Medical Advances and the High Cost of False Promises;64 Overtreated: Why Too Much Medicine Is Making Us Sicker and Poorer;65 Overdosed America: The Broken Promise of American Medicine;66 Flatlined: Resuscitating American Medicine;67 and Taming the Beloved Beast: How Medical Technology Costs Are Destroying Our Health Care System.68 These books are riveting, but they are not screeds. Their detailed, highly informative analyses help explain why American medicine costs so much—and delivers so little.

The essence of the problem described in these books can be captured in a graph created by health economists Amitabh Chandra, Anupam B. Jena, and Jonathan S. Skinner.69 Figure 1.3 shows a “production possibility frontier” in health care. The graph maps the relationship between factor inputs, which includes all the labor and capital used to produce medical care (e.g., physicians, nurses, hospital beds, medicines, x-ray machines, etc.) and health outcomes (survival/quality of life). A well-functioning health care system would be operating at a point somewhere on the curve (not inside it). That is, given its factor inputs, the health system would obtain the best possible outcomes for the overall health of the population. The goal of research on the comparative effectiveness of different treatment options is to help society reach a point on the curve (such as point B or C) by giving patients and providers the sound evidence they need to choose the treatment with the best health outcome for each clinical indication.70 Unfortunately, the U.S. health care system is represented by point A, inside the production possibility frontier, due to wasteful costs, lack of effective care, or overtreatment. That is, the United States is operating below potential. The nation could be doing much better, given the factor inputs we are allocating to the health care system, if patients received the most effective treatments for their conditions, as suggested by the examples in Chandra, Jena, and Skinner. Additional studies, such as Perlroth, Goldman, and Garber, suggest “CER could save up to $3 billion annually by establishing that for prostate cancer patients, prostatectomy ($7,300 cost) yields results as good as brachytherapy or radiation seeds ($19,000) and radiation therapy ($46,900).”71
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FIGURE 1.3. Cost-effectiveness and comparative efficiency in a health care production function. Source: Copyrighted and published by the American Economic Association as figure 1 in Amitabh Chandra, Anupam B. Jena, and Jonathan S. Skinner, 2011, “The Pragmatist’s Guide to Comparative Effectiveness Research,” Journal of Economic Perspectives 25 (2): 27–46. The published article is archived and available online at https://www.aeaweb.org/journals/jep.


There are three reasons why everyone should be concerned about a situation in which the nation finds itself far inside its “production possibility frontier.” First, given what we spend, millions of people—spouses, parents, and children—are less healthy than they could be if medicine were more evidence based. Second, the foregone health benefits—the losses in quality of life or survival—are not inevitable. Incentives to generate and use scientific information, if missing, can be supplied. Norms supporting the practice of EBM, if weak, can be strengthened. Insurance rules that encourage overtreatment can be changed. Finally, the current situation should spark outrage because it reflects in part efforts by powerful economic interests to gain profits through deceptive practices, as noted by Ashton and Wray:


We know how to generate high-quality evidence about the benefits and harms of clinical interventions. But evidence can make winners and losers of parties [such as pharmaceutical companies] that have a stake in the decisions that will flow from the evidence. Consequently, though this flies in the face of scientific objectivity, medical ethics, and the high ideals of methods and ethics of human subjects research, parties will try to manipulate the design and conduct of research so that the process yields answers favorable to their interests.72



Medical evidence is generated in part to satisfy FDA review, but the data-generation system requires government monitoring and enforcement to maintain its credibility and effectiveness. Consider the rosiglitazone story. Rosiglitazone is an antidiabetes drug marketed under the name Avandia and sold by the British drug maker GlaxoSmithKline (GSK). After years of civil and criminal investigations that featured allegations of efforts to intimidate scientists, GSK agreed to pay a $3 billion fine in part for failing to report certain safety data to the FDA, including certain postmarketing studies, as well as studies conducted to address policy makers’ concerns about the drug’s cardiovascular safety risks.73

But it isn’t only big drug companies that can fail to protect patient welfare. Doctors and medical administrators themselves bear responsibility. In his book Unaccountable, Johns Hopkins hospital surgeon Marty Makary provides detailed stories about how patients who are candidates for minimally invasive procedures are sometimes not told of their options and receive extensive surgeries, increasing their exposure to medical error.74

A common concern about CER is that some patients may benefit more from a treatment than others. A study that focused on the benefits for the “average patient” could miss substantial benefits for a particular subgroup of patients, such as racial or ethnic minorities. This is an important concern. While knowing the average effect of a treatment is clearly “better than the status quo of having no … knowledge about the effectiveness of a treatment,”75 it is true that clinical studies focusing on average effects do not always generate the information needed to identify the best treatments for patients.76 People vary in many ways, including their genomics, and metabolic systems, and these differences are sometimes relevant for clinical decision making. But there are viable solutions to this concern, including performing a large enough study to permit subgroup analysis so that we learn what strategies truly work best for whom and under what circumstances. Also, the results of CER studies do not have to be used to deny coverage; they can be used to inform patient and physician decisions or (if cost-effectiveness is a concern) to design payment systems that preserve freedom of choice but encourage patients and doctors to use high-value, evidence-based options.77 A related concern is that CER threatens “personalized medicine.” However, as Alan Garber and Sean Tunis note, a key “obstacle to the adoption of personalized approaches, such as genomic testing … is the lack of adequately designed studies assessing their clinical utility. Often there is little consensus about the best way to design and implement such studies…. These are precisely the kinds of issues that CER is designed to address.”78 In sum, the best answer to therapeutic uncertainty about the effectiveness of a treatment is not to fall back on medical guesswork, but more and better science to generate the information needed by physicians and patients.

Why would doctors perform tests and procedures in the absence of solid evidence about their benefits for patients? Why would some Medicare patients receive painkillers and physical therapy for back pain while other patients who are suffering from identical symptoms receive back surgery? How much of the overtreatment and regional variation problems in the United States can be explained by fee-for-service payment? By fear of malpractice suits? By supply-induced patient demand? By physician preferences or the practice norms of particular localities?

These are important questions to which health services researchers have devoted considerable attention, but resolving them is not this book’s central objective. As political scientists, our major focus is not on the reasons why the U.S. health care sector is characterized by bad science, inconsistency, and waste. Rather, our primary focus is on why the massive inefficiencies of the U.S. medical sector (especially in the Medicare program) have failed to stimulate a more effective political and policy response.


A Political Puzzle

The raw power of the medical products industry clearly helps explain the pressure to maintain the status quo. There are big industry profits at stake in the current regulatory and financial environment of U.S. health care— and the industry obviously wishes to protect them. Yet if a significant fraction of Medicare dollars is being wasted on useless (or low-value services) and millions of Americans are harmed because of lack of good evidence on common treatments and the slow uptake of research findings, a serious institutional breakdown is occurring. The U.S. political system is not known for its speed, but its performance is not always this dismal. In many policy sectors, government performs quite well.79 Further, there are many examples of public policy responding to expert recognition of societal problems, leading to reforms that opened up sectors once dominated by powerful interests. For example, when a consensus emerged among economists that inefficient regulation of the transportation sector was imposing huge costs on consumers, the trucking and airline industries were deregulated, despite howls of protest from the airlines and Teamsters.80 When experts pointed out that America’s schoolchildren were falling behind international peers, the federal government required states to put in place standardized tests and accountability mechanisms.81 While some of these reforms have been more effective and sustainable than others,82 all were predicated on expert identification of a major social problem and the opportunity for socially beneficial change in the face of powerful organized interests seeking to maintain existing arrangements. In sum, the U.S. system does have a capacity to address problems, at least at times. Why has the U.S. medical sector been far more resistant to reforms to improve the quality of care and the efficiency of resource allocation decisions?

The puzzle only deepens when one recognizes that other advanced nations have created robust agencies or programs to conduct health technology assessment and synthesize the evidence base to inform coverage and reimbursement decisions.83 For example, England created the National Institute for Clinical Excellence (later renamed the National Institute for Health and Care Excellence, NICE) in 1999 to provide national guidance on health technologies and procedures to ensure that treatment decisions would be based on the best available clinical evidence. France created the National Health Authority (Haute Autorité de Santé, HAS) in 2004 “as an independent agency to advise the Ministry of Health and public health insurers about the clinical value of services, goods, and procedures. It also audits and accredits health care professionals and firms.”84 And Germany established the Institute for Quality and Efficiency in Health Care in 2004 to evaluate the quality, effectiveness, and efficiency of health services. Other nations like Australia and Canada have also built up bureaucratic capacity in this area.

To be sure, there is no evidence that health technology assessment in the U.K. (or other European nations) has constrained health care spending growth, although it has likely increased the average cost-effectiveness of covered treatments.85 This should not be too surprising, however, since the main function of these efforts is to rationalize care, improve quality, and promote value for money, not to cut costs.86 Well-done evidence synthesis and technology assessment moves a nation’s health care system out to the production possibility frontier (figure 1.3). Many factors affect the growth of health care spending in any given nation, including the willingness to impose system-wide controls on prices and wages. Better generation and use of evidence may not lower the growth rate by itself, although politicians may embrace evidence generation and technology assessment in the hope they will. Indeed, despite the creation of NICE, overall health spending increased significantly in the U.K. between 2002 and 2010. NICE took advantage of a much more accommodating fiscal climate by allocating the funds to new technologies, which it would presumably be less able to do in a more constraining budget environment. As Corinna Sorenson writes,


In the case of NICE, its guidance has most likely been cost-increasing, in the order of £1.65 billion per year in additional NHS investment. This is not surprising since most interventions that are deemed cost-effective are more expensive than their comparator interventions. The French HAS also claims that any adoption of cost-effectiveness analysis would not be used to save money (by reducing services), but attain more efficient use of resources.87



But there are complications. Disentangling the cost impact of health technology assessment in Europe is rather difficult since the counterfactual (what would have happened if guidance had not been issued?) is unknown.88 It is clearly misleading to estimate the cost impact of assessment simply on the basis of the number or scope of coverage denials, since firms may price their goods in anticipation of the reviews. There is anecdotal evidence that NICE may encourage companies to lower their prices and offer deeper discounts in the hopes of securing NICE approval by getting a better QALY (quality-adjusted life year)/£ result.89 For example, NICE originally did not recommend the cancer drug ibrutinib for routine NHS use. However, following a reduction in price, NICE approved the therapy as cost-effective.90 The effect could also be to promote the introduction of new, more expensive treatments into the system, which could lead to higher (but perhaps cost-effective) spending.91

As we discuss later, the creation of the Patient-Centered Outcomes Research Institute under the Affordable Care Act brought the United States a bit closer to the international norm on public support for CER, but major differences remain between the United States and other nations. The failure to create a clear linkage between PCORI’s research and Medicare, coupled with the fragmentation of U.S. health care delivery and financing, left formidable barriers to the routine integration of evidence into clinical decisions and policy outcomes.

The lack of an effective and politically sustainable response to the medical evidence problem—and this is a sad indictment of the U.S. political system— would be somewhat less surprising if the medical evidence problem harmed “only” politically marginalized groups, such as the poor.92 But all Americans, including wealthy patients covered by generous insurance plans, suffer if doctors don’t follow best practices or if evidence does not exist about, for example, the best way to treat prostate cancer or back pain. The pathologies of the U.S. medical system thus cannot be attributed to distributional bias in an otherwise high-performance system; these inefficiencies and performance breakdowns are widespread and systemic.

To explain this puzzle, we develop an extended argument about how interactions among physicians, politicians, and the public have created the present equilibrium. Before we flesh out this argument, however, it is instructive to look at how the system responds to the emergence of evidence that a common procedure does not work as advertised, which is the subject of the next chapter.





2
Sham Surgery

A CASE STUDY OF THE USE OF MEDICAL EVIDENCE

In an ideal health care system, doctors would operate on patients only when there is a strong medical basis for doing so. Researchers would use rigorous methods to evaluate whether specific operations are safe and effective for specific conditions. If there is compelling evidence that a surgical procedure might not work as expected, physicians and medical researchers would investigate. Once the truth about the benefits of the operation is discovered, the information would be disseminated. Clinical guidelines would be revised, and physician behavior would rapidly change. In sum, treatments would be based on the best available scientific evidence, and progress would be continuous, uniform across regions, and swift.

Unfortunately, this is not how the American medical system always works. A large body of research leaves little doubt that sizable gaps exist between these aspirations and real-world performance. As chapter 1 discussed, new tests and procedures are often widely adopted before they are rigorously evaluated, and practice norms often do not change quickly and consistently in response to credible evidence. Doctors in some regions of the country may continue to perform discredited procedures long after providers elsewhere have abandoned them. Table 2.1 displays recent examples of the uneven translation of comparative effectiveness research into outcomes from Timbie and colleagues.1 Many reasons have been suggested for the failure of evidence to alter clinical practice, including financial incentives, ambiguity of study results, local practice norms, and cognitive biases in the interpretation of new information.2 These broad explanations are convincing, but they do not address the role of key organizational actors—including physicians, medical societies, and policy makers—in the uptake of clinical evidence. To gain a feel for how things work (or fail to work) on the ground, it is useful to take a detailed look at the production, use, and nonuse of evidence in a particular case.


TABLE 2.1. Recent Comparative Effectiveness Studies and Their Translation Outcomes
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Source: Copyrighted and published by Project HOPE/ Health Affairs as exhibit 1 in Justin W. Timbie, D. Steven Fox, Kristin Van Busum, and Eric C. Schneider. 2012. “Five Reasons That Many Comparative Effectiveness Studies Fail to Change Patient Care and Clinical Practice.” Health Affairs (Millwood) 31 (10): 2168–75. The published article is archived and available online at www.healthaffairs.org.


Here, we examine the use of arthroscopic surgery to treat osteoarthritis (OA) of the knee. By the mid-1980s, arthroscopies became a preferred method of treatment for knee OA. It was believed that debridement and lavage resulted in less pain and postoperative swelling than other surgical procedures and helped patients avoid the need for a total knee replacement.3 The use of knee arthroscopy was encouraged by the growing use of MRIs, which allowed doctors to view structural abnormalities inside the joint. More than 650,000 debridement and lavage procedures were performed annually in the early 2000s, at which time the procedures cost roughly $5,000.4 About half of all knee OA patients typically said they felt better after their arthroscopies, but some experts doubted that the operations were beneficial. In the mid-1990s, a medical research team led by J. Bruce Moseley, a board-certified orthopedic surgeon at Baylor College of Medicine and the team physician of the Houston Rockets and of the 1996 U.S. Olympics Basketball “Dream Team,” and Nelda P. Wray, a physician and health services researcher at the Veterans Administration in Houston, decided to test whether the surgery was effective. The Moseley-Wray team conducted a rare randomized placebo-controlled clinical trial of a surgical procedure, in which some patients underwent fake operations designed to mimic the real interventions. Patients assigned to the placebo arm received only incisions while they were asleep. Tests of knee function showed that patients who received the real operation did not outperform those who received the placebo on physical tasks and reported no more pain relief than those who received only the placebo incisions.5 In short, a surgical procedure performed on millions of patients to ease the pain of arthritic knees worked no better than a fake operation.

On the surface, the widespread use of an operation that works no better than a fake operation is easy to “explain.” A patient has knee pain and doesn’t know the best treatment owing to the uncertainties and information asymmetries of medical care,6 and his or her doctor says, “You will benefit from surgery.” The patient receives “care” when he or she undergoes the surgery. That intervention produces an effect, albeit a placebo effect, but the typical patient would not know this. Moreover, if the knee surgery is the standard in the profession, even shopping around for different treatment options, which is rare, wouldn’t help. There is little in the interaction between doctor and patient that would lead the patient to conclude that a safer and less disruptive treatment might have been available.

But this account, accurate as it may be, evades the really important questions. How did this situation arise? Why were doctors performing a procedure without scientifically demonstrated benefits? What was the state of the medical evidence base before the publication of the Moseley study? How did the medical and public policy communities react when the study came out? How much and how quickly did clinical practices change afterward? These are among the questions this chapter explores.

The U.S. medical system does respond to evidence. When credible research is published in a top-flight medical journal suggesting that a common treatment does not work as believed, as occurred here, the results are widely discussed. However, the uptake of evidence by clinicians is often slow, inconsistent, and variable across communities. The generation, use, and translation of evidence are technical tasks, but they are carried out through decision-making and resource allocation processes that are shaped and constrained by the economic, political, and organizational interests of health sector actors, including doctors. There are no mechanisms in programs like Medicare to ensure that important gaps in the medical evidence base are expeditiously identified and systematically filled to protect the interests of patients and taxpayers. When the effectiveness of a treatment is challenged by a gold-standard study, medical societies do not always behave in ways that put patient interests unambiguously first. Rather than using the emergence of credible evidence that an expensive, invasive procedure works no better than safer alternatives as a welcome opportunity to take a hard look at the conceptual and empirical support for existing treatment protocols, medical societies may give the narrowest possible constructions to research findings. They do so for many reasons, including a desire to maintain professional autonomy and minimize government and insurance industry interference with existing clinical practices. The evidence translation process—turning research findings into better clinical decision making and improved outcomes for patients—sometimes moves at a glacial pace and does not establish an expectation that other therapies (even related interventions in the same practice area) will satisfy higher evidentiary thresholds before diffusing into wide use. Indeed, as we will see later in this chapter, after debridement and lavage were discredited and coverage changes occurred, the number of these operations did begin to decline. However, the number of knee surgeries for tears of the meniscus cartilage of the knee increased dramatically. Many were probably not at all surprised when yet another randomized controlled trial found that the latter procedure also worked no better than sham surgery.7 Arthroscopic surgery on the meniscus is still the most common orthopedic procedure in the United States, performed about 700,000 times a year at an estimated cost of $4 billion.8 Experts agree that the procedure is appropriate under some circumstances, especially for younger patients and for tears from sports injuries. But the vast majority—as many as 80 percent—of tears occur in older patients owing to wear and aging. Some experts believe surgery in those cases is often not appropriate.9

The knee case is illustrative of systemic problems in the promotion of evidence-based medicine. While the involvement of more than 50 medical societies in the “Choosing Wisely” campaign to eliminate low-value, wasteful services is a positive step, the initiative thus far has had little impact. A study in JAMA Internal Medicine found that for seven treatment and testing services listed by the Choosing Wisely campaign as usually unnecessary, use of only two had declined. Use of the other five services either had not changed or had increased.10 Clearly, many medical societies are failing to take seriously their professional responsibility to deliver evidence-based care to patients and ensure that the nation does not squander scarce health care dollars on treatments of dubious worth.

The remainder of the chapter is organized as follows. First, we describe how the orthopedic community mostly ignored clear warnings that the arthroscopic surgery for OA of the knee might not be effective. Next, we review the Moseley-Wray study’s findings and describe the less than optimal responses they prompted from medical societies and policy makers. Finally, we briefly look at the debate surrounding another procedure for knee OA (arthroscopic partial meniscectomy) that has grown in popularity despite a lack of evidence, and identify signs of the same performance pathologies.


Arthroscopic Surgery for OA of the Knee

About 12 percent of those aged 65 and over experience frequent knee pain from OA.11 When anti-inflammatory medication and physical therapy fail to relieve symptoms, doctors may recommend two forms of arthroscopic knee surgery: lavage or debridement with lavage. Lavage (derived from the French “laver,” meaning “to wash”) is a procedure in which the knee joint is thoroughly washed out. Debridement (derived from a French word related to “debris”) “cleans up” the knee by cutting away loose tissue, trimming torn and degenerated meniscus (the shock-absorbing cartilage in the knee joint), and smoothing out the remaining meniscus. These procedures originated in the medical practices of the 1930s and 1940s but did not take off until the development of fiberoptics in the 1970s.12 By the mid-1980s, arthroscopy for OA of the knee had become extremely popular. Arthroscopies are typically performed under general anesthesia and require a recovery period during which the patient experiences pain and decreased mobility. Although serious complications from the procedure are rare, debridement may have a negative effect on the outcomes of a subsequent total knee replacement.13


THE WEAK EVIDENTIARY BASIS OF THE PROCEDURE

The spread of arthroscopic surgery for OA began as surgeons reported their experiences with arthroscopic surgery at scientific conferences and in journal articles. Colleagues became excited about the procedure and started performing it on their patients. These clinical experiences, rather than scientifically rigorous evaluations or a sound theoretical understanding of the mechanism behind alleged treatment effects, provided the basis for the widespread adoption of the procedure in the United States.

A review of the relevant medical literature before the 2002 Moseley study highlights the weak evidentiary basis of this surgery. Although there had been reports on operations similar to lavage and debridement several decades earlier, the first modern study of arthroscopy for OA of the knee was published in 1981. Norman F. Sprague III debrided the joints of patients for whom other therapies had failed.14 The outcome measures were subjective assessments of pain and functioning. About fourteen months after the surgery, patients were asked to compare their current level of pain and functioning to their recollection of what they had experienced before the operation.15 Approximately 75 percent of the patients said their pain and functioning had improved or stayed the same. This early study had two major design weaknesses that persisted in research for two decades. First, the research design did not permit the effect of the surgery to be distinguished from the natural history of the disease or from a placebo effect. Placebo effects are especially common when a subjective measure, such as pain, is the target of the treatment. Second, the assessment was not “blinded.” Those conducting the evaluations knew what procedures individual patients had received. Sprague’s study was actually based on patients’ self-reported experiences, though a similar problem would arise if third-party evaluators knew each patient’s treatment history, as unblinded assessment is an established source of bias.

At least twenty-five additional studies evaluating the effectiveness of lavage and debridement with lavage were published during the next twenty years.16 Like Sprague, most of these follow-up studies relied on retrospective evaluations of the surgery using either patient charts or follow-up interviews—methodologies vulnerable to producing biased results. In a typical example, Yang and Nisonson evaluated 105 postoperative knees by using a 12-point scale that included both subjective measures and measurements of range of motion. Sixty-five percent of patients scored 9 or higher, the cutoff the authors selected to determine which knees should be labeled “good” or “excellent.” The 65 percent “success rate” was taken as supportive of the use of arthroscopic surgery. However, the Yang and Nisonson study lacked a control group against which to measure the benefit from the intervention, and the physician who conducted the case evaluations knew whether individual patients had been operated on (i.e., the study was not blinded).17

The pre-Moseley literature did contain some randomized trials. A few well-designed randomized clinical trials were conducted to gauge the effectiveness of one of the two arthroscopic surgeries, lavage without debridement.18 In contrast to most of the case series evidence, these studies failed to produce convincing evidence that lavage was effective in reducing arthritis severity as measured by outcomes such as function or stiffness. With a much larger number of case histories reporting positive effects from the procedure, however, these negative findings were downplayed. No randomized trial prior to Moseley and colleagues evaluated debridement versus a placebo version of the operation.19


DOUBTS ABOUT THE EFFECTIVENESS OF THE PROCEDURE

Some physicians did question whether or how arthroscopy benefited patients with OA. If there is a strong theoretical argument for how an operation produces benefits, the need for empirical support is lessened. There was, however, no broadly accepted theoretical mechanism to explain how arthroscopic surgery helped patients. Several hypotheses were offered to explain the positive findings reported in the typically nonrandomized, unblinded clinical studies. Some researchers pointed out that the arthritic joint contains irritating debris and enzymes. It was suggested that flushing out these sources of irritation might reduce pain.20 Debridement was said to reduce pain by reducing mechanical problems of the knee such as “catching” or “popping” and improving the distribution of weight on joint surfaces.21 These explanations were recognized as speculative. Many studies reporting positive clinical findings were at a loss to explain them. In one review article generally supportive of the surgery, for example, Hanssen and colleagues acknowledged that “the mechanism of pain relief following arthroscopic treatment of osteoarthritis is obscure.”22

Questions about the use of arthroscopy for patients with knee arthritis were raised at medical conferences and in professional journals. In a symposium (“Uses and Abuses of Arthroscopy”) conducted at the 1992 annual meeting of the American Academy of Orthopaedic Surgeons (AAOS) and an article reprinted in one of the leading journals in the field, practitioners and researchers openly discussed both the state of knowledge regarding arthroscopic surgery and how the financial incentives of the health care system might distort the decision to recommend surgery. The symposium was noteworthy for its blunt language regarding a common orthopedic procedure. Dr. John Goodfellow, a former president of the British Orthopaedic Association, mocked the use of arthroscopic surgeries for OA and suggested they might be “pseudotreatments.” He commented that “no one has performed the double-blind controlled trial that would be necessary to distinguish between the placebo effects of any operation and the direct benefits of debridement.”23 Despite the obvious and recognized need for rigorous investigation to determine whether the procedure worked, there was no sense of urgency. The lack of hard evidence for the procedure’s effectiveness was apparently more a regrettable condition than a pressing problem for physicians and researchers to solve.

This troubling situation—in which the lack of hard evidence for the use of a procedure is a poorly kept secret among practitioners—is not unusual in American medical practice. Many popular surgical procedures rest on weak evidence, including certain procedures done to relieve lower back, neck, spine or neurological pain, tendonitis, and impingement in the shoulder.24 Questions have been raised about vertebroplasty, a procedure in which a form of bone cement is injected into the broken spinal bones of patients with OA. A 2009 randomized, double-blind trial found no beneficial effect compared to a sham procedure in which needles were inserted into the back without injecting cement.25 Two years after the study’s publication, the procedure was still being performed, and insurance coverage was unchanged.26 Another example of a questionable operation is “spinal fusion surgery,” in which a bone graft is used to fuse together two vertebrae in an attempt to relieve lower back pain from degenerated discs. The operation, which has been increasingly popular in the United States, can have serious side effects, including blindness and paralysis. As use of the surgery grew, evidence that spinal fusion surgery works well for its most common indications remained unclear, according to Deyo and colleagues.27


A WIDESPREAD PROBLEM

The problems we observe in the production of evidence in the case of arthroscopic surgery have long been known to experts. An article in Science magazine in 1978 noted that, although new drugs and devices must satisfy federal regulations that require rigorous testing in animals followed by carefully controlled testing, “new surgical operations may or may not be tested in animals, may be introduced as human therapy with or without review by a human experimentation committee and with or without a formal experimental design, and may or may not be evaluated by long-term follow-up observation.”28 A 1975 commentary in the Journal of the American Medical Association pointed out that a double standard exists for surgery. Drugs must undergo Food and Drug Administration (FDA) review—a requirement that is not costless but is almost certainly socially appropriate. Yet no agency has been created to protect the patient from harmful and ineffective operations. This same double standard exists among journal editors and reviewers, “who regularly reject inadequately controlled medical trials and regularly publish inadequately controlled surgical trials.”29

What accounts for this double standard and for the poor state of scientific knowledge about surgical procedures more generally? Some argue that ethical considerations limit the use of rigorous, placebo-controlled clinical trials to study surgical interventions. Although it is morally acceptable to use placebos when evaluating a new drug, it is sometimes thought unacceptable to do so when studying a new operation, even though this research approach has produced startling results on the occasions it has been used.30 Opponents of sham surgery trials argue that it is too difficult to design an operation as inert as the usual sugar pill used as a placebo in drug trials.

Proponents of placebo arms in studies of surgical procedures argue that such research designs are ethically sound.31 Ethical reservations about sham surgery, proponents claim, confuse the ethics of clinical research with the ethics of personal medical therapy. According to bioethicist Franklin G. Miller, “Clinical trials routinely administer interventions to patients that carry risks that are not compensated by medical benefits to them, but are justified by the anticipated value of scientific knowledge accruing from their use. For example, invasive procedures such as blood draws, lumbar punctures, and biopsies are often administered to measure trial outcomes.”32 If there is no consensus among the medical community on the benefits and use of a procedure, if the scientific need for blinding is compelling, if participants are informed about the risks to the placebo control group, and if the risks to subjects in the control group are minimized, then sham surgery trials may be ethically appropriate, as the American Medical Association (AMA) has acknowledged.33

The ethical argument against sham surgery studies can easily be turned on its head. As physician David H. Spodick wrote,


The omission of adequate standards for surgical therapies should be especially surprising, since even the most essential operation involves inevitable trauma—physical, metabolic, and psychic—not to mention the risks of anesthesia. Indeed, when evaluated under comparable conditions against the outcome of alternative treatments or of no treatment, a new operation resulting in net loss to the patients, or in the same degree of recovery that would have occurred spontaneously, might be fantasized as a well-intended “assault.”34



Following Spodick’s line of reasoning, if ethics were decisive, one might reasonably expect placebo-controlled arms to be more prevalent in the evaluation of surgery than in the evaluation of any other kind of medical intervention.


Pioneering Sham Surgery Study

The publication of the landmark study “A Controlled Trial of Arthroscopic Surgery for Osteoarthritis of the Knee,” in the July 11, 2002, issue of the New England Journal of Medicine, presented the findings of a study that subjected a questionable procedure to rigorous scientific analysis. The article reported the results of a double-blind clinical trial in which Houston Veterans Administration hospital patients were randomly assigned to receive lavage, debridement with lavage, or “sham surgery.” For patients in the debridement with lavage group, the joint was lavaged, “rough articular cartilage was shaved (chondroplasty was performed), loose debris was removed, all torn or degenerated meniscal fragments were trimmed, and the remaining meniscus was smoothed to a firm and stable rim.”35 One of the study’s lead authors, surgeon J. Bruce Moseley, had long been skeptical of debridement and lavage. “I just didn’t quite understand why people were reporting so much benefit when seemingly there wasn’t very much done,” he said.36 Nelda Wray, the coleader of the research team, thought the placebo effect might be responsible for patients feeling better after the operation. The two researchers agreed that a sham surgery clinical trial was the best way to test whether the procedure had any benefit beyond a possible placebo effect.37

Participants in the trial were told that they might receive only placebo surgery and had to give their informed consent. The researchers created a placebo arm that mimicked the sight and sound of the actual procedure and included both sedation and an incision. For ethical reasons, patients in the sham surgery group were not placed under general anesthesia (they instead received a short-acting tranquilizer that caused them to fall asleep). Special care was taken to ensure that patients understood that they might receive sham surgery; subjects were required to transcribe the informed consent form prior to signing it. Subjects receiving the real procedures and those receiving the fake operations were equally likely to guess they were in the placebo group.

Moseley performed all the procedures himself and did not know whether the patient would receive a real or fake operation until he opened a sealed envelope when patients were wheeled into surgery. The effects of the procedures were assessed through subjective measures of pain and function as well as through objective measures of function, such as the amount of time it took for patients to walk thirty meters and climb up and down a flight of stairs. Measurements were obtained at several points throughout a two-year follow-up period. Evaluators did not know whether patients were in the treatment or control groups. The results suggested that the surgeries were no better than the placebo operations. At no point during the two-year period did either of the actual surgery groups report a statistically significant improvement in pain or function versus the placebo group. The average outcome measures produced by the placebo group were statistically superior to the surgery groups at two weeks. At all other time periods, the outcomes were statistically equivalent.

Although many scientific breakthroughs receive little attention from broader publics, the study’s novel research design and provocative results made for arresting news copy. The study was praised in the lead editorial of the New England Journal of Medicine and produced extensive, if short-lived, media coverage.38 Front-page articles appeared in major national newspapers.39 The study’s finding that a major procedure worked no better than a fake operation was something of a bombshell, but the results were probably not shocking to many experts. As one leading evidence-based medical research organization stated on its web site, “The results of the [sham surgery study] should not be a surprise based on the evidence from the literature. There never was any good evidence that lavage or debridement were useful things to do.”40


STRENGTHS AND LIMITATIONS OF THE STUDY

The Moseley study was a significant advance on previous research. Whereas most prior investigations in orthopedics were retrospective case-series studies in which surgeons simply reported their experience with a procedure, the Moseley study was a double-blinded, placebo-controlled randomized trial—the “gold standard” in research medicine. Of course, even the best scientific studies have limitations. There were some features of the research design that might cast doubt on the validity or generalizability of the findings. An understanding of the scientific basis of the criticisms is therefore necessary to assess the reactions the study generated from interested parties.

One limitation of the study’s research design is that it could not determine whether the benefits of the sham surgery intervention were due to some active placebo effect (such as some psychological benefit from receiving a physician’s attention) or to the natural history of the patient’s disease. If the decision to have surgery follows a period of unusually severe symptoms, simple regression to the mean might produce improvement over time in the absence of any medical intervention. Although there are reasons to believe the placebo effect was responsible for the improvement in patients’ conditions, the issue cannot be resolved because of the study’s lack of a natural history arm in which patients received neither a real nor a sham procedure.41 However, whereas assigning the improvement in the placebo arm to its sources would be an important research finding, it has no implications for whether the arthroscopic procedures are superior to the sham surgery.42

A potentially more important criticism is the claim that the study used a flawed method for selecting patients for inclusion in the clinical trial. To gain entry into the trial, patients had to report knee pain. Critics argued that prior to the Moseley study the orthopedic community already recognized that patients who present with pain only are unlikely to benefit from the surgery, but that there are subgroups of patients with knee arthritis for whom the procedure is efficacious, including patients with early-stage arthritis and those with mechanical symptoms, such as joint “locking,” “giving way,” “popping,” or “clicking.”43 The implication is the sham surgery study selected the wrong patients as subjects and that its findings should not fundamentally reorient orthopedic practice.

This argument is unconvincing for several reasons. First, it appears to be based on a crude misreading of the study design. The study did include patients on the basis of a pain measure but excluded patients only if they had a severe deformity or a meniscal tear that were observed preoperatively.44 Almost all the patients included in the trial had both pain and mechanical symptoms. Mechanical problems of the knee are ubiquitous among patients with OA. In older patients with joint pain, it is nearly always possible to find some kind of mechanical symptom.45 In follow-up correspondence appearing in the New England Journal of Medicine, the authors reported that 96 percent (172 out of 180) of the patients in the study had at least one mechanical problem.46 The study results therefore suggest that neither lavage nor debridement with lavage is an effective treatment beyond placebo for patients who present with pain and one or more mechanical problems.

In addition, the sham surgery performed as well as the actual operations on the entire sample. If there was in fact a subgroup of patients for whom the operation was effective, it might be expected that the average improvement for the treatment groups, which consist of a mix of “appropriate” and “inappropriate” patients, would be attenuated but not entirely absent; there was, however, no consistent pattern of relative improvement by the treatments versus the placebo group. Third, although there were assertions about the criteria used for patient selection for surgery prior to the Moseley study, no empirical evidence was presented regarding actual patient selection practices. One study that examined the ability of doctors to anticipate which patients were likely to benefit from arthroscopy found they performed only slightly better than chance.47 Finally, it should be noted that even if the Moseley study can be cast aside completely, the state of the evidence merely reverts to the pre-Moseley state; and, prior to Moseley, there is no methodologically convincing evidence that arthroscopic surgery works for the subgroups identified by the Moseley critics.48

To summarize: Moseley found no evidence that arthroscopic surgery relieves pain or improves function any better than a placebo operation for patients with knee arthritis. If there were any large beneficial effects, the study very likely would have found them. “Despite their current popularity, lavage and debridement are probably not efficacious as treatments for most persons with osteoarthritis of the knee,” editorialized the New England Journal of Medicine.49 A leading expert stated that he believes the study’s findings mean that 80 to 90 percent of the arthroscopies that have been performed on patients with arthritic knees should not have been done.50


Medical and Policy Community’s Reactions to Moseley’s Findings

At first glance, the knee surgery case might seem to illustrate the U.S. research and policy-making enterprise working at its best. Moseley, Wray, and their colleagues performed a first-class study that used powerful scientific methods to address a substantively important question. The study was conducted at a Veterans Administration hospital and paid for by federal research grants. It was published in the New England Journal of Medicine, and its results were disseminated to the public by media outlets. Contrary to the argument that large, bureaucratic organizations are hidebound and slow to react, key federal agencies, including the Centers for Medicare and Medicaid Services, altered their coverage policies in direct response to the study’s findings.

But these first impressions are misleading. If we probe more deeply into the case, the system’s performance appears troubling. After the publication of the Moseley study, the orthopedic medical societies pressured the government to adopt a very narrow interpretation of the study’s findings, which preserves surgeons’ clinical autonomy and minimizes the need to revise prior medical practices. The coverage decisions of federal health agencies were largely in line with the associations’ position. That the sham surgery trial was conducted in the first place depended on individual initiative. Although doubts about the efficacy of arthroscopic surgery for knee arthritis had been raised at least since the early 1990s, the value of the procedure might never have been rigorously tested if the Moseley-Wray team had not fortuitously come along to conduct a critical sham surgery test. There were no institutions in place to make detection and investigation of questionable procedures a routine matter.


SURGEONS AND PROFESSIONAL SOCIETIES

We suspect that many individual orthopedic surgeons found it hard to believe Moseley’s stunning finding that the surgery had no advantage over the placebo. What orthopedic surgeons knew—saw with their own eyes—is that their patients clearly improved after the operation. “I’ve done thousands of these in people with osteoarthritic knees, and they really are better,” said surgeon Robert W. Jackson, a fierce defender of the procedures.51 These surgeons may have failed to recognize that the study did not claim the procedure had no impact, only that the observed benefits are due to the placebo effect or natural history of the disease rather than the surgeon’s skill.

The major initial reaction to the study from professional associations was not confusion but opposition. The professional associations defended the practices of their members and argued that Moseley’s findings should not discredit use of the procedure for patients with OA. Professional groups like the American Association of Orthopaedic Surgeons (AAOS) argued that Moseley had failed to examine the benefits of the procedure for various subgroups, such as those with mechanical symptoms and normal alignment, and asserted that responsible surgeons already practiced proper patient selection.

At one level, the resistance to Moseley and colleagues’ findings from the specialty associations reflects a difference in professional norms and orientations. As study coauthor Nelda Wray told us in an interview, “I speak the language of science, and the orthopedists do not.”52 In addition, the study was a direct economic threat to the specialists, observed David T. Felson, a leading physician who coauthored a New England Journal of Medicine editorial about the sham surgery study.53

Some surgeons who questioned the use of arthroscopy for patients with knee arthritis insisted it was vital to preserve insurance coverage and maintain professional autonomy. “I’m both a patient and a physician,” said AAOS chief executive Dr. William J. Tipton Jr., explaining to a New York Times reporter that he has osteoarthritis. “My knee is buckling now, but I’m not going to have arthroscopy done. I recognize that it’s not going to help.” But Tipton said he would hate to see insurers refuse to pay on the basis of the Moseley study. If that occurs, he said, surgeons will complain. “This is where eyebrows are going to be raised,” he said. “There’s going to be a certain group of physicians who are very upset. This is another example of managed care at its lowest, with payers calling the shots. I think it’s not good medicine.”54


FEDERAL AGENCIES AND PRIVATE INSURERS

The federal government pays for a significant share of health care provision through Medicare and other programs and influences coverage decisions in the private sector. When a state-of-the-art medical study finds that an expensive medical procedure works no better than a fake operation for most people with a common medical condition, if there is not convincing counterevidence, this should be reflected in health policy decisions. Yet federal health officials have traditionally treaded uneasily on physicians’ professional autonomy, especially with respect to clinical judgments about what services patients require. The founding premise of the Medicare program is that the clinical autonomy of participating physicians would be protected. Over time, the federal government’s efforts to control health care costs, along with the growth of managed care in the private sector, has resulted in some degree of erosion of physicians’ autonomy, but the presumption remains that doctors can best judge what treatments patients need.55

Federal bureaucrats are often faulted for being slow to act in the face of new information, but federal health agencies began reviewing their coverage policies immediately after the publication of the Moseley study. The final decisions of these agencies, however, followed a questionable, narrow reading of the study’s findings preferred by the professional associations. Although the Veterans Administration initially recommended that arthroscopies for knee arthritis not be performed absent “clear clinical evidence of significant derangement,” it subsequently announced that the Moseley study would not change the standard of practice at VA hospitals after all. Both an internal review by VA officials and an expert panel on orthopedic surgery concluded that the findings of the sham surgery study were not sufficient to limit or prohibit knee arthroscopy within the VA. The main reason given for the decision not to limit coverage was that outside experts asserted that surgeons rarely perform arthroscopy solely for pain associated with OA.56 The federal Centers for Medicare and Medicaid Services (CMS) also made policy decisions that were largely in line with the position of the orthopedic associations.

Following the publication of the Moseley study, which CMS analysts believed was so important that it simply could not be ignored, the agency began a careful review of the scientific evidence to determine whether arthroscopic surgery for patients with arthritic knees should be nationally covered under Medicare.57 The agency met with Dr. Wray, spoke with Dr. Moseley on the phone, and then held two separate meetings (in November 2002 and January 2003) with representatives of key professional associations.

The AAOS, the Arthroscopy Association of North America (AANA), the American Association of Hip and Knee Surgeons, and affiliated groups prepared a joint report to “provide CMS with clinical and scientific information” about arthroscopic procedures for patients with arthritic knees. The major conclusion of the report was that many patients with OA of the knee, especially those with early degenerative arthritis and mechanical symptoms, can be significantly helped with arthroscopic surgery.58 All the research studies cited in support of this conclusion, however, suffered from the basic methodological problems characterizing the research literature prior to the Moseley study. These problems were not acknowledged. The report also did not address Moseley and Wray’s response that 172 of 180 subjects in their study had mechanical symptoms nor did it indicate that the orthopedic groups should (and would) seek to generate hard evidence to support their claims about the benefits of the procedure for population subgroups by sponsoring replications of the study.

In July 2003, the CMS concluded that coverage should be changed in response to the Moseley study and the subsequent review of the evidence.59 The agency concluded that there was no evidence to support lavage alone for OA patients and that the procedure would henceforth be nationally noncovered. With respect to debridement, CMS determined that the procedure would be nationally noncovered when patients presented with knee pain only or with severe OA. CMS decided, however, to maintain local Medicare contractors’ discretion to cover the surgery if physicians requested it for patients with pain and other indications (for example, mechanical symptoms). This policy was subsequently echoed in the coverage decisions of major private insurers.60

CMS was unable to present solid evidence in support of its decision to maintain coverage of debridement for the vast majority of patients with arthritic knees (mechanical symptoms being ubiquitous in the OA population). Indeed, the agency deemed the available medical evidence on the issue to be “inconclusive because of methodological deficiencies.” Including the Moseley and Wray investigation, there were only four studies that addressed debridement in patients with mechanical symptoms as the indication for surgery, but three of them were case series without random assignment to control groups and using nonvalidated assessment scales. The CMS acknowledged that the level of evidence supporting the usefulness of the procedure was “suboptimal” and that case series studies in general are considered methodologically weak in their ability to minimize bias. Nonetheless, CMS continued to pay for debridement. It argued that the three case series “consistently” pointed to improvements in outcomes. The CMS coverage analysis acknowledged the unusually high quality of the Moseley study, calling it the only “large-scale, well-designed” randomized clinical trial in the pool of evidence, but argued that the study failed to “specifically address the issue of reduction of mechanical symptoms.” The fact that virtually all the patients in the Moseley study had one or more mechanical symptoms, as the authors reported in follow-up letters to the New England Journal of Medicine and other professional journals, went unmentioned. Although CMS’s official policy is to take into account the scientific quality of medical evidence, in practice its coverage decision process weighs most heavily the findings of studies published in peer-reviewed journals, even if the methodological quality of a study is problematic.61 CMS’s coverage review process is thus based on a high degree of trust in the medical profession’s ability to determine appropriate medical practices and to self-regulate.

The AAOS welcomed the CMS’s coverage decision: “The coverage decision parallels the position of the musculoskeletal societies. CMS recognized that arthroscopy is appropriate in virtually all circumstances in which the orthopaedic community now employs this technology,” an association newsletter stated.62 In fact, CMS did not perform an empirical investigation of actual surgical practices regarding patient selection for OA of the knee and consequently could not provide assurances regarding current surgical practices. The societies recognized that the CMS decision left key coverage decisions in the hands of local Medicare contractors. The implementation process would therefore be critical. The AAOS promised its members that the organization would provide carriers with “specific and detailed instructions to implement the coverage decision appropriately. The instructions should clearly reflect the limited applicability of the policy decision.”63 Moseley moved on to other endeavors, and no interest group exists to balance the messages that Medicare contractors would hear about the indications for arthroscopy from surgeons.64

CMS was in a difficult political position because a decision to deny coverage for a procedure will create cases where CMS judgments substitute for those of a patient’s doctor. The fact that CMS initiated the coverage review of arthroscopy in the first place reflects well on the agency and its staff. To go further, and deny coverage of both lavage and debridement, would likely have caused the agency to come under withering attack from orthopedists and other medical specialties. The critical policy failure is not that CMS continued to pay for a procedure for a (large) population subgroup in the absence of solid data in one specific case, but that as a result of existing law and decades of precedent the agency routinely makes coverage and reimbursement decisions without taking into account the comparative effectiveness of treatments.65 The creation of a new CER institute under the ACA is unlikely to solve this problem. More fundamental shifts in Medicare payment approaches will be required.66


MEDICAL RESEARCH: ABSENCE OF REPLICATION STUDIES

It is interesting to take note of what did not happen after the publication of the landmark New England Journal of Medicine sham surgery study. This development did not lead the medical research community to immediately carry out new clinical trials to repeat this research design to check the robustness of the findings, even though many prominent orthopedic specialists called for just this to occur. The medical societies did not demand an immediate study to address the “supposed” methodological issues they maintained were the source of their skepticism of the Moseley-Wray study. Replication studies would have allowed any lingering concerns about the stunning finding that arthroscopy works no better than a placebo to be addressed in a scientifically valid way. At the same time, a carefully designed replication study would have allowed researchers to investigate whether the procedure works for a specific subgroup, such as those with mechanical symptoms or a meniscal tear.

Since the Moseley study, only one other randomized controlled trial focusing on the efficacy of arthroscopic debridement and lavage on pain and function has been published. Kirkley and colleagues at the University of Western Ontario, Canada, randomized patients with moderately advanced OA either to debridement plus a standard physical therapy (PT) regimen or to the PT regimen alone. While the surgical group had an initial improvement in pain or functional status compared to the PT group at the three-month follow-up visit, there were no clinically meaningful or statistically significant differences in improvement between the two groups at any subsequent visits. Thus, the Kirkley study failed to find evidence for the clinical benefits of debridement over and above standard PT. An important methodological limitation of the Kirkley RCT, however, is that it did not include a placebo arm.67


IMPACT ON PRACTICE

If the U.S. health care system were working well, the stunning evidence from the Moseley study would have triggered a dramatic decrease in the number of arthroscopies performed for patients with knee OA, especially because there was no good evidence that the procedures worked in the first place. There are signs that the use of debridement has indeed begun to decline, but the decrease in utilization has been gradual. A large gap remains between what research indicates and what doctors do.68 Certainly the belief of experts like Felson that 80–90 percent of these arthroscopic procedures should no longer be done has not been matched.69 Not only has the decline in utilization been slower than would be predicted if medical practices were fully responsive to changes in the evidence base, but the timing of the decline suggests that the revision in Medicare coverage policy was a key driver, not just the emergence of better evidence. Further, it is difficult to determine how much of the observed trend of declining utilization reflects a real change in physicians’ behavior that resulted in fewer arthroscopies actually being performed on patients with knee OA. As discussed below, other possible causes of the observed trend are changes in how doctors diagnosed patients and coded procedures for purposes of insurance reimbursement and payment.

There is no national system to track the medical procedures performed on patients with knee OA. There have been several attempts, however, to measure the changes in the number of debridement and lavage procedures for knee OA patients using available databases. For example, Sunny Kim and colleagues used the U.S. National Ambulatory Surgical Database and found that the number of knee arthroscopies performed for OA patients declined by 18 percent from 1996 to 2006.70 Howard and colleagues examined ambulatory surgery data from Florida “and found that the number of [these procedures] per 100,000 adults declined 47 percent between 2001 and 2010.”71 Utilization declined after the 2002 Moseley study and then again after the 2004 CMS coverage change and the 2008 Kirkley study. Despite the observed decline in utilization, some experts questioned how much physician behavior really changed. In 2008, Moseley told the New York Times, “What happened after our study was that organized orthopedics rallied the troops to try and discredit our study as much as possible. People continued to practice the way they practiced.”72

There are several reasons why trends of declining usage may not accurately measure the actual impact of evidence on physician behavior. First, some doctors could have kept performing the procedures as before, but altered what they said was patients’ main problem, giving diagnoses other than OA. After the Moseley study, AAOS clinical guidelines recommended against debridement and lavage for patients with a primary diagnosis of symptomatic OA of the knee. This guideline did not apply, however, to “patients who had a primary diagnosis of meniscal tear, loose body, or other mechanical derangement, with concomitant diagnosis of osteoarthritis of the knee (emphasis added).”73 Meniscal tears are highly prevalent among people with knee arthritis, including among patients not experiencing pain. (Tears are also common among the general population.) Having a meniscal tear and knee pain does not mean that the tear is the cause of the pain; knee pain arises for many reasons.74 The increasing use of MRIs has therefore produced many incidental findings of meniscal tears that are not the cause of symptoms.75

Second, some doctors that had previously debrided OA patients could have begun performing a closely related procedure, arthroscopic partial meniscectomy (APM). An indication for this procedure is symptomatic meniscal tear.76 As noted above, meniscal tears are ubiquitous among the OA population. The key question is whether “surgeons simply used different codes (such as meniscal tear) when performing arthroscopy for OA, or actually performed fewer of these procedures in the OA population.”77 This question is difficult to answer. Over time, the number of procedures done for OA has declined, and the number done for meniscal tears has increased. The number of procedures done for OA is small in relation to the number of arthroscopies done for other indications, making it difficult to discern whether or not the former’s declining utilization has contributed to the growing utilization of other procedures. There is a clear possibility that orthopedic surgeons have been “unmoved by the pivotal trials … and are still scoping the same patients and their knees, yet possibly coding the procedure differently,” wrote Järvinen and colleagues.78


Déjà Vu All Over Again? The Case of Arthroscopic Partial Meniscectomy

When a strong body of research demonstrates that a common procedure does not work as advertised, the finding should cause the medical community to take a hard look at the effectiveness of other widely used treatments in the relevant practice area that rest on the same fundamental evidence base to see if use of these other treatments should also be reevaluated. The cumulative evidence about the lack of demonstrated effectiveness of the procedures examined in the Moseley-Wray study should have raised serious doubts that arthroscopic surgery would be useful for patients who have symptomatic meniscal tears in the setting of OA. Although the focus of the Moseley and Kirkley studies was on OA, there were participants in these studies who had mechanical problems and/or meniscal tears, and if the procedures were very beneficial for these subgroups, the data would likely have revealed signs of it. Still, it is understandable (indeed desirable) that surgeons would want to see evidence from studies specifically focused on the question of whether APM helps patients who have meniscal tears along with OA. As in the lavage and debridement case, however, the research designs of the early studies were poor. Then, when well-done studies, including Sihvonen and colleagues’ sham-controlled randomized trial,79 demonstrated that APM does not work as advertised, the orthopedic community again responded in ways that raise questions about its responsiveness to evidence.

By 2006, around 700,000 APM procedures were being performed annually in the United States.80 These interventions rested on a weak evidence base. The first studies demonstrating the benefits of APM were nonrandomized studies with generally small samples.81 The case for performing these procedures weakened further with the publication of two important randomized controlled trials in the New England Journal of Medicine in 2013. The first demonstrated that APM combined with physical therapy provides no better relief of knee symptoms than physical therapy alone in patients with a meniscal tear and OA.82 The second—which echoed the power and elegance of the Moseley study of debridement and lavage—showed in a double-blind, sham-controlled randomized trial that APM works no better than a fake operation for people with a degenerative meniscal tear and no knee OA.83 The Sihvonen study deliberately recruited knee patients without OA because these are the patients who were “most likely to have a good response,” and if APM cannot work under the best circumstances (e.g., on those with a meniscal tear but no OA), it follows that the procedure won’t be effective in “less optimal routine settings.”84

Despite the lack of evidence for the clinical efficacy of APM relative to nonsurgical alternatives, the orthopedic community continued to resist the obvious conclusion from well-designed research studies; namely, that APM does not have demonstrated clinical benefits compared to cheaper and less invasive alternatives. Noting that the 700,000 APM procedures performed in the United States generate $4 billion in direct medical spending, one of the authors of the sham surgery study predicted that the research findings “will not be welcomed with open arms.”85 At a packed session at the annual meeting of the AAOS, the conclusions and methodology of the study “were heavily criticized by notable orthopedic leaders.”86 Criticisms from the orthopedic community were also raised in letters to the New England Journal of Medicine. Many of the concerns raised against the APM sham surgery study were similar to the kinds of criticisms directed at the earlier Moseley study, including the alleged exclusion of patients with mechanical problems. In fact, 47 percent of the participants in the Sihvonen study had preoperative mechanical symptoms.87

The most pointed criticism of the APM study, however, was not patient selection. Rather, it was that the sham used in the study was not a “true” sham but in fact lavage, and lavage is (according to a letter to the New England Journal of Medicine written by three physicians critical of the study) “an accepted surgical procedure.”88 A University of Maryland surgeon quoted in a newspaper article said: “If you scope the knee (without touching the cushion), that will often help even if you don’t completely address the torn-meniscus issue,” he said. When fluid is injected, “you’re taking out the junky, thick, irritating fluid that can give a lot of people their pain.”89

We see where we are. According to leading orthopedic surgeons, the negative results of the most rigorous study of the benefits of APM should not be believed. And the key reason the study should not be believed is because the patients in the placebo arm received an injection of fluid—an intervention found equivalent to a placebo intervention in the 2002 Moseley-Wray study. In sum, several doctors claimed that APM should not be discredited because the study providing evidence of its lack of effectiveness was built on the findings of an earlier study that showed that lavage works no better than fake irrigation.

This episode shows the broader value of examining reactions to the Moseley-Wray study since the case makes subsequent developments very recognizable. Patterns repeat with surprisingly little variation over time. The problems we have documented regarding the medical system’s uptake of evidence are deep-seated and widespread, rather than the result of minor performance failures in one part of an otherwise well-functioning system.




3
Doctor Knows Best

THE INFLUENCE OF PHYSICIAN LEADERSHIP ON PUBLIC OPINION

In American democracy, public recognition of societal problems often requires prompting from elites. To be sure, voters do not need to be told that traffic congestion in their neighborhoods is getting worse, the major local employer has gone bankrupt, or gas prices are rising. They can see tangible evidence of such problems with their own eyes. But the more complex, subtle, or remote from daily experience problems are, the less likely voters are to discern them on their own. A key question for the performance of U.S. political and economic institutions is whether the policy elites who are in a position to educate the public about the existence of important but less readily apparent problems will do so, or, alternatively, whether they will permit citizens to remain uninformed.

When it comes to public understanding of the “medical guesswork” problem and the large costs it imposes on both patients and the nation, no set of opinion leaders is more important than doctors. In this chapter, we draw on the results of five national surveys we carried out between 2009 and 2011 to explore how public confidence in doctors and the medical profession affects public support for proposals to improve the evidence base.1 The surveys had sample sizes between 1,100 and 3,600,2and they were representative of the general U.S. population on a variety of characteristics, including gender, income, race, and health insurance status.3

The surveys demonstrate that doctors possess the influence, prestige, and standing to play a leadership role in educating the public about the inefficiencies and waste of the U.S. health care system. The public views doctors as more honest and hardworking than other professional groups. Americans believe that doctors are experts who are empathetic and concerned about helping people, and do not see economic incentives as a primary driver of doctors’ behavior. Because most Americans believe “doctor knows best,” they tend to have confidence in the advice of doctors, not only about individual medical problems, but also about broader health care reform issues. As Mark A. Peterson has persuasively argued, the trust that patients have in their doctors as medical healers leads to a broad-based social trust in doctors as policy experts and faithful representatives of the public’s welfare in policy debates.4

Our surveys also reveal that Americans are naturally wary of health care reform proposals they fear could constrain physician discretion, such as requiring doctors to follow evidence-based clinical guidelines. The public’s anxieties about proposals to make medicine more evidence based, however, can be overcome. Using survey experiments, we demonstrate that physician endorsements of such reforms significantly alleviate public fears. Our survey results suggest that if doctors were to become forceful advocates for reform, their reputations as trusted, well-motivated experts position them to shape the views of ordinary citizens. In sum, we argue not only that doctors have the professional responsibility to exercise public leadership on improvements to the health care system, but also that they have an opportunity to do so.


An Agency Model of Doctors’ Persuasive Influence

The tendency of the public to defer to doctors for guidance both on personal medical problems and broader health reform issues5 can be understood if the relationship between doctors and patients is considered from the perspective of principal-agent theory. “Agency” relationships are ubiquitous in a complex modern economy. They arise whenever a “principal” enters into a contract or agreement with an agent in which authority is delegated to the agent to perform a task on the principal’s behalf or to make decisions that affect the principal’s well-being.6 For example, people hire financial advisers to recommend stocks, lawyers to draw up wills, and doctors to cure their ills; such delegation makes people better off. However, problems can occur in an agency relationship when, as is often the case, the agent has more information than the principal. An agent could take advantage of the principal’s trust by engaging in behavior that is costly for the principal to detect. For example, a car mechanic could recommend a costly repair to fix a part that is not really broken. When such information asymmetries arise, the challenge is to align the interests of the agent with those of the principal. A variety of mechanisms can be used to mitigate this problem, from contractual safeguards and warranties to government oversight and the creation of social norms against opportunistic behavior and self-dealing. The ethical norm of medical professionalism, licensure, and self-regulation can all be seen as responses to the agency problem in medicine.7 How well these mechanisms are currently working in the U.S. health care system, however, is debatable. Indeed, the evidence we present in this book suggests that these arrangements often fail to protect patients’ interest in receiving appropriate treatments for their conditions grounded in the best possible scientific evidence. From the standpoint of understanding the sources of doctors’ persuasive influence on ordinary citizens, however, the crucial consideration is how the public perceives its agency relationship with physicians, not whether the relationship is actually working optimally.

The foundation of persuasive communication in a principal-agent framework is that the agent (the doctor) possesses expertise and either naturally shares the interests of the imperfectly informed principal (the patient) or has adequate incentives to act in the principal’s interest.8 Beyond seeing doctors as charismatic figures who offer emotional support, patients, who are typically ill-informed about both medicine and health care policy, may regard doctors as trustworthy experts who are motivated to protect their well-being. If so, this would promote the public’s willingness to accept cues regarding the desirability of health policies from doctors and medical associations. Our survey results suggest that these two conditions are easily satisfied. The American public generally believes that doctors are (1) technically proficient and (2) their allies.9 That is, the public believes doctors not only know best, but are also strongly motivated to do the right thing for patients.


Public Beliefs about the Motivations of Doctors and Medical Societies

That the public has bedrock trust in doctors is an easily overlooked feature of the U.S. health care system. Many studies have documented a decline in the public’s confidence in the medical profession and its leaders over time.10 For example, 73 percent of Americans “said they had a ‘great deal of confidence in the people in charge of running medicine’ in 1966. In 2010 only 34 percent expressed that level of confidence.”11 The decline in confidence in medicine may reflect not only a general decline in public confidence in government and other major institutions over the past several decades,12 but also broad changes in the political economy of health care. In the 1960s, patients had relatively few treatment options, the health sector made up a small share of the economy, and organized medicine possessed an issue monopoly over health policy. Today, concerns about rising medical costs, increasing premiums and deductibles, and government budget deficits have sparked debates about the value of dollars spent and created a more open and contentious health politics.13

But these important developments should be kept in perspective. Although the medical profession may not enjoy the same absolute level of confidence as it once did, what also matters from a political standpoint is the status and influence of doctors relative to other actors in the health care arena such as elected officials, drug companies, and health insurance companies. Many Americans recognize that the health care system does not always serve the interests of patients, but most blame actors other than doctors for the system’s flaws. Despite the secular decline in confidence in the medical profession, Americans view doctors as being honest and generally trust doctors to recommend the right thing for the country on health care.14 In a 2008 Gallup survey, 64 percent of Americans believed doctors had very high or high ethical standards, up from 56 percent in 1976.15 In contrast, on a separate nationally representative survey that we conducted, 68 percent of the public agreed that “drug companies keep cures for some serious medical conditions secret from the public to protect the profits they get from their current products.” Despite the erosion of medical authority in American politics since the 1960s,16 the public continues to display remarkable faith in physicians compared to other groups.17

In one survey, we randomly assigned respondents to evaluate one of four professions: doctors, lawyers, grade school teachers, or members of Congress. We asked respondents to rate their agreement with a series of six statements about the motivations of individuals from their randomly assigned profession. For example, those in the “doctors” condition were asked how much they agreed with the statement: “Doctors are interested in helping people.” We measured responses on a five-point scale ranging from “strongly disagree” (1) to “strongly agree” (5).
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FIGURE 3.1. Beliefs about the motivations of doctors compared to other professions. Note: Mean responses to the question: “How much do you agree with each of the following statements?” Responses were measured on a five-point scale ranging from “strongly disagree” (1) to “strongly agree” (5). N represents the number of respondents randomly assigned to evaluate each profession. All the differences in the public’s assessment of doctors compared to other professions are statistically significant at p<.05, two-tailed, with the exception of the differences between doctors and school teachers on the “interested in helping people” (p=.26) and “can be trusted” (p=.25) items. Source: February 17–23, 2011, YouGov/Polimetrix survey. A version of this figure was originally published as figure 1 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling, 2014, “Doctor Knows Best: Physician Endorsements, Public Opinion, and the Politics of Comparative Effectiveness Research,” Journal of Health Politics, Policy and Law 39 (1): 171–208. Copyright 2014, Duke University Press. All rights reserved. Republished by permission of the publisher. www.dukeupress.edu.


Figure 3.1 displays mean responses to these six items for each profession. The results indicate that respondents view doctors as harder workers, more interested in helping people, more trustworthy, and as caring more (“about people like me”) than each of the other professions.18 To be sure, the public does not view doctors as exclusively altruistic,19 but it does view doctors as being less driven by a desire to gain greater wealth and prestige than members of other elite professions, such as lawyers and members of Congress.

Although people interact most directly with their personal doctors, medical societies have a substantial influence on public policy. They take positions on proposed changes to federal rules and make recommendations for coverage and reimbursement decisions under Medicare that affect program beneficiaries and taxpayers.20 When studies are published about the effectiveness of a common treatment—as in the knee arthroscopy case discussed in chapter 2—medical societies may issue statements about the research methodologies used and the significance of the study findings.21 Our national physician survey (discussed in chapter 4) shows that most doctors want their medical societies to take an active role in critiquing studies that challenge the benefits of treatments in their practice areas. The statements of medical societies about the effectiveness of treatments are often quoted in the media and may in turn shape public beliefs about not only the perceived benefits of particular medical services, but also about the overall quality and efficiency of the U.S. medical system. In adopting positions that mold public opinion and influence public policy, at least, medical associations exist in large part to advance the economic interests of their members and are similar to other organizations, such as unions, trade associations or industry groups. But does the public believe doctor associations share the same motivations as other economic organizations?

To find out, we asked respondents to evaluate the importance of several factors in explaining why various groups make policy recommendations. We randomly assigned each respondent to evaluate the motivations of one of four groups: medical associations, unions, business organizations, or health insurance organizations. We investigated the importance of the following five motivations: (1) maintaining high income for group members; (2) preserving the group’s influence over policy makers; (3) promoting the health of patients (for medical associations and health insurance organizations) or workers (for business organizations and unions); (4) ensuring that new laws and regulations help their industry; and (5) protecting doctors from malpractice suits (for medical associations and health insurance organizations only). We measured responses on a five-point scale ranging from “not at all important” (1) to “extremely important” (5).

Figure 3.2 displays the percentage of respondents that chose either of the top two response categories: “very important” or “extremely important.” The results show that the public sees the desire to maintain high incomes for group members and to preserve group influence over policy makers as being weaker motivations for medical associations than for unions and business organizations. Only 45 percent of respondents stated that “maintaining high incomes” was either very or extremely important to medical associations, whereas 60 percent and 55 percent said the same for unions and business organizations. The public also perceives medical associations as being more concerned about promoting patient health (65 percent selected very or extremely important) than health insurance organizations (56 percent), and more concerned about promoting patient health than unions (54 percent) and business organizations (43 percent) are concerned about promoting worker health. The public does, however, see the desire to protect doctors from malpractice suits as being a stronger motivator for medical associations (61 percent) than for health insurance organizations (49 percent).
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FIGURE 3.2. Beliefs about the motivations of medical associations compared to other groups. Note: Responses to the question: “When developing their recommendations, how important do you think each of the following considerations is to these groups?” Number of observations for each randomly assigned group were 348 (medical associations), 352 (unions), 370 (business organizations), and 342 (health insurance organizations). Responses were measured on a five-point scale ranging from “not at all important” to “extremely important.” The figure displays the percent who responded that the consideration was “very important” and “extremely important” (the top two response categories). Source: February 17–23, 2011, YouGov/Polimetrix survey. A version of this figure was originally published as figure 2 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling, 2014, “Doctor Knows Best: Physician Endorsements, Public Opinion, and the Politics of Comparative Effectiveness Research,” Journal of Health Politics, Policy and Law 39 (1): 171–208. Copyright 2014, Duke University Press. All rights reserved. Republished by permission of the publisher. www.dukeupress.edu.



The Public Fears Interference with Physician Discretion

One problem that can arise in an agency relationship is that the agent may lack the expertise needed to serve the principal’s interests. As medicine becomes more complex, it becomes increasingly difficult for even diligent doctors to keep up with the latest scientific evidence about what works best for different conditions. As Austin Frakt observes,


In 2014 alone, more than 750,000 additional medical studies were published. Granted, a physician might need to keep up only with the evidence in her specialty, but even at a fraction of this rate, it is unrealistic to expect even the best physicians to assimilate every new development in their fields. In cancer alone, 150,000 studies are published annually.22



Research suggests that, in certain areas of medicine, physicians whose practice styles deviate significantly from the statewide norm established in teaching hospitals for that year have much worse patient outcomes.23 But while many experts argue that doctors should be required to follow evidence- based guidelines when caring for patients in order to improve care, reduce medical errors, and curb wasteful spending, respondents are skeptical of proposals that might narrow the ability of doctors to exercise their professional discretion to choose the treatments they receive.24 One reason why people may be uneasy with guidelines is the belief that treatments help some people but not others and that one’s personal doctor knows if a given treatment will work for them. A majority (52 percent) of respondents agreed with the statement, “If a treatment only helps some patients who get it, your doctor knows whether you will be among those for whom the treatment is effective.”

Our surveys show that advocates who hope to build public support for evidence-based guidelines will need to overcome a variety of public concerns. We asked respondents how convincing they thought four arguments for and five arguments against evidence-based guidelines were, randomizing whether respondents read the block of “pro” or “con” arguments first as well as the order of arguments within each block.25 Figure 3.3 shows that most respondents found each of the “pro” and “con” arguments to be convincing, but overall they were more likely to rate the “con” arguments as either somewhat or very convincing. They were also more likely to find the “con” arguments to be very convincing, relative to the “pro” arguments. No fewer than 55 percent of respondents were somewhat or very convinced by each of the four arguments in favor of treatment guidelines: economic incentives may cause doctors to give patients unnecessary care (63 percent); guidelines would improve care for most patients (57 percent); doctors can become out of touch with the latest research (55 percent); doctors follow local standards of care and may be unaware of better treatments being used elsewhere (55 percent). However, just 12–20 percent of respondents found these arguments in favor of guidelines to be very convincing.
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FIGURE 3.3. Americans’ responses to arguments for and against treatment guidelines, 2009. Note: Responses to the question: “Here are some arguments people have given [for/against] requiring doctors to follow treatment guidelines. After each statement, please tell me how convincing the reason is.” Responses were measured on a four-point scale ranging from “not at all convincing” to “very convincing.” The figure displays the percent who responded that the argument was “very convincing” and “somewhat” plus “very convincing.” Source: November 5–December 31, 2009, YouGov/Polimetrix survey. A version of this figure was originally published by Project HOPE/Health Affairs as exhibit 1 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling, 2010, “A National Survey Reveals Public Skepticism about Research-Based Treatment Guidelines,” Health Affairs (Millwood) 29 (10): 1882–84. The published article is archived and available online at www.healthaffairs.org.


In general, respondents found the arguments against guidelines more persuasive. At least 70 percent of respondents were somewhat or very convinced by each of the five arguments against treatment guidelines. In fact, more than eight in ten respondents were convinced that forcing doctors to follow guidelines would prevent them from tailoring care to individual patients and that no outside group should come between doctors and patients. More than seven in ten respondents believed that guidelines are vulnerable to corruption and abuse, will be used to ration care, and will not incorporate the latest scientific breakthroughs. Moreover, the proportion of respondents finding each of these arguments to be very convincing ranged from 29 to 51 percent. The details of these results could reflect nuances in how the persuasive messages were crafted, but the substantial differences in response and the strong response to the antiguideline arguments suggests important areas of public concern.


The Public Wants Consumer Information, Not Mandates

Will the public embrace proposals to make American medicine more evidence based? Many experts believe that a significant proportion of the care that patients receive does little to improve health.26 This conclusion reinforces the view that the U.S. health care system is wasteful, and that the adoption of evidence-based medicine might promote better patient outcomes and a more efficient allocation of resources. The general public, however, places tremendous faith in the curative power of modern medicine. Nearly 80 percent of respondents in our survey agreed with the statement that “the most recent medical innovations are more effective than treatments that were introduced 10 or 20 years ago,” and over 55 percent agreed that “modern medicine can cure almost any illness [with] advanced technology and treatment.” Many citizens assume that more medicine is generally better and that evidence-based guidelines limit the ability of doctors to provide appropriate care.27

To be sure, a segment of the public does recognize that a great deal of medicine is not based on solid evidence. We found that 50 percent of the public agreed with the statement that half or less of the care they received is evidence based.28 The public’s recognition that not all medical care is based on evidence does not, however, automatically translate into strong support for the use of research studies to mandate changes in clinical practices or the allocation of health care resources. Figure 3.4 shows that the public supports the use of CER to provide information to health care consumers, such as creating warning labels for treatments that are not supported by strong scientific evidence, but that the majority of the public does not support the use of research findings to mandate treatment decisions, determine which groups of patients should be protected from budget cuts in Medicare, or charge patients more to get a treatment that research has not shown to be effective if the patient’s own doctor recommends the treatment.


Public Fears Are Easily Stoked—but Can Be Overcome with Doctor Support

Public opinion on some issues (such as the price of gas) reflects personal experience. Other issues (such as views on abortion) reflect deeply held moral views. On such issues, ordinary people are able to form their opinions without the influence of elites. In contrast, evidence-based medicine is a highly technical issue on which public opinion is likely to be more susceptible to the influence of opinion leaders.29 We performed two survey experiments to explore the relative persuasiveness of arguments made in elite discourse about the pros and cons of comparative effectiveness research in a manner that simulates the back and forth of a political debate. In each experiment, participants were presented with one argument in favor of CER and one argument opposed to it.

[image: Image]

FIGURE 3.4. Americans’ support for uses of comparative effectiveness research, 2010. Note: Responses to the question: “To what extent would you support or oppose using comparative effectiveness research to:” Responses were measured on a five-point scale ranging from “strongly oppose” to “strongly support.” The figure displays the percent who responded that they somewhat/strongly supported and somewhat/strongly opposed; the remaining (unreported) respondents selected “neither support or oppose.” Source: May 21–24, 2010, YouGov/ Polimetrix survey. A version of this figure was originally published by Project hope/Health Affairs as exhibit 2 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling, 2010, “The Public Wants Information, Not Board Mandates, from Comparative Effectiveness Research,” Health Affairs (Millwood) 29 (10): 1872–81. The published article is archived and available online at www.healthaffairs.org.


In the first experiment, we assessed baseline support for government funding of CER (that is, whether respondents would support using taxpayer money to pay for medical research on the relative effectiveness of different treatments for a given medical condition), using a 0–100 sliding scale. We then randomly assigned respondents to be presented with one of two arguments in favor of CER and one of three arguments against (described below). The order of the pro and con arguments was also randomized. After reading the pair of arguments, respondents were again asked about their support for CER (using the same 0–100 sliding scale), allowing us to assess whether exposure to a stylized debate about CER moved opinion.

We used two common pro arguments. The first was that CER “will improve health care outcomes by giving patients and doctors the information they need to identify the most effective treatments.” We paired this improve outcomes argument with one of three counterarguments that CER would: (1) lead to one-size-fits-all medicine (“the government and insurance companies will use the research to tell doctors how to practice medicine. They will force doctors to follow one-size-fits-all treatment guidelines rather than being able to use their knowledge and expertise to tailor care to each individual patient”); (2) serve as an excuse to ration care (“the government and insurance companies will use the research findings as an excuse to ration care and deny coverage of effective but expensive treatments”); and (3) waste taxpayer money (“government spending on comparative effectiveness research would waste taxpayer money because doctors already know what treatments work best”).

The second pro argument was that CER “will help reduce the budget deficit by allowing the government to cut wasteful spending on ineffective treatments without lowering the quality of medical care.” We pitted this reduce deficit argument against three counterarguments: (1) one-size-fits-all, (2) ration care, and (3) that CER would reduce innovation (“cutting medical spending for any reason reduces companies’ financial incentive to develop new drugs and medical devices and that will be bad for patients in the long run”). We focus on the net effects of each of the six argument pairs on support for CER (i.e., average change in support for CER from the baseline question to the same question asked after the experiment). Table 3.1 presents a summary of the results of this experiment.

The key finding from this experiment is that exposure to the debate over CER generates concerns among the public. The net effect of seeing each of the argument pairings was to lower respondents’ support for government funding of the medical research. For example, respondents who were exposed to the improve outcomes/one-size-fits-all pairing reduced their support for CER by 10.0 points on the 100 point scale. Respondents who were exposed to the improve outcomes/ration care pairing reduced their support by 6.9 points and those exposed to the improve outcomes/waste taxpayer money pairing reduced their support by 4.2 points. When paired with the reduce deficit pro argument, the one-size-fits-all, ration care, and reduce innovation counterarguments resulted in 9.9, 8.0, and 3.0 points less support for CER, respectively.30 This experiment thus underscores that the public will need to be reassured that evidence-based medicine reforms like CER won’t have negative consequences.


TABLE 3.1. Net Effects of CER Debate—Predicted Change in Support by Condition
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Note: Cell entries are weighted mean changes in support for government funding of CER by condition (with the number of observations in parentheses). The measures of support used to calculate changes each range from 0 (strongly oppose) to 100 (strongly support). For example, the –10.01 in the “Improve Outcomes” / “One-size-fits-all” cell indicates that respondents who viewed that argument pair reduced their support for government funding of CER by 10 points on the 0 to 100 scale. All weighted mean changes are significantly different from zero (p<.05).
Source: July 30–31, 2010, YouGov/Polimetrix survey.


But what arguments in support of CER would the public find most persuasive? To answer this question, we performed a second experiment in which we examined the effectiveness of rebuttals to the strongest anti-CER argument, that CER will lead to one-size-fits-all medicine. We randomly assigned respondents to receive one of four pro-CER arguments tailored to rebut the con argument: (1) CER is supported by doctors (doctors want it), (2) the one-size-fits-all argument is a scare tactic, (3) that it is important to learn what works best for most patients, and (4) that research studies can incorporate group differences and are not limited to studying average treatment effects.31 After they read both arguments, we asked respondents whether they found the pro or con argument to be more persuasive using a sliding scale ranging from 0 (con argument) to 100 (pro argument). Values on the response scale greater than 50 indicate that respondents found the pro-CER argument more persuasive. As table 3.2 shows, on average, people rated the tailored rebuttal as either equally or more persuasive than the argument against CER in each condition.


TABLE 3.2. Rebutting Arguments against CER—Mean Rating of Persuasiveness of Various Pro Arguments against “One-Size-Fits-All” Con Argument

	

	Doctors want it: Many doctors’ groups and medical associations are calling for comparative effectiveness research because the research will give doctors the information they need to identify the best treatments for their patients.

	65.80

(293)




	Can incorporate group differences: Medical studies can be designed not only to identify which treatments work best for the average patient, but also which work best for patients with different medical conditions and backgrounds.

	59.86

(276)




	Works best for most: It is unrealistic to expect doctors to view every patient as completely unique. Instead it is important to provide doctors with scientific evidence about what works best for most patients with a given medical condition.

	52.39

(299)




	Scare tactic: The argument that this research will lead to one-size-fits-all medicine is just a scare tactic. Doctors will be free to treat patients in the way they think is best.

	51.27

(289)






	Note: Cell entries are weighted mean ratings of the relative persuasiveness of the pro argument by condition (with the number of observations in parentheses). Scale: 0=con argument more persuasive; 100=pro argument more persuasive.




	Source: July 30–31, 2010, YouGov/Polimetrix survey.






We found that the most effective rebuttal is that doctors want it. This rebuttal was substantially more persuasive than the one-size-fits-all argument (mean score of 65.8 on 0–100 scale). This finding points to the tremendous credibility and weight that people attach to doctors’ opinions. Only one of the other three rebuttals (can incorporate group differences; mean score of 59.9) substantially moved opinion away from the midpoint of 50.32


The Influence of Doctors and Politicians on Public Opinion

The findings discussed above suggest that the public can be persuaded by arguments both in support of and in opposition to evidence-based medicine reforms. However, research also suggests that the identity of the actors making the arguments may prove just as important.33 Does it make a difference if the groups endorsing or opposing the proposals are doctors, elected officials, or other political elites? We explored this question by performing two complementary survey experiments.

The design of the first experiment allows us to assess how public support for a generic proposal to “help reduce the amount we spend on health care” is affected by the support or opposition of a physicians’ group (the American Medical Association) as well as the positions of “political” groups (congressional Democrats, congressional Republicans, and a bipartisan commission on deficit reduction). We randomly assigned these support and opposition cues across respondents. The cues were designed to mimic common elements of the political debate over health care cost control.34 We did not give the proposal any substantive content beyond indicating that it would help constrain health care costs because cost control is the dimension of CER that has been most controversial. We tested the influence of the position of the AMA (as opposed to the stance of other medical societies) because we believe it is the physician group best known to the general public. Further research could examine whether our findings generalize to other physician groups.

In order to determine if the AMA’s position matters, and to whom, we manipulated two dimensions of the experiment. The first dimension varied the AMA’s position. One-third of the sample was told that the AMA endorsed the proposal; another third was told that the AMA opposed the proposal; the AMA’s position on the proposal was not mentioned for the remaining one-third of the sample. The second dimension of the experiment examined the effects of political cues. Each respondent saw a statement that described the proposal as (a) “supported by congressional Democrats but opposed by congressional Republicans,” (b) “supported by congressional Republicans but opposed by congressional Democrats,” (c) “supported by congressional Democrats and Republicans” or (d) “supported by a bipartisan commission on deficit reduction.” An additional group was randomly assigned to receive no political cue. These five conditions were randomly assigned with equal probability independently of the AMA cue treatment.

In sum, we presented some respondents with the position of a single group (e.g., AMA endorsement or endorsement from a bipartisan commission) while we presented others with both a political cue and the position of the AMA. (No respondents were assigned to the condition in which neither a political cue nor the AMA cue was provided.) The outcome measure was respondents’ assessments of how the particular cue (or cues) would affect their own support for the proposal and was measured using a five-point scale ranging from “much less likely to support” (-2) to “much more likely to support” (2).35

For each of the 14 experimental conditions, table 3.3 reports the average (weighted mean) for the outcome measure with standard errors in parentheses. The table also reports the average for each political cue condition, collapsing AMA conditions (in row 4), and the average for each AMA condition, collapsing political cue conditions (both including the “no political cue” cases [in column F] and not including those cases [in column G]).


TABLE 3.3. Results of AMA and Political Cues Experiment
	
[image: Image]

Note: Cell entries are weighted means with standard errors in parentheses. Total N=1,412. Complete question wording: “A variety of public policies have been proposed to help reduce the amount we spend on health care. Suppose you learned that a proposal was [Three AMA Treatment Conditions: none / supported by the American Medical Association / opposed by the American Medical Association] [IF AMA Treatment <>none and Political Treatment <>none then “and”] [Five Political Treatment Conditions: none / supported by congressional Democrats but opposed by congressional Republicans / supported by congressional Republicans but opposed by congressional Democrats / supported by congressional Democrats and Republicans / supported by a bipartisan commission on deficit reduction]. Would this make you more or less likely to support the proposal?” Outcome measure ranges from -2 (“much less likely to support”) to +2 (“much more likely to support”).

Source: February 17–23, 2011, YouGov/Polimetrix survey. A version of this table was originally published as table 1 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling. 2014. “Doctor Knows Best: Physician Endorsements, Public Opinion, and the Politics of Comparative Effectiveness Research.” Journal of Health Politics, Policy and Law 39 (1): 171–208. Copyright 2014, Duke University Press. All rights reserved. Republished by permission of the publisher, wvw.dukeupress.edu.


Focusing on column G, we find that respondents who received the AMA support cue (row 2) were more likely to say this cue would increase their support for the proposal (mean=.30), while respondents who received the AMA opposition cue (row 3) were more likely to say it would decrease their support for the proposal (mean=-.11). This net difference between receiving AMA support or opposition cues of .41 is statistically significant (p<.001). In concrete terms, only 24 percent of the people who received the AMA opposition cue said they were (somewhat or much) more likely to support the proposal, while 38 percent of the people who received the AMA support cue said the same. Only 14 percent of those who received the AMA support cue said they were (somewhat or much) less likely to support the proposal, while 30 percent of those who received the AMA opposition cue did so.36

We also expected the position of a bipartisan commission on deficit reduction to affect public opinion, but the results suggest it did not. Collapsing the AMA conditions (row 4 of table 3.3), we find that in the absence of a political cue, average support for the proposal is .12 (column A). When the bipartisan commission cue is given, average support is approximately .11 (column C).37 These results imply that endorsements from bipartisan political committees are unlikely to increase public support for proposals to reduce health care spending.38 Aggregate support for the proposal is also not significantly affected by the other political cues. The differences between the bipartisan commission and the other political cue conditions in row 4 are not statistically significant (p>.10 for all pairwise comparisons). Collapsing across AMA conditions (row 4), there are no statistically significant differences between any of the other political cues and the group that received no political cue or between the other political cue experimental conditions (p>.10 for all pairwise comparisons).

We expected the political cues to have different effects depending on subject partisanship, however. Although a relatively small sample limits our ability to draw reliable inferences, we do find that partisans differ substantially in their responses to directional partisan cues (see table A3.2).39 Republican respondents who were presented with an endorsement cue from congressional Republicans and an opposition cue from congressional Democrats were more likely to say the information would increase their support for the proposal (mean=.95, p<.001 for difference between no political cue); among Democratic respondents, this informational condition substantially decreased support for the proposal (mean=-.57, p<.001 for difference between no political cue). Conversely, Democratic respondents who received an endorsement cue from congressional Democrats and an opposition cue from congressional Republicans were more likely to say the information would substantially increase their support for the proposal (mean=.71, p<.05 for difference between no political cue), while this combination of cues considerably decreased support among Republican respondents (mean=-.67, p<.001 for difference between no political cue).

In summary, the results from this experiment suggest that the AMA’s position may significantly influence public opinion. Although respondents who identified with a political party were strongly affected by directional cues from their party, the effects of Democratic and Republican partisan cues are largely offsetting given the aggregate distribution of partisan preferences in the overall population (see table A3.2). Only the position of the AMA influenced the attitudes of the public as a whole.40 Neither the positions of a bipartisan commission nor a cue indicating that both parties support a proposal significantly influenced public opinion—even among Independents. These results underscore the public influence of doctors’ groups. Even without giving respondents specific reasons why a proposal would be good or bad for patients, the position of doctors has the potential to significantly increase public support or opposition.

To see whether these results persist when the proposal specifically involves an effort to use research on the comparative effectiveness of treatments as a tool to control costs, we conducted a follow-up study in which the endorsement or opposition cue explicitly referenced CER. In addition, instead of the AMA, we simply referenced “leading doctors” (and also compared their effect to those of other groups, such as patient advocacy groups and drug companies). The complete details of this follow-up experiment are described in the appendix to this chapter. The findings broadly corroborate the results of the original experiment—“leading doctors,” much like the AMA, had a significant effect on public acceptance of the CER cost-control proposal, underscoring the distinctive capacity of doctors’ groups to shape public opinion in this policy arena.

_______

Overall, our public opinion surveys suggest that physicians and medical associations have a distinctive capacity to influence public support reforms to control costs and improve the efficiency and evidence basis of medicine.41 No other actors in the health care system—not politicians, drug companies, or patient advocacy groups—enjoy this level of persuasive power. Our findings suggest that there is an opportunity for the medical profession to use its delegated authority to cultivate an informed public opinion and promote problem solving and social learning.




4
The Limits of Professional Self-Regulation

FINDINGS FROM A NATIONAL PHYSICIAN SURVEY

As chapter 3 showed, the American public believes “doctors know best” when it comes to the use of medical evidence and the allocation of resources within the health care system. But what do doctors think about these issues? In the second half of this chapter, we report the results of a national survey of physicians. What actions would doctors like their medical societies to take when high-quality studies challenge the efficacy of treatments in their practice areas? Do doctors support bringing colleagues who deviate from evidence-based protocols to the attention of disciplinary boards? How well informed are doctors about indicators of wasteful spending, such as regional variation in the Medicare program? These issues are key to explore not only because doctors are opinion leaders on health care reform, as the previous chapter showed, but also because medical societies are frequently at the center of controversies over the use of medical evidence. Consider the debate over prostate cancer screening.

In 2008, the United States Preventive Services Task Force (USPSTF), an independent panel of experts in evidence-based medicine, recommended that healthy men ages 75 and older should no longer receive a prostate-specific antigen (PSA) blood test to screen for prostate cancer because the harms of routine screening and treatment outweigh any potential benefits.1 The PSA test produces many false positive results, and most of the prostate cancers discovered through tests are so slow growing that they are unlikely ever to become harmful, especially in older patients. Autopsy studies show that three-fourths of men over age 85 have prostate cancers, most of them clinically unimportant.2 Prostate cancer is commonly treated through radiation or radical prostatectomies, which may cause pain and lead to serious complications such as urinary incontinence and impotence, with little or no survival benefit.3

Many urologists did not heed the call to stop routinely screening men 75 and older for prostate cancer. Although the American Cancer Society and American Urology Association (AUA) discouraged prostate cancer testing in men whose life expectancy was a decade or less, a study conducted four years after the USPSTF recommendation found that 43 percent of men ages 75 or over were being screened.4 Some experts believed that the 2008 USPSTF recommendation did not go far enough to curb unnecessary screening. Professor Richard Ablin, research professor of immunobiology and pathology at the University of Arizona College of Medicine, who discovered PSA in 1970, wrote an op-ed in the New York Times on March 9, 2010:


The test’s popularity has led to a hugely expensive public health disaster…. The test is hardly more effective than a coin toss. As I’ve been trying to make clear for many years now, P.S.A. testing can’t detect prostate cancer and, more important, it can’t distinguish between the two types of prostate cancer—the one that will kill you and the one that won’t…I never dreamed that my discovery four decades ago would lead to such a profit-driven public health disaster. The medical community must confront reality and stop the inappropriate use of P.S.A. screening. Doing so would save billions of dollars and rescue millions of men from unnecessary, debilitating treatments.



Ablin stated that the test was still being used because it was being pushed by drug companies and advocacy groups. “Shamefully, the American Urological Association still recommends screening, while the National Cancer Institute is vague on the issue, stating that the evidence is unclear,” he said.5

In 2012, the USPSTF updated its 2008 guidance. Based on five wellcontrolled clinical trials,6 the task force now recommended against routine prostate screening for men of all age groups. The taskforce concluded that the unreliability of PSA test results, coupled with the test’s inability to distinguish clinically insignificant from aggressive tumors, meant that a substantial number of men would be overdiagnosed and overtreated for prostate cancer.

Many urologists rejected this recommendation and continued to defend PSA testing. “The AUA is outraged and believes that the Task Force is doing men a great disservice by disparaging what is now the only widely available test for prostate cancer, a potentially devastating disease,” the association stated.7 The group said that it was “inappropriate and irresponsible to issue a blanket statement against PSA testing, particularly for at-risk populations, such as African American men.”8 Prominent physicians also spoke out against the recommendation. Dr. Peter Schlegel, chairman of urology at New York–Presbyterian/Weill Cornell Medical Center in New York City, stated, “Death rates from prostate cancer have dropped dramatically in the U.S. despite an aging population, which suggests evaluation and early treatment of prostate cancer is valuable in saving lives.” Referencing high-risk patients, such as African Americans, who face a higher prostate cancer risk, Schlegel added, “There will be more people who die of prostate cancer because of the application of these study results.”9 This concern was a valid one, but many of the statements of the medical community failed to acknowledge the potential harms of excess screening or confront the trade-offs for public health in a scientifically responsible way.

Yet the mounting scientific evidence against routine screening put the urologists’ association on the defensive. In 2013, the AUA issued new guidance of its own, stating that the association no longer recommended routine screening for men 40 to 54 years of age who are at average risk of developing prostate cancer, and also no longer recommended the test be administered to men 70 and older. The AUA’s updated position indicated that men 55 to 69 should discuss the benefits and harms of PSA testing with their doctors. Some prostate experts said that the AUA “risked losing credibility” if it did not change its position, and that the new guidelines might preserve testing by favoring more moderate use.10 In 2017, the USPSTF issued a draft recommendation (based on new evidence published since 2012) that moved its stance closer to the position of physicians. The draft maintained the recommendation against the PSA screening for men age 70 years and older, but recommended that “clinicians inform men ages 55 to 69 years about the potential benefits and harms of PSA based screening for prostate cancer.”11

Did the 2012 USPSTF guidance against routine PSA screening for men of all ages shift practice? Yes, but not in the way many experts hoped. A 2015 Journal of Clinical Oncology study found that screening rates among 40 to 49 year old men did not significantly change between 2010 and 2013, but that rates did decline significantly among men over age 50.12 However, a large fraction (about one-third) of men over 75 continued to undergo screening despite the recommendation against it.13 A previous study, using claims-based measures of screening rates rather than patient self-reports, also found that 40 percent of men ages 75 and over continued to receive PSA tests.14 “While we weren’t surprised to see a decline in screening, we were disappointed to see the way these declines have occurred,” said Michael W. Drazer of the University of Chicago Medical Center. “Instead of observing large declines among older, less healthy men who are the highest risk for overdiagnosis and overtreatment, the steepest declines in screening were observed among younger, healthier men.”15

The PSA screening case is illustrative of several important patterns in the politics of health policy making in the United States. First, a scientific consensus that a treatment or test is not associated with better outcomes for certain patient groups may lead to public controversies in which medical societies and leading physicians take center stage. The PSA case is hardly unique on this score. There have been similar controversies over breast cancer screening and other diagnostic tests and medical interventions.16 The American public watches these controversies unfold with considerable interest. Compared to Europeans, Americans seem to have higher expectations for medicine and are more likely to consider themselves very knowledgeable about new medical technologies.17 Second, the positions of medical societies in these controversies reflect not only the state of medical evidence, but also a desire to preserve professional authority. When evidence emerges that common interventions are less useful than advertised, doctors and medical societies often defend current practices, at least for a time. Multiple factors— cultural, psychological, and organizational, as well as financial—explain why doctors’ groups often adopt this posture.18 The key point for our purposes is that rather than assuming a proactive, public leadership role to promote evidence-based care and the elimination of low-value services, many physicians strongly defend tests and treatments that evidence suggests have clear trade-offs for patients.

We explore the beliefs that help sustain these patterns through a national survey of physicians. The survey suggests that many doctors lack familiarity with key features of current debates over the quality and efficiency of health care delivery. For example, when asked about the existence and causes of regional variation in Medicare spending—one of the major pieces of evidence adduced to support the claim that there is vast inefficiency in health care utilization—only one in five physicians indicated that they were very or somewhat familiar with the existence of this research finding. When asked about the causes of geographic variation, doctors emphasized systemic factors such as the malpractice environment but were skeptical of the importance of physician practice style, a pattern of beliefs that is in contrast with recent research emphasizing the role of physician practice style and beliefs in driving variation in Medicare spending. In sum, although the tradition of professional autonomy places the physician at the center of the U.S. health care system, our survey evidence suggests that physicians do not recognize the important role their own beliefs (and potential misconceptions) about what constitutes good medical practice play in contributing to the problems of overutilization and inefficiency. We also find that doctors generally want their medical societies to forcefully defend treatments challenged by research. At the same time, the survey uncovers notable differences among the views of physicians based on both their medical specialization and partisan affiliation. We find that, even after controlling for other factors, doctors who identify with the Republican Party place a somewhat higher priority on protecting clinical autonomy (and a somewhat lower priority on discouraging clinical interventions with minor or no benefits) than do doctors who identify with the Democratic Party. We cannot say if this partisan split is new or long-standing, but it helps explain why the medical profession has not been a unified voice for efforts to promote evidence-based practices.

Before detailing our survey results, we first provide a brief overview of the role of the U.S. medical profession in the American state, and the challenge this role poses for democratic accountability.


The Dilemma of Professional Self-Regulation

Health care is characterized by uncertainty and asymmetric information. Medical knowledge is specialized and complicated. The typical doctor knows much more than the average patient does about what care he or she needs, and the patient cannot test the “product” before consuming it. As a result of this information asymmetry and the desirability of delegation, society establishes a social institution—the medical profession—based on trust. Professional ethics require doctors to serve as reliable “agents” and put the interests of patients above their own self-interests.19

Yet while the social function of the medical profession is to harness expertise on behalf of the public welfare, professional authority is constituted by state power.20 Governments endow “legitimate” healers—doctors—with cultural status, legal privileges, and the right to prescribe and deliver medical services to patients without supervision. Legitimation occurs through the standardization and subsidization of medical education licensure.21 As Mark Peterson points out, medical knowledge is power—and this power is applied not only in the clinical work that doctors perform, but in the profession’s efforts through lobbying and civil society activities to exert “influence over the entire social structure that defines and regulates the environment in which that work is accomplished.”22 In short, professions are “political entities” that possess “the power to distract, encourage, limit, and inform public recognition of and deliberation over social problems.”23

John E. Wennberg observes that the acceptance of the agency model as rational from both the patient’s and society’s point of view rests on strong assumptions. First, the model assumes “that clinical decision making is grounded in medical science; physicians have evidence-based knowledge to diagnose illness accurately and estimate the risks and benefits for the treatments they prescribe.”24 The second assumption is that physicians choose the treatments that individual patients would prefer, if individual patients were to possess the same information as physicians and understand their “true” wants and needs. The third assumption is that professional ethics ensures that doctors will recommend what is best for their patients, even though doctors typically benefit financially from higher utilization of services. A fourth assumption is that “egregious behavior by the few unethical physicians who induce patient demand for self-serving motives is detected and controlled through utilization review and other methods the profession adopts to discipline ‘outlier’ behavior.”25 The agency model was also assumed to be rational from society’s point of view:


A doctor-patient relationship that works in the way I have just described ensures that the supply of medical resources, including physicians, will not influence demand in a way that is wasteful…. Thus, the physician serves as guarantor of the efficient allocation of society’s resources: if capacity exceeds that required to produce effective and valued services, capacity in excess will go unused.26



Unfortunately, all these assumptions have been shaken by health services research. There is widespread regional variation in the utilization of services and spending in the Medicare program that is unrelated to illness rates.27 Physician beliefs and behavior are major drivers of this variation. To be sure, most physicians have ethical motivations. Without denying the vast influence of the medical products industry,28 we strongly agree with Wennberg that most doctors are not “cynically rubbing their hands together every time a patient walks in the door, thinking of ways to deliver more care, and thus make more money.”29 Still, most patients delegate decision-making authority to their doctors. Medical education, peer-reviewed research, guideline development, and professional meetings and information sharing are all intended to ensure that patients receive appropriate treatments, but these mechanisms do not always function effectively.

Wennberg develops a typology of three categories of care: effective care, preference-sensitive care, and supply-sensitive care.30 The category of medicine labeled effective care, which Wennberg suggests accounts for no more than 15 percent of total Medicare spending, refers to treatments that are known to work better than alternatives and for which the benefits are greater than the side effects. Delegation does not pose a major risk to the patient because services are backed by reasonably strong medical evidence. The main problem in this category of medicine is underuse of necessary care.31 Preference-sensitive care (approximately 25 percent of Medicare spending) consists of services for which evidence does not point to a single best intervention (there are multiple ways of treating a condition, each of which has different outcomes) or evidence is missing altogether. Finally, supply-sensitive care, which accounts for roughly 60 percent of Medicare spending, refers to services where the supply of a specific resource (e.g., the number of hospital beds per capita in a given region) has a major influence on utilization rates.

Professional self-regulation should ensure that doctors recommend the best treatments for patients, but it sometimes disappoints. In his important book Unaccountable, Marty Makary describes physicians who overlook malpractice by their colleagues and the failure of the medical profession to play a leadership role in curbing rampant medical errors.32 A key problem concerns the failure of the medical profession to collect and use the information needed to learn from mistakes and improve performance. Makary and his colleagues at Johns Hopkins examined clinical registries that collect data on patient outcomes. Such registries are crucial for comparing the efficacy of treatments and evaluate the quality of care. The study found that 84 percent (98 of 117) of recognized U.S. medical specialties had no national clinical registries, and the registries that did exist were generally of poor quality and lacked the information needed to render them useful for physicians, patients, and policy makers.33 Of course, the fact that studies like this are increasingly common and that physicians are much more willing to be honest about the performance failures of the medical profession demonstrates how much has changed since the 1950s when there were strong norms against airing the profession’s dirty laundry in public.34 Increasingly, there are leaders who are trying to bring data, transparency, science, and accountability to the medical profession. Yet while significant progress has been made in surfacing the harms from the medical profession’s lack of internal accountability mechanisms, financial ties to the medical products industry, and general complacency, a tremendous amount remains to be done.


The Diffuse American Medical Authority Regime

The United States is by no means alone in having doctors who seek to protect their professional authority and clinical autonomy. Yet the broader context in which American doctors practice and organize themselves is distinctive because of the nation’s political development, cultural values, and institutional arrangements.35 While physician services are increasingly financed from public sources as a result of the growth of Medicare, Medicaid, and tax preferences for employer-provided health insurance, public control over providers has “not matched the shift in dollars.”36

A recent survey of physicians in Canada, Norway, and the United States found that U.S. doctors report much higher perceptions of clinical autonomy than their counterparts in the other two countries (though somewhat lower job satisfaction). Specifically, a much larger proportion of U.S. physicians compared to Canadian or Norwegian physicians strongly agreed with the statement, “I have the freedom to make clinical decisions that meet my patients’ needs”(United States, 55 percent; Canada, 10 percent; Norway, 12 percent).37 While the United States is not an outlier in the use of expensive technologies in every practice area, the overall environment of American medical care broadly permits doctors (many of whom are self-employed) to practice as they see fit. “The policies of both private and public insurers have traditionally offered a more welcoming and costunconscious approach to the provision of new healthcare technologies in the United States,” observe health economists Alan Garber and Jonathan Skinner. “Almost uniquely among wealthy nations, the United States typically does not consider effectiveness relative to its costs or to the costs of alternative treatments.”38

History helps explain these cross-national differences. The absence of centralized budgetary or regulatory control of the U.S. medical profession reflects in part the timing of the growth of public health insurance programs. The U.S. medical profession developed well before government efforts to control health care spending. As Deborah Stone observes, “In the United States, professional organization has generally preceded state involvement in health care, though government intervention has often been an impetus to organizational activity of the medical profession.”39

The story of the U.S. medical profession’s rise to sovereignty has been told by Paul Starr in his Pulitzer Prize–winning book The Social Transformation of American Medicine. Three points bear emphasis. First, historical forces—not just the rate of scientific progress—explain why the U.S. medical profession’s claims to therapeutic authority, social privileges, and economic power were consolidated during the Progressive Era. Whereas the Jacksonian Democrats and Populists of the 1800s viewed expertise with skepticism and resisted the claims of the professions (viewing them as the means to maintain artificial privileges), progressive reformers viewed knowledge as the basis of legitimate power in the modern state. Progressives sought a rationally governed society. They believed that scientific knowledge was complex and inaccessible to the average citizen, and they held up professional authority as a “model of public disinterestedness.”40 In the political domain, Progressives believed that the public leadership of communities of scientific experts could protect citizens from the rough edges of capitalism, enlighten public opinion, and build a consensus for reform.41 Progressives therefore were supportive of the medical profession’s efforts to promote its autonomy.42 “[O]nce they were institutionalized, standardized programs of [medical] education and [state] licensing [boards]” served as gatekeeping mechanisms, allowing medical societies to contest medical “quackery” and mobilize opposition to competitors like the patent medicine industry.43 As James A. Morone argues, “Physicians were well constituted to meet the Progressive regulatory ideal of relying on skilled professionals to protect the public from abusive practices.”44

Second, the growing cultural authority of the U.S. medical profession during the Progressive Era reflected a general increase in the public’s confidence in science, but it did not “stem specifically from the development of effective therapeutic agents, which were still few in number.”45 To be sure, nineteenth-century physicians could point to major advances in public health, immunology, and surgery, but in other areas, doctors made recommendations on the basis of little or no evidence. As Starr writes, “cultural authority need not be based on competence. Ambiguity may suffice.”46 This point still resonates; the therapeutic authority of doctors does not appear to have a one-to-one relationship with the quality of medical knowledge in specific specialty areas.

Third, while physicians exercise authority in every health care system, the U.S. medical profession’s situation is distinctive because of the weakness of the central American state. In many European nations, national governments and social institutions have a long history of regulating “public health functions such as sanitation, vaccination, and quarantine.”47 This subsequently provided the institutional foundation for centralized oversight over the medical profession’s therapeutic decisions. In contrast, medical authority in the United States has traditionally been diffuse. As Daniel Carpenter observes, in Australia, Japan, and Western Europe, licensure, examination and testing, and professional entry processes are regulated at the national level, but in the United States these matters are subnational affairs,48 much as they are for other professions like lawyers and clinical psychologists. In a comparative historical study of the medical profession in the United States and France through the 1980s, David Wilsford showed that French medical societies are poorly financed, inadequately staffed, and internally divided. The centralized bureaucratic French state was generally able to withstand the pressures of the doctors’ groups. By contrast, in the United States centralized state authority was weaker, the financing of medicine was more fragmented, and organized medicine was able to guard its professional autonomy in the name of promoting quality.49

In a series of articles, University of Pennsylvania Law School dean Theodore Ruger analyzes the deep historical and constitutional roots of the diffuse authority structure in American medicine. Since the founding of the nation and up to the present, Ruger argues, the main thrust of U.S. medical practices has been “relentlessly centrifugal: therapeutic authority was devolved to and resided in the most granular level of medical interaction.”50 As he writes:


Central to the individualistic diffusion of medical authority in the United States were three basic devolutions of power generated by a coalescence of constitutional federalism, weak state licensure regimes, and professional eclecticism and resistance to standardization. The first decentralization was a product of constitutional federalism, as regulatory power over medicine was understood to rest with the states, where it largely remains today. To the extent that states regulated medicine at all (and in the nineteenth century, most repealed their licensure laws under popular pressure), they in turn delegated authority to the profession itself in the form of licensure boards. Finally, the medical boards effected a third devolution to individual practitioners through their inability or unwillingness to actively monitor or standardize the actual practice of medicine.51



In short, America’s medical authority regime has traditionally delegated most authority over the utilization of medical services to individual physicians and their patients. This approach allows physicians to practice according to their (specialized) training and beliefs, but it also produces troubling results from the perspective of both patient outcomes and system rationality and costs, including wide variations in treatment utilization, and spending and outcomes without apparent logic. To be sure, these problems are not unique to the United States.52 Compared to its counterparts in other nations, however, the U.S. medical profession is more specialized and fragmented—by one count, there are 37 primary specialties and 92 subspecialties.53 Doctors in the United States also practice within the context of an overall medical system in which health care is treated as a market good, many doctors still own their own practices, and there are few supply-side constraints to limit overutilization of low-value services, such as controls on high-tech medical capital equipment.

National efforts to regulate health care have built around the constraints posed by traditions of strong professional autonomy. Even when Congress has enacted national legislation to expand insurance coverage, as in the adoption of Medicare over the opposition of organized medicine, there has been pressure to reassure doctors that the government was not a threat to their professional autonomy.54 The result is that government health insurance programs have largely respected preexisting patterns of therapeutic authority. Despite growing concerns about whether the roughly 18 percent of GDP spent on health care55 delivers good value for money, federal officials often lack the tools to promote quality, safety, efficiency, or cost control in either Medicare or the health care sector as a whole.56 The health care sector thus reflects and encapsulates some of the most challenging features of public administration in the United States. As political scientist Terry Moe argues, “American public bureaucracy is not designed to be effective. The bureaucracy arises out of politics, and its design reflects the interests, strategies, and compromises of those who exercise political power.”57 Moe’s statement applies with special force to the CMS, which lacks the capacity to routinely defund low-value treatments or even to root out fraud and abuse despite growing concerns about Medicare’s cost growth.58

Nicholas Bagley, a health law professor at the University of Michigan, summarizes Medicare’s administrative pathologies:


Here’s the crux of the dilemma. Only physicians have the opportunity, knowledge, and legitimacy to make clinically sensitive judgments about what medical care beneficiaries need and, by extension, what Medicare should finance. And so Congress, in the Medicare statute, put physicians at the center of the program. They judge whether treatments are medically necessary and thus eligible for reimbursement. They must certify the need for institutional care or Medicare pays nothing to hospitals, hospices, or skilled nursing facilities. And they diagnose the medical conditions that establish how much Medicare pays for institutional care. Physicians are Medicare’s bureaucrats at the bedside. Taken together, their decisions constitute Medicare policy …

However understandable [when Medicare was created in 1965], Congress’s design choice has hamstrung subsequent efforts to assert control over the physicians that actually have the administration of the program in hand.59



Bagley carefully reviewed the implementation of the four most ambitious efforts to reform Medicare since 1965: peer review organizations, the shift from retrospective to prospective payment, Medicare managed care, and limitations on the coverage of new technology. He finds that while these changes (especially prospective payment) may have slowed the rate of cost escalation, they have done relatively little to make the thousands of private physicians paid by the program—“Medicare’s bureaucrats at the bedside”— attentive to government’s programmatic health care goals. Further, Bagley argues that while the ACA aimed to reshape the delivery system to reduce costs and improve quality through a transition to “bundled payments” and other changes, “the ACA reforms are inattentive to the structural features of Medicare that have frustrated the development of organized systems of care that have the incentives, bureaucratic wherewithal, and legitimacy to reshape physician practice patterns to accommodate federal priorities.”60

To be sure, there have been countervailing developments. For example, CMS has sometimes conditioned reimbursement of a new device on the collection of additional evidence about its effectiveness after the device is on the market.61 Private insurers are increasingly requiring drug companies to supply data on the clinical performance of their new products and using these data when deciding which products to include on formularies that, in turn, shape doctors’ treatment decisions. Physicians increasingly are receiving capitated payments or being paid based on outcomes or quality. And key health institutions like Kaiser Permanente are at the vanguard of efforts to rationalize health care delivery. These developments could potentially reconfigure American medicine over time.62 For now, though, they represent islands of rationality and efficiency in the overall U.S. health care system.


THE FALL OF THE HOUSE OF MEDICINE?

There is no doubt that physicians enjoy less power (and lower job satisfaction) today than their counterparts did during the “golden age” of American medicine during the postwar era.63 Yet the prevailing view that the professional and clinical autonomy of the U.S. medical profession has crumbled over the past several decades cuts too deeply. Starr persuasively traced the loss of legitimacy and influence after the 1960s to the corporatization of medicine, growing concerns about costs, and the rise of countervailing powers, including insurance companies and social movements questioning all sources of traditional authority.64 Yet as noted in chapter 3, while public trust in the leaders of medicine has indeed fallen in an absolute sense, Americans still believe that doctors have high ethical standards and remain confident in their own physician. Moreover, the public has much more faith in doctors to recommend the “right thing” when it comes to health reform than other groups. The high degree of trust that Americans have in their own doctors colors the way medical societies are perceived. Much of political power is a function of relative trust, and relative to the other institutional actors with whom the medical profession competes for influence, doctor groups have maintained a fairly high level of prestige and trust. Medical societies remain powerful vested interests that are often forces for stability who seek to protect their institutions and resist threatening reforms.65

Physicians and medical societies in the United States continue to exercise vast influence in policy venues and settings characterized by low visibility and high technical complexity. A canonical example is in the calculation of physician fee schedules under the Medicare program. As Miriam J. Laugesen observes in her important book Fixing Medical Prices, the Centers for Medicare and Medicaid Services (CMS) heavily relies on the recommendations of the American Medical Association’s Relative Value Scale Update Committee (RUC). Little known to the general public, the RUC has an enormous influence on Medicare financing decisions. Between 1994 and 2010, CMS agreed with 87.4 percent of the committee’s recommendations on how much physician time and effort is associated with various physicians’ services.66 There is evidence that the RUC’s estimates of the time involved in many procedures are often exaggerated, sometimes by as much as 100 percent, according to a Washington Post investigation.67 To determine how long a procedure takes, the committee relies on surveys of doctors conducted by the medical societies representing specialists and primary care physicians. The doctors who fill out the surveys are told that the reason for the survey is to set their Medicare pay. “What started as an advisory group has taken on a life of its own,” said Tom Scully, who administered Medicare under George W. Bush. “The idea that $100 billion in federal spending is based on fixed prices that go through an industry trade association in a process that is not open to the public is pretty wild.”68 The RUC’s influence over health policy making is vast; studies show that changes in Medicare’s relative value units influence private insurers. When Medicare raises the price of a service by $1, private insurers raise prices by $1.30 on average.69

The biggest recent threat to doctors’ clinical autonomy occurred with the rise of “managed care” in the 1980s.70 Directors of managed care insurance plans argued that they, not doctors, were the key to scientific progress and patient welfare.71 “Armed with treatment protocols and guidelines predicated on the results of clinical trials, outcomes research, quality measures, and patient satisfaction surveys, they have moved to supplant physicians as the primary arbiters of what works and does not work in medical practice.”72 For a time, doctors and patients had to seek permission to use expensive treatments—a textbook definition of explicit rationing.73 Robert Blendon and his colleagues report that 53 percent of U.S. physicians in 1991 indicated that “external review of clinical decisions for the purpose of controlling health care costs” was a serious problem, compared to 28 percent of Canadian physicians and 43 percent of West German physicians.74 But managed care restriction generated a furious backlash. “The transition to managed care was rapid and stunning. But the demise was even more rapid and even more stunning…. The managed care backlash was typified by the 1997 movie As Good as It Gets, in which the Helen Hunt character unleashed a flurry of expletives about managed care, and audiences across the country cheered loudly.”75 Political attacks, along with an outpouring of anti–managed care regulatory initiatives at the state level, succeeded in diluting strong utilization management controls and increasing physicians’ clinical autonomy.76 As David Mechanic observes, while “some managed care strategies are being reintroduced and new ones tried. American doctors and patients want to remain in the driver’s seat, and their wishes are likely to affect the range of realistic future options.”77 While the role of doctors in the United States has evolved over time, the main story line is continuity, not change. As medical historian Rosemary A. Stevens wrote in 2001,


Despite the gloom and doom expressed over managed care from the early 1990s to the present, doctors have not lost their normative roles in American society. They embody a huge reservoir of goodwill, inherited from the past. This is derived in various parts: from long respect of the doctor as healer; from the ideology of medicine as a public service and the doctor as hero; from the huge advances of scientific medicine in the 20th century, continuing through promises for the future; from claims for scientific objectivity; from the symbolic value of medicine as culturally suited to other American values (such as ingenuity, technology, and international superiority); and, not least, from the sheer visibility of national medical organizations, even in the absence of a unified governmental health policy.78




National Survey of Physicians on Medical Evidence Issues

Because of these long-standing institutional and cultural features of our national approach to health policy, the future of U.S. health policy will be shaped to a significant extent by the preferences and beliefs of our nation’s doctors. It is important to understand how individual physicians think about issues that affect the overall efficiency and performance of the U.S. health care system, such as regional variation in Medicare, the role of medical societies, and professional self-regulation. To explore these issues, we conducted a national survey of 750 U.S. physicians between August 21, 2015, and September 24, 2015.79 Each survey was accompanied by a letter of introduction and included $20 as a (small) compensation for the physician’s time.80 We received 12 returned envelopes owing to bad addresses and 374 total responses, for a response rate of 50.7 percent (374/738).81

We separate the results of our survey of doctors into six subsections. We first discuss doctors’ political interest and civic engagement. We then examine doctors’ views on how the United States compares to Western European nations when it comes to a variety of health outcomes. Next, we examine doctors’ beliefs about the causes of regional variation in Medicare spending. We also report doctors’ views of the appropriate role of medical societies in representing physicians’ interests and in responding to research challenging the effectiveness of treatments. Last, we discuss the “practice style” of doctors and how it impacts physicians’ beliefs about patient care.


PARTICIPATION AND INTEREST IN POLITICS

It is well known that doctors’ interest groups such as the AMA and medical societies play an active role in politics, but individual doctors are also influential actors in health care within their social networks and local communities. How engaged are individual physicians in politics?

A study published in the Journal of General Internal Medicine that analyzed data from the 1996 and 2002 elections found that physicians vote at rates that are 9 percent lower than the general population and 22 percent lower than lawyers, controlling for socioeconomic variables known to influence voting rates.82 Yet casting a ballot is not the only or likely the most effective avenue of civic engagement for physicians. Most doctors are much wealthier than the average American and can easily afford to give political donations to candidates and causes they believe in. Bonica, Rosenthal, and Rothman, for example, report that physician campaign contributions increased from $20 million to $189 million between the early 1990s and the 2010s.83

In our survey, we asked doctors about their general interest in politics and whether they contact government officials. In terms of political interest, 84 percent of doctors in our sample report following what’s going on in government and public affairs at least some of the time (45 percent most of the time; 39 percent some of the time). In comparison, a 2014 Pew report found that 77 percent of the general public reported following what’s going on in government and public affairs to the same degree (48 percent most of the time; 29 percent some of the time).84 Although not a large difference, this suggests that even if doctors do vote at somewhat lower rates than the general population, they are at least as, if not more, attentive to governmental affairs than the general public.

Similarly, our sample of doctors reported having contacted government officials somewhat more than the general public. Thirty-one percent of doctors in our sample reported having initiated direct contact with their members of Congress (either a congressional representative or senator) in the past twelve months.85 In the same Pew report cited above, 28 percent of the general public reported contacting an “elected official” in the last two years.86 So, again, doctors appear to be at least, if not more, politically active than the general population. In addition, we also asked our sample of physicians whether they had contacted a White House official, an executive department official, or an official at a regulatory agency. Although fewer doctors reported making such contacts, 14 percent did report contacting an official at a regulatory agency, 5 percent an executive department official, and 2.5 percent a White House official. Although we do not have comparable figures for such contacts among the general population, these findings suggest that a nontrivial number of individual doctors, not just interest groups such as the AMA and medical societies, are willing to contact those executive agencies (such as those falling under the purview of the Department of Health and Human Services) involved in rule making that may directly affect their practice/autonomy. In sum, many doctors report being politically engaged. Doctors are geographically dispersed across the country, and it is likely that at some point or another virtually all members of Congress hear from doctors in their districts.


THE UNITED STATES COMPARED TO WESTERN EUROPEAN NATIONS

It is widely believed among health services researchers that U.S. health outcomes are not consistently superior to the health outcomes to those of other rich Western societies, despite our substantially higher level of spending.87 But what do doctors know about our relative spending levels and what do they think about the relative quality of care? We asked doctors a factual question about whether the level of health care spending in the United States differs from other Western democracies. More than 90 percent of doctors correctly indicated that health care spending as a percentage of GDP is higher in the United States compared to Western European nations, such as France or Germany. Only 7.6 percent of all respondents indicated that the United States was on par with these other nations or spent less as a percentage of GDP. Many doctors expressed concerns about what the United States achieves for its high level of health care spending. A majority of doctors indicated they believe that “the quality of health care” received by the average patient in the United States is “worse” (21 percent) or “the same” (43 percent) as the health care received by the average patient in Western European nations. However, only 36 percent of doctors in our sample stated that the quality of health care in the United States is “better.”88


REGIONAL VARIATION IN MEDICARE SPENDING AND UTILIZATION

One reason to believe there is wide scope to improve the efficiency and quality of U.S. health care comes from the Dartmouth Atlas of Health Care, which documents a more than twofold variation in per capita Medicare spending in different regions of the country.89 Atul Gawande distilled the lessons from this body of research in a famous 2009 New Yorker article, “The Cost Conundrum,” describing medical practices in high-spending McAllen, Texas.90 The essay went viral and became required reading in the Obama White House.91

We were interested in gauging whether physicians were aware of the regional variation controversy and what they thought might be responsible for the variation. Before describing the results of the physician survey, we briefly review some of the key findings about the regional variation controversy.

Most of the variation in Medicare spending is due to utilization, meaning the amount of care given to patients. Regional variation in Medicare spending is often said to be “unwarranted” because it does not show a consistent relationship between Medicare patients’ use of services on the one hand, and quality or health outcomes on the other.92 It is important to note that prices do not explain most of the variation in Medicare spending. All providers face the same Medicare reimbursement schedule, adjusted across regions for cost of living, graduate medical education, or low-income subsidies. (As we noted earlier, the situation is quite different in insurance markets under age 65, in which the prices of procedures do vary tremendously across regions. As a result, total per capita regional spending in the under-65 markets is not closely associated with per capita Medicare spending in those markets, even though there is a strong correlation between utilization patterns in Medicare and commercial insurance plans.)93

If not prices, then what does drive geographic variation in Medicare utilization? Controlling for patients’ age, sex, income, race, and health attenuates differences in the amount of services patients receive across areas, but a lot of unexplained variation remains.94 Additionally, most research suggests that patient preferences for life-prolonging treatments and other services have a relatively small influence on regional variations in Medicare spending.95 The threat of malpractice is also often mentioned as a cause, but “defensive medicine has yet to be shown to be an explanation for regional variation in spending and utilization.”96

On the other hand, supply-side factors are clearly a key driver of geographic variation.97 These include the number of physicians, specialists, and hospitals beds in an area, as well as doctors’ beliefs about appropriate practice style.98 Practice style, which we discuss in more detail at the end of this chapter, can contribute to overtreatment in two ways. First, doctors may use unsupported or discredited treatments, such as the arthroscopic knee surgeries discussed in chapter 2. Here, the physical benefits for all patients who receive the treatments are small or nonexistent. The second and likely much more common situation arises when doctors who have an aggressive practice style use treatments in low-value settings, giving the treatments to patients beyond the appropriate target population based on evidence.99

A fascinating recent study found that physician beliefs about treatments (unsupported by clinical evidence) can explain as much as 35 percent of end-of-life Medicare expenditures and 12 percent of Medicare expenditures overall.100 The authors created vignettes of specific patient scenarios and asked samples of cardiologists and primary care physicians what they would do in each situation; for example, whether to provide intensive care to a heart patient beyond the indications of evidence-based guidelines or attempt to make the patient more comfortable by administering palliative care. Based on these surveys, the authors were able to classify the physicians as either “cowboys” or “comforters” and found that their respective concentrations in a region closely tracked the level of end-of-life spending in that area. The authors also conducted surveys of Medicare enrollees to check if patient preferences were driving the results and determined they were not. The effects of the geographic variation in the practice styles elicited by the vignettes are substantial. The study suggests that physician beliefs about the appropriate care for patients accounts for more than half of the variation in end-of-life spending across areas, as well the frequency with which physicians recommend their patients for routine office visits.

Evidence that regional variation is explained in large measure by physician-specific effects is found in a recent study that followed Medicare enrollees who moved from one part of the country to another. The study concluded that 50–60 percent of the geographic variation in health care utilization is due to place-specific factors, such as doctors’ incentives and beliefs, physical and human capital, and hospital market structure. The remainder is due to fixed characteristics of patients that they carry with them when they move, such as preferences and health status. Patient characteristics matter more for outcomes such as emergency room visits than for outcomes such as diagnostic and imaging tests, where the physician is the main decision maker.101

Research on regional variation in Medicare received wide media attention during the Obama administration, even showing up in the pages of magazines like the New Yorker widely read by educated professionals. How familiar are physicians with the literature on geographic variation, and what factors do they believe cause it? Do physicians’ beliefs accurately reflect the state of the academic literature? Although there has been some survey work concerning physician views of and support for CER,102 the extent to which physicians understand the underlying problems of waste, inefficiency, unwarranted variation, and over- or underutilization that helped justify an increased federal role in CER remains largely unexplored.

First, we asked physicians if they have heard anything about health services research on the regional (or geographic) variation in health care spending within the United States. The typical doctor appears unfamiliar with these important features of medical spending. Just under half of the physicians in our survey (48.5 percent) reported that they had “heard anything about” this research; 51.5 percent said they had not. Moreover, of the doctors who reported that they had heard anything about these studies, less than half reported that they were “very familiar” (4.5 percent) or “somewhat familiar” (40.5 percent) with this research; in other words, given that half the sample stated they had not heard anything about these studies, doctors who were very or somewhat familiar with this research represent only one-fifth of the entire sample (80 out of 368 total responses to this measure). And, of course, this is a self-reported measure where we might expect a “social desirability” bias toward overreporting of knowledge.103

There were statistically significant differences in knowledge of regional variation across groups. The results of a regression analysis in which we predicted reported familiarity with the studies on regional variation with a series of demographic and other characteristics of the doctors are included in the appendix to this chapter (table A4.1).104 Reporting a high level of interest in politics (p<.01), having had residency training at a VA (p<.05), and being in practice longer (p<.05) are associated with greater familiarity with these studies.105

Next, we provided respondents with some factual information about regional variation in Medicare spending and asked what might be causing this situation. In particular, we investigated what doctors believe are the major factors that explain the observed variation. We asked the following question to all the doctors, regardless of how familiar with the research they reported they were:


According to a recent Institute of Medicine (IOM) study, there is large and persistent regional variation in health care spending across the United States. We will now ask you some questions about regional variation in the Medicare program. How much do you think each of the following factors contributes to regional variation in Medicare spending?



Doctors indicated to what degree—“none,” “little,” “some,” or “a lot”—each of eight statements contributed to regional variation in Medicare spending (see figure 4.1). All eight factors were thought to contribute “a lot” or at least “some” to regional variation in Medicare spending by at least 65 percent of doctors. However, there were important differences in the factors viewed as most important, and this pattern of emphasis did not always follow the evidence that has accumulated in the health services literature. Many doctors see malpractice suits as the most important driver of variation in the Medicare program. Fifty-five percent of doctors said differences in the threat of malpractice litigation across regions contributed “a lot” to variation with an additional 36 percent saying such threats contribute “some” to explaining regional variation in Medicare spending (leaving only 9 percent saying “a little” or “none”). No other factor was cited by more than half of doctors as contributing “a lot” to variation. In comparison, only 35 percent of doctors said they believe that overuse of services of low or unproven value contribute “a lot” to variation (with 48 percent saying “some” and 16 percent “a little” or “none”). In contrast with recent work focusing on the importance of doctors’ beliefs to regional variation in Medicare spending, just 18 percent of doctors said that physicians’ beliefs in the value of certain treatments contribute “a lot” to variation (with 54 percent saying “some” and 27 percent saying “a little” or “none.”). In sum, doctors’ views of the causes of regional variation in Medicare spending are somewhat informed yet off the mark in key respects. Doctors appear to overemphasize systemic factors beyond physician control (for example, the malpractice environment) while underweighting factors that in principle are subject to the control of physicians and their professional organizations (such as physician beliefs and practice styles). To the extent that regional variation is driven by variation in physician practice style and decisions to provide care not based on evidence, a reform movement within the medical profession to educate doctors about how their own clinical decisions are contributing to the problem could make a difference.
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FIGURE 4.1. Doctors’ beliefs about what factors contribute to regional variation in Medicare spending. Note: Responses to question: “According to a recent Institute of Medicine (IOM) study, there is large and persistent regional variation in health care spending across the United States. We will now ask you some questions about regional variation in the Medicare program. How much do you think each of the following factors contributes to regional variation in Medicare spending?” (N=366). Source: Fall 2015 survey of physicians.


There were notable differences in the factors different types of doctors believe to be causes of variation (see regression analysis in table A4.2). Controlling for other factors, doctors who identify as Republicans are less likely than doctors who identity as Democrats to say that physician beliefs’ in the value of certain treatments and the underuse of services of high or proven value contribute to regional variation in Medicare spending (p<.05). A recent study in the Proceedings of the National Academy of Sciences demonstrates that physicians’ political worldviews are correlated with their professional decisions on certain politically salient issues.106 For example, doctors who identify with the Democratic Party are more likely to urge patients against storing firearms in the home, while Republican physicians are more likely to counsel patients on the mental health risks of abortion and to urge patients to cut down on marijuana use. Our survey results show that Democratic and Republican doctors also possess somewhat different understandings of how the medical system works.

Besides partisan differences, we found that medical specialists are less likely than primary care doctors to say that differences in the amount of care demanded by patients with the same condition contributes a lot to variation (p<.05), whereas surgical specialists are less likely than primary care doctors to say that the health status and medical needs of Medicare patients contributes a lot to variation (p<.05). Finally, years of practice is positively associated with a belief that how much Medicare pays physicians contributes a lot to variation (p<.05).107


WHOM DO DOCTORS TRUST?

Suppose one wishes to influence the opinions of doctors or provide evidence that might shape their beliefs. Who should ideally be selected as messenger? Chapter 3 showed that the American public places more trust in doctors compared to other groups, but who do doctors trust to provide accurate, factual information about the U.S. health care system? Do doctors have greater faith in the medical profession or other groups?
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FIGURE 4.2. Doctors’ reported trust in various groups. Note: Responses to question: “How much would you trust the following groups to provide accurate, factual information about the U.S. health care system?” Unreported percentage is for those who responded “very little.” (N=373). Source: Fall 2015 survey of physicians.


The groups we asked about are listed in figure 4.2, where we also report the percentage of respondents who stated they would trust that group “a great deal,” “quite a lot,” or “some.” Doctors reported the highest level of trust in leaders of their own professional society, university researchers, and editors of leading medical journals—a majority of doctors reported either a great deal or quite a lot of trust in these three entities. Doctors expressed the least amount of trust in newspapers and the Centers for Medicare and Medicaid Services (CMS), two entities that less than 25 percent of doctors reported at least “quite a lot” of trust in. In between these most and least trusted entities were several others that received middling levels of trust from doctors. Notably, deans of leading medical schools are not ranked particularly high, and both the American Medical Association and the Institute of Medicine are viewed as less trustworthy than leaders of doctors’ own professional societies. The lower level of trust that doctors have in the AMA than in their own societies’ leaders is consistent with the declining proportion of physicians who are members of the AMA since the 1950s. The secular decline in AMA membership reflects many factors, including growing allegiance among physicians to specialty groups. In addition, AMA membership took a hit following the organization’s endorsement of the ACA.108


PRIORITIES OF MEDICAL SOCIETIES

Given that doctors trust their own professional societies more than other actors, what role should they ideally play both in general and with respect to controversies over medical evidence. What do they see as the association’s priorities? We first asked doctors the following:


Medical societies have to set priorities. How important do you think each of the following goals should be to the American College of Cardiology, the American Academy of Orthopedic Surgeons, and other medical societies representing different specialties?



Doctors expressed strong support for five priorities of medical societies (see figure 4.3): “disseminating best practices through guidelines and professional education,” “protecting the clinical autonomy of physicians in the society’s area of specialization,” “finding ways to cut health care costs by discouraging the use of clinical interventions with minor or no benefit to patients,” “pointing out where physicians in the society’s area of specialization are not following best medical practices,” and “advocating for the economic interests of physicians who practice in the medical society’s area of specialization.” Sixty-five percent or more of doctors thought each of these five goals was at least a very important priority for medical societies. The belief of many doctors that advocating for the economic interests of physicians should be a priority of medical societies is notable for the frank admission that medical societies are in a sense trade associations.

Doctors viewed the remaining goal we asked about—“identifying physicians in the society’s area of specialization who are not following best medical practices and bringing them to the attention of disciplinary boards”—as a much less important priority. Indeed, less than 20 percent of doctors indicated this was an extremely important goal. Thus, although many doctors felt it was important for medical societies to point out when best medical practices are not being followed (nearly 75 percent indicated it was at minimum a “very important” goal), far fewer felt medical societies should be in the business of policing their members. This view is perhaps not surprising in light of the failure of peer review organizations in Medicare, which are supposed to sanction providers that abuse Medicare, but in practice have been “paper tigers” and have done little to control costs or improve quality: “Physicians are loath to second-guess their colleagues’ work.”109 Coupled with the high level of support doctors had for protecting clinical autonomy, we observe evidence that doctors believe professional societies should protect the interests and autonomy of doctors.
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FIGURE 4.3. Doctors’ rating of importance of various goals to medical societies. Note: Responses to question: “Medical societies have to set priorities. How important do you think each of the following goals should be to the American College of Cardiology, the American Academy of Orthopedic Surgeons, and other medical societies representing different specialties?” Unreported percentage is for those who responded “not that important” or “moderately important.” (N=373). Source: Fall 2015 survey of physicians.


We observe some interesting patterns when we examine the relationship between what a physician believes causes regional variation in Medicare spending (reported in figure 4.1) and his or her view about the role that medical societies should play.110 In particular, doctors who are more likely to think that overuse of services (p<.05), underuse of services (p<.10), and availability of expensive medical technology (p<.05) in some regions are to blame for geographic variation are more likely to think it is important for medical societies to bring physicians not following best practices to the attention of disciplinary boards. However, respondents who think physicians’ beliefs in the value of certain treatments (p<.05) and the health status of Medicare patients (p<.05) are responsible for variation desire more protection of clinical autonomy. In other words, the more doctors view variation in Medicare spending across regions as the product of the professional judgment of physicians or the health status of patients, the more likely they are to believe it should be a priority for medical societies to safeguard doctor’s clinical autonomy in the society’s area of specialization.

As noted, recent research demonstrates that Democratic and Republican physicians tend to counsel patients about topics such as abortion and gun safety in line with their own political beliefs.111 Our survey finds that there are also significant partisan differences on what actions they want their medical societies to prioritize. In particular, doctors who self-identified as Republican rated advocating for economic interests and protecting clinical autonomy as more important priorities for medical societies than doctors who self-identified as Democrats (p<.05). In addition, self-identified Republican physicians rated finding ways to cut health care costs by discouraging clinical interventions with minor or no benefit to patients as less important medical society priorities than did Democrats (p<.05).112 Beyond partisan identification, the survey also revealed that doctors whose specialty is primary care rated advocating for economic interests and protecting clinical autonomy as more important than doctors whose specialty is surgical care (p<.05). In short, there are important divisions along both partisan and specialization lines about the role that medical societies should play in representing the medical profession’s interests in the health care system. (See table A4.4 for details.)


RESPONSE OF MEDICAL SOCIETIES TO RESEARCH CALLING INTO QUESTION THE EFFECTIVENESS OF TREATMENTS

Beyond views about the overall priorities of medical societies, we were especially interested in how doctors think medical societies should respond to new medical evidence about treatment effects. We asked respondents to consider the following scenario:
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FIGURE 4.4. Doctors’ opinions on what medical societies should do when a medical study calls into question a common treatment in practice area. Note: Responses to question: “Suppose a leading medical journal publishes a new study (widely covered in the mainstream media) that calls into question a treatment that is commonly used in your practice area. The evidence suggests that the treatment might not be as effective as previously thought. Indicate below the extent to which you would support or oppose each of the following responses by the medical society in your practice area” (N=372). Source: Fall 2015 survey of physicians.



Suppose a leading medical journal publishes a new study (widely covered in the mainstream media) that calls into question a treatment that is commonly used in your practice area. The evidence suggests that the treatment might not be as effective as previously thought.



We asked respondents to indicate the extent to which they would support three potential responses by the medical society in their practice area. The pattern of responses indicates doctors want their medical society to push back and defend professional autonomy when treatments are questioned. Figure 4.4 shows that the most preferred response by doctors is for medical societies “to take an active role in critiquing the quality of the study and point out any weaknesses of the study.” Almost 75 percent of respondents somewhat or strongly agreed with this posture. An additional 17 percent neither supported nor opposed this response, leaving only 9 percent in opposition (somewhat or strongly).

Many doctors also supported the idea that the medical society should “argue that individual physicians are able to evaluate the new evidence and should be permitted to continue practicing as they think best.” Sixty-one percent of physicians supported (somewhat or strongly) the medical society taking this approach. An additional 17 percent neither supported nor opposed this response, leaving 21 percent who opposed it—the vast majority of which (18 of the 21 percent) only somewhat opposed this response by the medical society.

In contrast, there was less vigorous support for having medical societies play a neutral information transmission role without taking a stance. Just a bare majority (52 percent) of doctors (somewhat or strongly) supported the medical society disseminating “the study’s results to physicians and patients, but not tak[ing] a position on the issue.” Indeed, what makes this response stand apart from the other two is that less than 20 percent of physicians strongly supported this response, making it the only response in which the opposition (somewhat and strong) was greater than those who strongly supported it (21 to 18 percent). This response also had the greatest percentage of physicians who were neutral, at 27 percent.

Although doctors overall want their medical societies to defend clinical autonomy, there are some notable differences among the views of different subgroups of doctors. The results of a regression analysis (reported in table A4.5) indicate that, compared to primary care doctors, doctors with a surgical specialty are more hesitant to support their medical societies taking an active role in critiquing the quality of the study (p<.01).113 Female doctors in our sample were less likely to support the statement that the medical society should disseminate the results but not take a position on the issue compared to their male counterparts (p<.10). Republican doctors were more likely than their Democratic counterparts to support the statement that “individual physicians are able to evaluate the new evidence and should be permitted to continue practicing as they think best” (p<.10).


PRACTICE STYLES

Finally, we asked doctors to assess their own “practice style.” We told respondents that “academic research suggests that physicians practicing in similar organizational settings often exhibit large and persistent ‘style’ differences in their tendency to prescribe certain treatments and utilize medical resources for similar patients.” We asked doctors how confident they were that they could characterize their own practice style compared to the practice styles of other doctors in their area of specialization. Most respondents lacked confidence in their knowledge of their own practice style. Only 31 percent of doctors in our sample said they were “very confident” they could identify their own practice style compared to the practice style of other doctors. An additional 52 percent were “somewhat confident,” with 17 percent reporting that they were “a little” (13 percent) or “not at all” (4 percent) confident. These findings suggest there is room for doctors to become more self-aware of their own practice styles—and how they stack up against evidence-based protocols.

Practice styles are important in part because there is growing evidence that tendencies to prescribe certain treatments and utilize certain medical resources or technology are established early on and persist, and that some practice styles can be beneficial or harmful to the welfare of patients with certain conditions.114 For example, research has documented substantial variation in the practice styles of both cardiologists115 and obstetricians.116 Even more central to the concern about overutilization, Lipitz-Snyderman and colleagues find high rates of nonrecommended care in the treatment of cancer patients.117 These findings “provide strong evidence that some physicians persistently use low-value care.”118

Our survey results show that physicians are reluctant to be evaluated according to their adherence to simple metrics. We asked the doctors which of the following two statements came closer to their own view:


It is reasonable to evaluate doctors in terms of their adherence to simple metrics, such as the fraction of their patients who receive influenza immunization or whether patients with coronary artery disease are taking appropriate medications.



Or:


Decisions about treatment should be tailored to the needs of individual patients, and this type of sensitivity to patient characteristics cannot be captured through adherence to simple rules.



Sixty-nine percent of doctors indicated the second statement came closer to their own view; in other words, less than one-third of doctors felt evaluating doctors in terms of their adherence to metrics was most appropriate. This result is not surprising, but it underscores that medical reformers face an uphill battle to convince doctors that evidence-based metrics can support the diagnostic and treatment capabilities of even skilled physicians. Consistent with the partisan differences concerning the roles of medical societies we report above, compared to Republican physicians, Democratic physicians were more likely to say that evaluating doctors in terms of their adherence to metrics was most appropriate (p<.05).

Still, there might be room for medical societies to promote greater selfawareness of practice styles among members. For example, if information about the practice styles of individual physicians were routinely collected, and if these data were used to tease out the influence of practice style on patient outcomes, it might be possible to refine treatment guidelines in order to improve health outcomes.119 Although altering physician practice styles is difficult, “providing physicians information about how their practice styles compare to their peers” has been shown to change, for the better, physician behaviors.120 Importantly, a refinement to treatment guidelines need not necessarily imply a reflexive endorsement of reduced use of invasive procedures—in some cases, a careful study might reveal that more aggressive practice styles are superior.121

Conclusion

The U.S. medical system has long emphasized the professional and clinical autonomy of physicians. Doctors possess the discretion to prescribe the treatments that patients receive, and their practice styles have a big influence on variation in utilization and spending in Medicare. In addition, doctors, who enjoy a high level of public trust, are heavily involved in health policy making both through their membership in medical societies and in their role as prominent and respected leaders of their local communities. Given that the future of U.S. health policy will be shaped to a significant degree by the preferences of doctors, we surveyed doctors to learn what they think about key medical evidence issues. Our national survey produced several key findings.

First, many doctors do not recognize the important role their own clinical decisions and practice style play in contributing to regional variation in Medicare spending. (The main exceptions are doctors who have been in practice longer, had their residency take place at a VA, or express a high level of interest in politics.) Overall, our survey uncovered little evidence that the leaders of the medical profession have done an adequate job diffusing knowledge about waste and geographic variation to rank-and-file doctors, despite the attention the topic has received from prominent policy makers and researchers.

Second, the survey suggests that many doctors want their medical society to play an “attack dog” role when evidence emerges that treatments in their practice areas may not work as well as previously believed. As the knee surgery case study (chapter 2) showed, leaders of medical societies are often quite aggressive in critiquing the results of even the most rigorous randomized controlled trials.

Finally, while our survey results overall show support for the role of medical societies as guardians of physician discretion and economic interests, our survey uncovered some notable differences in the beliefs of physicians based on their partisan identification. Republican doctors viewed advocating for economic interests and protecting clinical autonomy as more important priorities for medical societies than did Democratic doctors. Republican physicians also viewed discouraging clinical interventions with minor or no benefit to patients as less important than Democratic physicians. As the next two chapters show, partisan polarization and electoral competition has politicized efforts to promote efficiency and quality in U.S. health care. The physician survey findings reported in this chapter raise the possibility that another barrier to the creation of a technocratic consensus on the need for better use of standardized evidence is partisan polarization within the medical profession itself.




5
Zero-Credit Politics

THE GOVERNMENT’S SLUGGISH EFFORT TO PROMOTE EVIDENCE-BASED MEDICINE, 1970s-2008

Imagine a political world in which the value of evidence-based medicine was recognized by policy elites across the political spectrum and had a “taken-for-granted” status, just as it is expected that any nuclear power plant that society chooses to build will reflect accepted engineering safety standards. This world is not so distant from our own. Indeed, despite the increasing politicization of governance, there have been moments in the recent past when the U.S. political system seemed on the verge of developing a bipartisan, technocratic consensus around EBM. A month before the 2008 election, for example, Newt Gingrich (R-GA), John Kerry (D-MA), and Billy Beane (the statistics-loving baseball executive portrayed in the film Moneyball) published an op-ed in the New York Times entitled “How to Take American Health Care from Worst to First.” They pointed out that the United States “spends more than twice as much per capita on health care compared to almost every other country in the world—and with worse health quality than most industrialized nations.” A major reason why U.S. health care is so wasteful and low performing, they argued, is that medical practices are not based on clinical evidence of what works best and what does not. “Remarkably, a doctor today can get more data on the starting third baseman on his fantasy baseball team than on the effectiveness of life-and-death medical procedures.… To deliver better health care, we should learn from the successful teams that have adopted baseball’s new evidence-based methods,” they wrote.1 To be sure, there are dimensions of EBM that could stimulate political polarization, such as legitimate concerns about government interference with doctors’ clinical judgment and autonomy. As Sheila Jasanoff, a leading scholar of the role of science in public policy, argues, the “boundaries between science and politics … are constructed and maintained through politically inflected ‘boundary work’. Put differently, the balance between reliance on science and reliance on politics is itself a product of social accommodation and power plays.”2

The Gingrich-Kerry-Beane agreement on the need for U.S. health care to become more scientific thus does not demonstrate that the pursuit of better evidence in medicine inevitably “ought” to be a nonpartisan, “good government” issue, but rather points to this potential. The key question we address in this and the following chapter is why a potentially technocratic issue that could be handled pragmatically by experts instead becomes politicized.

In brief, our answer is that the politics surrounding efforts to address the medical evidence problem have been “unhealthy.” This chapter shows that while the pragmatic case for bringing standardized evidence more systematically to bear on decisions in health care is compelling, federal politicians took only modest actions to support steps to identify and eliminate wasteful, unnecessary services between the 1970s and late 2000s. Moreover, politicians (responding to their electoral incentives) were quick to abandon even these incremental reforms when they sparked opposition from providers and the medical products industry. Then, when the Obama administration surprisingly did focus public attention on the need for more federal investment in research on the comparative effectiveness of treatments—an idea that had support among health care experts associated with both parties— the issue became politicized, as the next chapter shows. Republicans accused the administration of “rationing” and interfering with the doctor-patient relationship. In sum, the government’s performance as a problem-solving institution with respect to health care quality and efficiency was doubly disappointing. First, the medical guesswork problem was a low-priority concern, barely registering on the policy agenda; it was an “inside initiative” in which the conversation excluded both politicians and the general public.3 Later, when the medical evidence problem began to generate the broad attention it deserved, proposed solutions became the object of partisan manipulation and political distortion.

Taken together, the two episodes suggest that systemic failures in the performance of our institutions of collective choice are not automatically self-correcting; they can persist for long periods of time. They also point to the political limits of the Progressive reform model of government as a neutral, problem-solving institution built on professional expertise, scientific management, and enlightened public opinion.4


Why the Supply of Political Entrepreneurship May Be Too Low

It is useful to begin by stepping back from the details of the medical evidence problem to ask: Why would government fail to address a major, well-documented problem that is causing the nation to perform below potential year after year? The proximate causes of government failure will of course vary across sectors and over time. Just as each unhappy family is unhappy in its own way (to borrow from Tolstoy), so each story of democratic performance failure is distinctive. The starting point for analysis, however, is that pragmatic problem solving and the promotion of the public interest may quite simply offer meager political returns to reelection-minded politicians.5

If, following Joseph Schumpeter, we construe societal problem solving as an unintended by-product of partisan competition and the pursuit of power rather than something that the average politician pursues for its own sake,6 a tension exists in representative democracy. From the standpoint of social welfare, a new policy should be adopted if the social benefits are greater than the costs, whereas from the standpoint of a politician, a policy should be adopted if the political benefits to the politician are greater than the political costs. Good policies that have large social benefits but small, selective benefits for the politician may not find a political sponsor. Proposing creative, thoughtful solutions to important policy problems may not be the best way for savvy politicians to generate support.

This is so for several reasons. First, the simple act of defining a problem is not straightforward. There may be disagreement over whether some objective societal condition constitutes a “problem” that requires governmental intervention. Is wealth inequality a problem that should be addressed by government action? Is the level of soft drink consumption a social problem? Even if people agree that a problem exists, there will typically be disagreement over what to do about the problem.7 Is gun control the solution to mass shootings? Is the answer better-trained police forces or better mental health services? These debates are the very stuff of politics. A legislator who genuinely wishes to do good for society, while also doing well for him- or herself, first needs to frame a problem in a way that brings the public along yet also makes sense from the standpoint of instrumental rationality. Finally, to turn an idea into policy, the politician must then “deliberate, bargain, and compromise in a fishbowl setting in a fashion that can swerve both publics and experts toward emergent solutions.”8

None of this is likely to happen in the absence of political entrepreneurship. Political entrepreneurs are creative actors who invest their time, energy, resources, and political reputations to advocate for an idea or proposal—in order to capture a political reward.9 They frame issues, create new public demands, build coalitions, and expand the set of issues it is considered legitimate and expected for government to address.10 To use an economics analogy, political entrepreneurs are “sellers” of problem definitions and proposed solutions who seek to satisfy an unmet social need in exchange for a price, which may take the form of reputational gains or advancement of ideological goals. As legal theorist and federal judge Richard Posner observes, political entrepreneurs can have a large influence on public policy:


The voting public did not know that it wanted social security, conscription, public education, an independent central bank, an interstate highway system, a Presidency opened to divorced or Catholic persons, the North Atlantic Treaty Organization, or the auctioning of rights to the use of the electromagnetic spectrum before those things were proposed by political entrepreneurs, as distinct from run-of-the-mill politicians.11



Taking a step back, the surprising situation of licensed physicians performing procedures and ordering tests not grounded or based on evidence about what works best for patients would seem to be precisely the kind of important problem where a healthy dose of political entrepreneurship is warranted. Yet there is no guarantee that the need for political entrepreneurship will generate its own supply. We develop a theory of “zero-credit politics” to explain why this is so. The core idea is not that the supply of political entrepreneurship will literally be zero—there will nearly always be some actors who are willing to pursue a cause to make a reputation for themselves or further their personal agenda—but rather that the absence of significant political rewards for tackling an important but thorny problem will lead to a much lower level of entrepreneurship in the policy community than is socially optimal.


THE THEORY OF ZERO-CREDIT POLITICS

The role of political entrepreneurs as agents of policy change has received considerable attention.12 Despite extensive research on the topic, however, few studies examine the role that political entrepreneurship plays in improving governance and system performance. Many political scientists have casually borrowed a market analogy from economics, but few have followed the logic of the analogy or adapted the theory of entrepreneurship to the special features of democratic politics.13

Economists have argued that the activities of private sector entrepreneurs make a vital contribution not only to economic change, but to economic growth and improvements in social welfare.14 Similarly, political entrepreneurship deserves close attention not only because it provides a channel for innovation and the disruption of existing political equilibria, but also because it can shape the problem-solving capacity of a society. In the short run, a political system’s performance depends on the responsiveness of elected officials to extant citizen preferences and needs, but in the long run it depends on the capacity of its leaders and institutions to identify problems, fashion solutions, and adapt to evolving conditions.

Nothing ensures that the supply of problem-focused political entrepreneurship will be adequate from society’s standpoint. Political entrepreneurship entails creating a demand among voters for new policy ideas. This task is far more difficult than the routine marketing of proposals already in circulation. This effort to advocate for and propose new policy ideas and solutions might be viewed as making a risky investment. There are two ways the investment can go sour. First, if the public declines to buy the new policy product, the entrepreneur’s own political reputation may suffer. If a politician pushes a policy idea that conflicts with voters’ beliefs or understanding of reality, it is possible that voters will conclude that the politician is a courageous truth teller and change their minds. But, it is also possible (and perhaps more likely) that voters will instead remain skeptical about the proposal and become skeptical about its advocate as well.15 There are good reasons for voter skepticism. Sometimes politicians are well meaning but out of step with their constituents. Sometimes they really are snake oil salesmen. When an uninvited visitor comes knocking with promises to help, it is not absurd to think that the first instinct of many citizens is to slam the door. One thing is certain: the opponents of the policy change can be counted on to pounce if they sense an opportunity to denigrate the proposal and thereby undermine the policy innovator’s public standing. And, if the public is initially skeptical, such attacks will have a considerable tailwind.

The second risk arises if the entrepreneur’s efforts to build public support for a new policy approach begin to work. In a commercial setting, a risky investment often enjoys legal protections such as patents and trademarks. In a political setting, however, there is nothing to stop an opportunistic opponent who observes the changes in public opinion produced by a rival’s hard work from proposing a substantively similar proposal of his or her own. If this effort at political mimicry is successful, the initial, true policy innovator will capture, at best, a small share of the credit for the results of his or her efforts. Worse, the second politician, by hanging back until political conditions become more favorable and observing how opinion unfolds, may generate more support for his or her alternative scheme, a copycat plan tweaked to be better tailored to public opinion. In the ruthlessly competitive world of democratic politics, the political entrepreneur and innovative problem solver could even end up worse off for his or her effort.

We call this dynamic “zero-credit politics,” meaning a government intervention or activity that offers no or few “captureable” political returns even though it has large net social benefits.16 At the extreme, if novel solutions to societal problems are perfectly appropriated, the effect will be to discourage the entrepreneurial investments in the first place.17

To be sure, the zero-credit dynamic does not always thwart all efforts at innovative policy reform. One can point to examples where political entrepreneurs were willing to invest their time and energy on behalf of the development and advocacy of proposals, including reforms that served a diffuse public interest.18 An example is airline deregulation. In the 1970s, the federal government controlled the fares airlines could charge and what routes they could fly. Airline service was generally excellent, but ordinary Americans could not find affordable flights to take them where they wanted to go. Although economists argued on the basis of theory and demonstration studies that the freeing of market forces would be highly beneficial for air passengers, the millions of potential winners from airline deregulation were largely unorganized. In contrast, the major airlines that benefited from anticompetitive regulations were mobilized. Nevertheless, in 1978 Congress passed an airline deregulation bill in the face of strong industry opposition. Key to this reform victory was the entrepreneurial activity of legislators such as Senator Ted Kennedy (D-MA), who saw in airline deregulation the potential to enhance his standing with the burgeoning consumer movement.19 To be sure, expertise alone did not bring about reform; the forces of good policy and good politics had to be brought into alignment through skillful manipulation of the procedural context in which decisions were made.20 There is no escape from politics. Yet airline deregulation, together with cases such as the creation of an efficient market trading system to control the sulfur dioxide emissions that cause acid rain, clearly demonstrates that general-interest reform is possible in American government, even if it is not an everyday occurrence.21

But it is a mistake to infer from these canonical examples that the need for political entrepreneurship to improve system performance will automatically lead actors to supply it. The expected return on political entrepreneurship may simply be too low. While James Q. Wilson emphasized that policy entrepreneurs like Ralph Nader could speak on behalf of the unorganized and serve as an effective agent of change,22 the incentives to engage in entrepreneurial activity may be much lower when the status quo is dominated not by corporations or labor unions, whom voters may view as motivated by narrow economic interests, but by members of highly esteemed professions, such as doctors, whom voters may view as public regarding.


Empirical Support for the Zero-Credit Politics Model

We offer support for the zero-credit politics model in two ways. At the end of this chapter, we provide a brief historical narrative of the federal government’s sluggish efforts to promote EBM between the 1970s and 2008. The narrative shows that relatively few members of Congress sponsored or cosponsored legislation to strengthen the government’s role in funding or overseeing comparative effectiveness research to identify what treatments work best. This case study evidence is instructive because lawmakers who did support such proposals were acting as institutional designers. They were not questioning the appropriateness of particular treatments or suggesting that specific medical societies were not behaving responsibly. In most cases, they were merely proposing to create an agency that would conduct research that might someday discredit popular treatments prescribed by doctors. Nevertheless, even tiptoeing into questions about need for greater third-party oversight of doctors’ therapeutic authority was evidently seen by members of Congress as a “bad” investment of entrepreneurial energy—presumably because calling attention to the problems of overtreatment and unnecessary spending implicitly challenges the public’s trust in doctors as guardians of patient and social welfare. As chapter 6 shows, Congress did eventually vote to increase taxpayer funding of health outcomes and created a new, nongovernmental, nonprofit entity (PCORI) to coordinate the work—but that was only because the proposals “hitched a ride” with two virtually must-pass, omnibus Democratic Party vehicles (the 2009 Recovery Act and the Affordable Care Act). The proposals likely would not have gained traction as stand-alone measures. In sum, the policy history of Congress’s role in CER is broadly consistent with the zero-credit politics model.

While a review of past events illuminates what occurred, it tells us less about what could have happened but did not. To appreciate how political forces channel and constrain the incentives for political entrepreneurship, innovation, and pragmatic problem solving, it is also essential to consider what might have happened if politicians had been more willing to support evidence-based medicine, even at the cost of challenging doctors. It is important to view the lack of a robust response by elected representatives to the vast gaps in medical evidence as a genuine puzzle that requires an explanation. Imagine a world in which a politician decides to become a political entrepreneur to address medical evidence gaps. Would this politician be punished or rewarded by voters for his or her efforts?

This counterfactual question cannot be answered definitively, but we can illuminate it through survey experiments that employ vignettes about medical evidence controversies. We find that if politicians challenge doctors and medical societies on the appropriateness of treatments, their electoral standing declines, even if the scientific evidence is on the politicians’ side. To be sure, politicians are quite reluctant to inject themselves into medical evidence controversies in the real world. The scenarios we describe rarely occur. But that is exactly the point. Challenging doctors is (in the terms of the economist) “off the equilibrium path” behavior. That is, certain kinds of efforts to promote evidence-based policy making, which could produce benefits for society, do not occur because of the political reactions or the punishments they would trigger. In short, in their potential roles as both institutional designers of expert agencies to promote health care quality and efficiency and as “position takers” on specific medical controversies, lawmakers have recognized that even attempting to curb unnecessary treatments and impose new monitoring and accountability mechanisms of the medical profession offers few electoral rewards. The take-away lesson is that the lack of effective political oversight of the use of evidence in the U.S. health care system is the product of powerful incentives. Only by taking such incentives into account can durable and effective reforms occur.


SURVEY ON POLITICAL ENTREPRENEURSHIP

Below we highlight results from a July 2015 web-based survey that we conducted on a nationally representative sample of 1,100 U.S. adults. The survey contained a variety of questions designed to examine the plausibility of the theory of zero-credit politics.

Members of Congress have multiple goals, but they cannot achieve any of them unless they win reelection. That is why most political science theories of legislative behavior start from the premise that legislators want to remain in office.23 But what specific governing tasks will reelection-seeking lawmakers pursue to win votes? Are some activities more highly valued by the public than others? Can lawmakers reasonably expect to build a base of support among voters on the basis of entrepreneurial problem-solving activities, or would they generate greater electoral rewards by placing their attention elsewhere? To address these questions, we asked respondents to evaluate the performance of a politician based on a list of 18 factors individually.

Specifically, respondents were asked, “Below is a list of factors related to a politician’s job performance. Please tell us the extent to which each factor would affect how likely you are to vote for your congressional representative.” The response options ranged from “not at all more likely to vote for” to “a great deal more likely to vote for” on a five-point scale. The 18 items we asked about are listed in table 5.1. They range from factors that we did not expect to affect evaluations of politicians all that much (e.g., “spends a lot of time outdoors”) to those that were meant to capture activities that in theory directly benefit constituents (e.g., “provides high-quality help to constituents who are running into problems with Social Security”) to items that were meant to capture “entrepreneurial activity” related to solving collective problems.

A clear result—unsurprising yet of fundamental importance—is that voters are not clamoring for legislators to devote their time and energy to political entrepreneurship targeted at developing the expertise necessary to address broad societal problems. Only 23 percent of respondents stated that they were much or a great deal more likely to vote for a politician who “is a genuine expert on a policy area that is important to the nation as a whole but is not of special importance to your district,” whereas 45 percent were not at all or a little more likely. In contrast, 52 percent were much or a great deal more likely to vote for a politician who “is an expert on the issues of greatest concern to your district,” and only 19 percent were not at all or a little more likely.24


TABLE 5.1. Activities Related to Public Assessment of a Politician’s Job Performance
	
[image: Image]

Note: Question wording (and response options): “Below is a list of factors related to a politician’s job performance. Please tell us the extent to which each factor would affect how likely you are to vote for your congressional representative. (Not at all more likely to vote for; A little more likely to vote for; Somewhat more likely to vote for; Much more likely to vote for; A great deal more likely to vote for).”

Source: July 2015 YouGov/Polimetrix survey.


To be sure, it is possible for elected officials to gain public support while engaging in some entrepreneurial activities. We asked respondents to consider two activities relevant to “marketing” new policy products: (1) developing new policy solutions that have not been considered before and (2) questioning conventional wisdom about public policy issues. Both of these factors received high levels of support, as did general leadership traits such as having the courage to challenge powerful actors and organizations and being effective at advancing bills in the legislative process. Yet while these generic political skills may have a bearing on political entrepreneurship focused on problem solving, they can also feed into symbolic activity or legislating on behalf of narrow geographic or group interests. Where entrepreneurship is most needed—and most likely to be undersupplied—is problem solving on behalf of broad, unorganized groups.25

Our results suggest that the public is less likely to reward this type of political entrepreneurship, especially when it involves becoming a policy expert and not just publicizing ideas. As an illustrative example, we asked if respondents would be more likely to vote for a legislator who has average knowledge about the problems of the district, but who is a genuine expert on U.S. counterterrorism policy in the Middle East. Just 23 percent of respondents said they would be much more or a great deal more likely to vote for such a lawmaker.

An analysis of the cross section between support for national problem solving and generic political entrepreneurship highlights the limited public receptivity for national problem solving. Of the 617 respondents in our survey who said they would be a great deal or much more likely to vote for a lawmaker who has the courage to challenge powerful actors and organizations, only one in three (32 percent) also said they would be a great deal or much more likely to vote for a representative who is a genuine expert on a policy area that is important to the country as a whole but is not of special importance to their district. Similarly, only 40 percent of the respondents who said they were either a great deal or much more likely to vote for a representative who is effective at advancing bills through the legislative process or developing new policy solutions were also a great deal or much more likely to vote for a representative who is a national policy expert.


PUBLIC SUPPORT FOR LAWMAKERS WHO STAND UP FOR EVIDENCE-BASED MEDICINE

The survey results discussed above suggest that the safest course for the reelection-minded lawmaker is to focus on district representation, and if the lawmaker does want to develop a policy reputation to focus on the distinctive concerns of his or her constituency rather than broad national challenges. The would-be entrepreneur contemplating devoting his or her scarce time and energy to developing the expertise required not just to publicize but to actually develop and build support for solutions to broad problems knows that it is, at best, a political investment with uncertain returns.

These conclusions were produced by asking respondents about what they value in a representative in a very abstract context. Do we find similar results when respondents are asked about specific legislative actions taken by a representative? What would happen if a lawmaker who understands the problem of overtreatment and unnecessary care stands up for sound science and the promotion of evidence-based medicine? Will he or she be rewarded or punished for such efforts? To address this question, we conducted two survey experiments.

In the first experiment, respondents read a short vignette about a study published in a medical journal that questioned the effectiveness of a procedure to treat heart disease.26 Respondents (not in the baseline, “study only” condition) were randomly assigned to read about the stances of doctors and/or members of Congress concerning the journal article. After reading the vignette, respondents were first asked to answer a battery of questions concerning use of the procedure, trust in the various entities mentioned in the vignette, and evaluations of a member of Congress (when applicable).

Specifically, all respondents read the following prompt (bolded text was bolded on the screen for respondents):


A recent study published in a leading, peer-reviewed medical journal shows that a common procedure for heart disease is not effective. The study concludes that there are better treatments, and the procedure should be used much less often.



Respondents randomly assigned to the “study only” condition read only this information before answering questions about what they had read. All other respondents were randomly assigned (with equal probability) to one of 10 experimental treatment conditions. We focus on six of those conditions here, each of which is summarized in table 5.2. In short, some respondents read that doctors supported the study’s recommendation that “the procedure should be used much less often” whereas others read that doctors opposed the study’s recommendation. Similarly, some respondents read that politicians (“Representative X”) supported the study’s recommendation whereas others read that politicians (“Representative X”) opposed the study’s recommendation. Importantly, the arguments used were the same, which allows us to measure whether the fact that doctors or politicians are the informational source matters for respondents. In addition, two of the experimental conditions included responses from both doctors and politicians. In one, both doctors and politicians opposed the study’s recommendation. In the other, doctors opposed the study’s recommendation, but politicians supported it.


TABLE 5.2. Summary of Heart Disease Vignette Experimental Conditions


	Experimental Condition
	Text




	STUDY ONLY
	A recent study published in a leading, peer-reviewed medical journal shows that a common procedure for heart disease is not effective. The study concludes that there are better treatments, and the procedure should be used much less often.


	DOCTORS OPPOSE STUDY
	[“Study only” text plus] Doctors from an association of cardiologists (heart doctors) disagree with the study’s findings. They say that they have decades of experience treating patients with heart disease, and the procedure is effective. The cardiologists say that the study is wrong, and they oppose reducing the use of the procedure. They say reducing use of the procedure would cost many lives.


	DOCTORS SUPPORT STUDY
	[“Study only” text plus] Doctors from an association of cardiologists (heart doctors) agree with the study’s findings. They say this is the first rigorous study of the effectiveness of the procedure for treating patients with heart disease, and the study was well done. The cardiologists say that the study is right, and they support reducing the use of the procedure. They say reducing the use of the procedure would save many lives.


	MEMBER OF CONGRESS OPPOSES STUDY
	[“Study only” text plus] A number of politicians disagree with the study’s findings. Representative X says that doctors have decades of experience treating patients with heart disease, and the procedure is effective. Representative X says that the study is wrong, and he opposes reducing the use of the procedure. He says reducing use of the procedure would cost many lives.


	MEMBER OF CONGRESS SUPPORTS STUDY
	[“Study only” text plus] A number of politicians agree with the study’s findings. Representative X says this is the first rigorous study of the effectiveness of the procedure for treating patients with heart disease, and the study was well done. Representative X says that the study is right, and he supports reducing the use of the procedure. He says reducing use of the procedure would save many lives.


	DOCTORS AND MEMBER OF CONGRESS OPPOSE STUDY
	[“Study only” text plus “Doctors oppose study” text plus “member of Congress opposes study” text]


	DOCTORS OPPOSE STUDY; MEMBER OF CONGRESS SUPPORTS STUDY
	[“Study only” text plus “Doctors oppose study” text plus “member of Congress supports study” text]





The first outcome of interest we present (in figure 5.1) concerns respondent beliefs about whether the procedure should be used more or less often. Specifically, we asked: “Based on the exchange, do you think the procedure should be used: Less often than it is currently used; At the same rate as it is currently used; More often than it is currently used.” We scored these responses so that “more often” is given a value of 1, “less often” -1, and “the same” 0. Figure 5.1 presents average responses to this question by experimental condition.

Figure 5.1 shows that, on average, respondents in the Study Only condition agreed with the study’s recommendation that the procedure should be used less often—the average response is around -.5. When doctors oppose the study’s recommendation, however, this shifts to around -.25. In other words, when respondents learn that physicians oppose the study, support for using the procedure less often declines (p<.05 for difference between Study Only and Doctors Oppose Study conditions). The member of Congress (Representative X) making the same argument as doctors has a similar effect on respondents (p<.05 for difference between Study Only and Member of Congress Opposes Study conditions); (p>.10 for difference between Doctors Oppose Study and Member of Congress Opposes Study conditions). Neither doctors nor politicians supporting the study’s recommendation, however, moves opinion about how often the procedure should be used much from where it is in the Study Only condition (p>.10 for both comparisons to the Study Only condition, and the comparison of Doctors Support Study and Member of Congress Supports Study conditions). This suggests that although doctors and politicians can both discredit the study (when using the same argument), neither bolster public support for the study’s recommendation.

The most interesting comparison is the one between the two conditions in which both doctors and politicians are mentioned. When both doctors and politicians oppose the study’s recommendation there is no cumulative effect (i.e., the effect of Doctors Oppose Study and Doctors and Member of Congress Oppose Study are statistically indistinguishable from one another,as is Member of Congress Opposes Study and Doctors and Member of Congress Oppose Study). However—and this point is critical—politicians are not able to counteract the opposition of doctors. When politicians support the study’s recommendation to reduce the use of the heart procedure in light of research findings and doctors oppose this recommendation, the average response is no different in this condition compared to when both doctors and politicians oppose the study’s recommendation (p>.10 for comparison of Doctors and Member of Congress Oppose Study and Doctors Oppose and Member of Congress Supports Study).
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FIGURE 5.1. Effects of elite positions on public support for use of heart disease procedure after study says procedure should be used less often. Note: Dots represent means for each experimental condition; whiskers are 95% confidence intervals. In the “Study Only” condition respondents were simply told, “A recent study published in a leading, peer-reviewed medical journal shows that a common procedure for heart disease is not effective. The study concludes that there are better treatments, and the procedure should be used much less often.” Other conditions, as displayed in table 5.2, added information for those respondents about whether, for example, doctors opposed (“Dr Oppose Study”) or supported (“Dr Support Study”) the study’s findings. The figure shows that when doctors oppose the study’s findings, public support for using the procedure less often declines. Source: July 2015 YouGov/Polimetrix survey.


In sum, a politician who takes a stand in support of sound evidence has no independent ability to influence public opinion about the use of the treatment if a doctors’ group attacks the recommendation. This would be highly discouraging to any lawmaker contemplating wading into these waters. But will the public reward or punish the member for their courage? What are the political returns to supporting or opposing the doctors?
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FIGURE 5.2. Effects of elite positions about use of heart disease procedure after study says procedure should be used less often on public approval of job member of Congress is doing. Note: Dots represent means for each experimental condition; whiskers are 95% confidence intervals. Question wording: “How likely do you think it is that Representative X is doing a good job as a representative?” Scale ranged from 1 (very unlikely) to 7 (very likely). The figure shows that compared to when the position of doctors is not mentioned, when doctors oppose the study’s recommendations the member of Congress’s support of the study’s recommendations results in views that the member of Congress is doing a worse job. Source: July 2015 YouGov/Polimetrix survey.


To find out, we also asked respondents who were assigned to a condition that mentioned a politician to evaluate the member of Congress (Representative X). We asked them, “How likely do you think it is that Representative X is doing a good job as a representative?” Responses were recorded on a seven-point scale ranging from “very unlikely” to “very likely.” Figure 5.2 presents average responses for the four conditions in which Representative X was mentioned. The primary takeaway from figure 5.2 is that when the member of Congress challenges doctors’ opposition to the study’s recommendation, the lawmaker receives the most negative evaluation—about 3.5 on the seven-point scale, which falls somewhere between being somewhat unlikely to think the representative is doing a good job and being undecided. We observe this effect most clearly when we compare the condition in which the legislator supports the study’s recommendation without any mention of doctors (second to left dot in figure 5.2) to the one in which the legislator supports the study’s recommendation but doctors oppose it (far right dot in figure 5.2). Evaluations of the member of Congress are a full point higher on the seven-point scale when doctors are not mentioned in the vignette compared to when their opposition is described (p<.05). Overall, the results of this vignette experiment suggest that politicians face an uphill battle when they face off against doctors in the realm of health care policy, specifically when the use of medical procedures and medical effectiveness is in question.

To see if these findings were robust across contexts, we performed a second survey experiment. Respondents read a short vignette about a recommendation by a task force regarding use of the PSA test. Respondents (not in the baseline, “task force only” condition) were randomly assigned to read about the stances of doctors and/or members of Congress concerning the task force’s recommendation. After reading the vignette, respondents were asked to answer a battery of questions concerning use of the procedure, trust in the various entities mentioned in the vignette, and evaluations of the member of Congress (when applicable).

All respondents read the following prompt (bolded text was bolded on the screen for respondents):


In 2012 a government-appointed, independent panel of national experts in prevention and evidence-based medicine issued a recommendation that men who have no symptoms of prostate cancer should not routinely be given a PSA test, a common test to screen for prostate cancer. The task force concluded that it is likely “that the service has no benefit or that the harms outweigh the benefits.”



Respondents randomly assigned to the “task force only” condition only read this information before answering questions about what they had read. All other respondents were randomly assigned (with equal probability) to one of 11 experimental treatment conditions. We focus on five of those conditions here, each of which is summarized in table 5.3. In this vignette, all respondents read some information about whether politicians (Representative A) supported or opposed the task force’s recommendation “that men who have no symptoms of prostate cancer should not routinely be given a PSA test.” Similar to the design of the previous experiment, when Representative A supported the recommendation of the task force, we also had a condition in which doctors opposed the recommendation. Finally, we had two conditions in which another lawmaker (Representative B) opposed the task force’s recommendation (when Representative A supported it), and doctors either supported (in one condition) or opposed (in a different condition) the recommendation of the task force.


TABLE 5.3. Summary of PSA Vignette Experimental Conditions

	

	Experimental Condition

	Text






	TASK FORCE ONLY

	In 2012 a government-appointed, independent panel of national experts in prevention and evidence-based medicine issued a recommendation that men who have no symptoms of prostate cancer should not routinely be given a PSA test, a common test to screen for prostate cancer. The task force concluded that it is likely “that the service has no benefit or that the harms outweigh the benefits.”




	REP. A OPPOSES TASK FORCE

	[“Task force only” text plus] A number of politicians disagree with the task force’s recommendations. Representative A says that we should trust doctors to do what is best for their patients, and not base medical practice on the recommendations of so-called experts on a task force. Representative A says that the task force is wrong. He says that recommending against routine screening would cost many lives.




	REP. A SUPPORTS TASK FORCE

	[“Task force only” text plus] A number of politicians agree with the task force’s recommendations. Representative A says that we should follow the scientific evidence and base medical practice on the task force recommendations. Also, doctors sometimes push for more screening than is medically necessary because they receive money from tests and procedures. Representative A says that the task force is right. He says that recommending against routine screening is the right decision.




	REP. A SUPPORTS TASK FORCE; DOCTORS OPPOSE

	[“Task force only” text plus “Rep. A. supports task force” text plus] Doctors from an association of urologists challenge Representative A’s support for the task force’s recommendations. They say that we should trust doctors to do what is best for their patients, and not base medical practice on the recommendations of so-called experts on a task force. The urologists say that both the task force and Representative A are wrong. They say that recommending against routine screening would cost many lives.




	REP. A SUPPORTS TASK FORCE; REP. B OPPOSES; DOCTORS SUPPORT

	[“Task force only” text plus “Rep. A. supports task force” text plus] Representative B challenges Representative A’s support for the task force’s recommendations. Representative B says that we should trust doctors to do what is best for their patients, and not base medical practice on the recommendations of so-called experts on a task force. Representative B says that both the task force and Representative A are wrong. Representative B says that recommending against routine screening would cost many lives. Doctors from an association of urologists weighed in to say that Representative B is wrong. They say that Representative A is right and that the task force recommendation against routine screening is the right decision.




	REP. A SUPPORTS TASK FORCE; REP. B OPPOSES; DOCTORS OPPOSE

	[“Task force only” text plus “Rep. A. supports task force” text plus] Representative B challenges Representative A’s support for the task force’s recommendations. Representative B says that we should trust doctors to do what is best for their patients, and not base medical practice on the recommendations of so-called experts on a task force. Representative B says that both the task force and Representative A are wrong. Representative B says that recommending against routine screening would cost many lives. Doctors from an association of urologists weighed in to say that the task force is wrong and Representative A is wrong. They say that Representative B is right that recommending against routine screening would cost many lives.






The results of this study are summarized in figures 5.3 and 5.4. As with the heart disease vignette study, the first outcome of interest we present concerns respondent beliefs about use of the procedure (in this case, the PSA test). Specifically, we asked: “Based on the exchange, do you think the screening test should be routinely given to men with no symptoms of prostate cancer?” The response options were, “Yes, screening test should be routinely given to men with no symptoms of prostate cancer”; “No, screening test should not be routinely given to men with no symptoms of prostate cancer”; and “I don’t know.” We scored these responses so that “yes” is given a value of 1, “no” -1, and “don’t know” 0. Figure 5.3 presents average responses to this question by experimental condition.

Figure 5.3 shows that, on average, respondents in the Task Force Only condition were uncertain (at 0) about whether the PSA test should be given to men without symptoms. The position of Representative A does move opinion on this issue—when Representative A opposes the task force recommendation, more people think the PSA test should be given to men without symptoms (around .3 on the scale, p<.05); when Representative A supports the task force recommendation, more people think the PSA test should not be given to men without symptoms (around -.2 on the scale, p=.18). However, the next dot over (fourth from the left) shows that Representative A’s support of the task force recommendation can be completely counteracted by the opposition of physicians, as the average response in that condition is virtually the same as when Representative A opposed the task force recommendation himself (p<.05 for difference between Representative A Supports Task Force and Representative A Supports Task Force and Doctors Oppose Task Force).

The last two entries of figure 5.3 further illustrate the unique power of physicians in this area. In those two conditions, there was a disagreement between politicians. When such disagreements occur, our results suggest that doctors can move opinion. In the face of political disagreement over the task force recommendation, doctors’ support of the task force recommendation moves people in the direction of the task force recommendation; doctors’ opposition to the task force recommendation, on the other hand, moves people away from the task force recommendation (p<.05 for difference between these two conditions).
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FIGURE 5.3. Effects of elite positions on public support for use of PSA test after task force recommends PSA test should not be given to men without symptoms. Note: Dots represent means for each experimental condition; whiskers are 95% confidence intervals. In the “Task Force (TF) Only” condition respondents were told, “In 2012 a government-appointed, independent panel of national experts in prevention and evidence-based medicine issued a recommendation that men who have no symptoms of prostate cancer should not routinely be given a PSA test, a common test to screen for prostate cancer. The task force concluded that it is likely ‘that the service has no benefit or that the harms outweigh the benefits.’” Other conditions, as displayed in table 5.3, added information for those respondents about whether, for example, a representative opposed (“Rep. A Oppose TF”) or supported (“Rep. A Support TF”) the task force’s recommendation. The figure shows that compared to the “task force only” condition, when Rep A. supports the task force’s recommendation, respondents are somewhat more likely to think the PSA test should not be given to men without symptoms, but not when doctors oppose the task force’s recommendation. Source: July 2015 YouGov/Polimetrix survey.


We also asked respondents who were assigned to a condition that mentioned a politician to evaluate Representative A. We asked them, “How likely do you think it is that Representative A is doing a good job as a representative?” Responses were recorded on a seven-point scale ranging from “very unlikely” to “very likely.” Figure 5.4 presents average responses for the five conditions in which Representative A was mentioned. The primary takeaway from figure 5.4 is that when there is a political disagreement over EBM (last two dots of figure 5.4), evaluations of the member of Congress are more favorable when the lawmaker is on the side of doctors.27 When doctors are of the same opinion as Representative A (that is, both support the task force recommendation), Representative A’s evaluation is almost 4.5 (somewhere between being undecided and somewhat likely to think the representative is doing a good job). However, when doctors disagree with Representative A and the task force recommendation, Representative A’s evaluation falls to just under 3.7 (nearly a full point, difference is statistically significant, p<.05). In short, being a policy entrepreneur in this area is likely prudent only when doctors are in agreement with your position.
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FIGURE 5.4. Effects of elite positions about use of PSA test after task force recommends PSA test should not be given to men without symptoms on public approval of job Rep. A is doing. Note: Dots represent means for each experimental condition; whiskers are 95% confidence intervals. Question wording: “How likely do you think it is that Representative A is doing a good job as a representative?” Scale ranged from 1 (very unlikely) to 7 (very likely). Comparing the two dots on the right hand side of the figure suggests that when politicians (Rep. A and Rep. B) are in disagreement over the task force’s recommendation, the position of doctors determines whether approval of Rep. A is higher (when doctors agree with Rep. A) or lower (when doctors disagree with Rep. A). Source: July 2015 YouGov/Polimetrix survey.


These survey experiments are simple by design, but they capture a fundamental truth about efforts to tighten oversight of the clinical authority ofphy- sicians and medical societies: it is a risky proposition for reelection-minded lawmakers. This, at least in part, helps explain why we have seen relatively little of this activity.


The Government’s Sluggish Response to the Medical Evidence Problem, 1970s-2008

The survey experiments described above necessarily abstract from reality. But what has actually happened in Washington? How much effort have lawmakers devoted over the past several decades to tackling the problems of wasteful spending, overtreatment, and bad science in American medicine?

Below, we present a thumbnail history of the federal government’s efforts to address the medical evidence gap prior to the Obama administration.28 Before recounting this history, however, it is useful to ask why government even has a role in funding research on the comparative effectiveness of treatments. Why can’t the provision of information about the relative benefits of treatment alternatives be left to the private market? Insurance plans have long conducted some evidence-based technology assessments to inform their coverage decisions29—so it is not the case that no evidence will be generated without taxpayer money.30 The reason is that CER is a “public good,” which will be undersupplied without government support. As the Congressional Budget Office (CBO) explains:


The knowledge created by such studies is costly to produce—but once it is produced, can be disseminated at essentially no additional cost, and charging all users for access to that information is not always feasible. As a result, private insurers and other entities conducting research on comparative effectiveness often stand to capture only a portion of the resulting benefits and therefore do not invest as much in such research as they would if they took into account the benefits to all parties. In health plans that do not have exclusive provider networks, some of the benefits probably “spill over” to other health plans using the same doctors, because physicians tend to use a similar approach to care for all of their patients. Even if organizations could keep their findings confidential, so that they captured all of the benefits, some duplication of effort would probably occur. In such a situation, research constitutes a “public good,” and economists have long recognized a role for government to increase the supply of such research toward the socially optimal level.31



The existence of a market failure does not mean that government will step in to correct it. The perceived costs of more rigorous scrutiny of treatments, tests, and technologies are concentrated on well-organized groups such as device manufacturers and medical specialty societies. This is a classic “diffuse benefits/concentrated costs” situation that Wilson identified as prone to undermining good policy making.32

One way to overcome this problem is through “public interest” lobbying. The millions of patients who suffer from cancer, heart disease, and other chronic conditions are dispersed across the nation. Tragically, the patients who are in most desperate need of unbiased information about treatment options are often least able to mobilize politically. “Patient advocacy” groups ostensibly represent the interests of such patients. The number of such organizations has exploded in recent years. Patient advocacy organizations have the capacity to accelerate FDA drug reviews,33 and they could be an important voice for better use of evidence in medicine. However, research suggests that patient advocacy groups do not act like public interest organizations.34 They often act much more like nonoccupational trade associations. Many patient groups are underwritten by drug companies.35 Whether owing to financial or political pressure or organizational maintenance reasons, the patient advocacy community has not prioritized the need to increase the funding of a generic public good like CER. Patient advocacy tends to be disease specific rather than focused on general patient goals or the overall improvement of the health care system.36

The theory of zero-credit politics helps account for three observable facts in this history. First, it accounts for the relatively low level of interest in the issue among elected officials, with the important exception of a few lawmakers including Tom Allen (D-ME), Jo Ann Emerson (R-MO), and Max Baucus (D-MT). Second, it helps explain why the most dogged and passionate actors who have tried to sell CER have been private citizens (John E. Wennberg), former officials (Gail Wilensky), or political appointees (former Congressional Budget Office and Office of Management and Budget director Peter Orszag), who, compared to elected officials, have not had to worry about pleasing voters and winning elections. Finally, the theory offers insight into why elected officials have often found the payoff from attacking or weakening EBM reforms greater than the payoff from initiating or strengthening them, especially when faced with hostility from doctors and doctors’ organizations.


THE RISE AND FALL OF THE NATIONAL CENTER FOR HEALTH CARE TECHNOLOGY

Between the 1970s and mid-2000s, support among politicians for efforts to promote the integration of hard data into clinical decisions was inconsistent.37 A few politicians did make entrepreneurial investments of time and energy in the promotion of evidence-based medicine, facilitating the enactment of modest reforms, but most policy makers did not see it as a winning issue. Members of Congress frequently served as allies of industry and medical professionals opposed to reform.

As early as the 1970s, both health services experts and parts of the U.S. health policy community were aware that medical technologies were increasingly diffusing into practice before their effectiveness had been evaluated. Some government officials recognized that the overuse or misuse of expensive technology contributed to the problem of rising health care costs and sought to increase the knowledge base about what interventions work best. A limited (and short-lived) effort to improve the medical evidence base was the National Center for Health Care Technology (NCHCT), which Congress established in 1978 as a small bureau (with a $4 million budget and staff of twenty) inside the Department of Health, Education, and Welfare. Its mission was to generate information about the safety and efficacy of medical technologies and, through its dissemination, to advise the Medicare agency on coverage issues. The act creating the center (PL 95-623) won bipartisan passage in Congress. Hopes were high that the center’s work would improve quality and reduce wasteful spending. As the New York Times reported, pressing questions, such as what is the best treatment for breast cancer, would no longer be considered “only by individual practitioners, who may have limited access to the facts, or by special-interest professional groups, who may have prejudiced views.”38 The NCHCT managed a program of research grants and was given responsibility for developing standards and norms concerning the use of particular technologies. In addition, the NCHCT provided information on the safety and effectiveness (but not cost-effectiveness) of technologies to the Health Care Financing Administration (the precursor agency to the Centers for Medicare and Medicaid Services) for its coverage decisions in the Medicare program. Health and Human Services officials emphasized that the opinions of the NCHCT were only “advisory” and that Medicare did not have to accept them.39 Between 1978 and 1981, the NCHCT provided Medicare with 75 such evaluations, of which approximately 40 percent were for noncoverage.40

But the NCHCT was short-lived. In 1981, the Reagan administration zeroed out the agency’s budget, and it ceased operations. (Some of its work was shifted to the National Center for Health Services Research.) Office of Management and Budget director David Stockman viewed NCHCT as an example of excessive government regulation.41 Yet it would be a mistake to regard sincere ideological opposition as the principal cause of the agency’s early demise. Indeed, the conservative Heritage Foundation’s book Mandate for Leadership, which had a major influence on the Reagan administration’s initial budget submissions to Congress, had called for the creation of a research unit to evaluate medical procedures and deny reimbursement under Medicare and Medicaid for procedures that were challenged.42 While antiregulatory sentiments were clearly a factor in the NCHCT’s erosion of support, the most direct cause was the growing opposition of doctors and industry groups. In 1981, the AMA opposed the reauthorization of the agency, arguing that it was a threat to the exercise of individual judgment by physicians:


The relevant clinical policy analysis and judgments are better made—and are being responsibly made—within the medical profession. Assessing risks and costs, as well as benefits, has been central to the exercise of good medical judgment for decades. The advantage the individual physician has over any national center or advisory council is that he or she is dealing with individuals in need of medical care, not hypothetical cases.43



The Health Industry Manufacturer’s Association also opposed NCHCT’s continuation, fearing that the center would constrain the industry’s ability to bring new products to the marketplace.44


THE RISE AND FALL OF THE AGENCY FOR HEALTH CARE POLICY AND RESEARCH

While the NCHCT ceased operations in late 1981, the lack of solid, scientific evidence for many common treatments remained a glaring problem. By the mid-1980s, health policy makers in both the legislative and executive branches were becoming increasingly aware of the research on geographical variation in medical practice by Dartmouth professor John E. Wennberg and colleagues. Wennberg’s work on Medicare showed that different regions of the United States had marked differences in the use of many health services that could not be explained by age, gender, race, and other population factors, and that high levels of medical services use were not associated with better outcomes such as mortality and functional status.45 The implication was that a large portion (perhaps as much as 20–30 percent) of health care in the United States may be wasteful.46 Wennberg himself played an entrepreneurial role in educating elected officials about the practice variation phenomenon through congressional testimony.

Wennberg’s research and the need for better information to address unwarranted variation and curb wasteful spending formed an idea that key policy actors judged as plausible, technically feasible, and responsive to the government’s needs. The concept entered what political scientist John W. Kingdon calls the “policy stream.”47 When a window of opportunity opened, a proposal to expand the federal government’s role in improving the medical evidence base led to the creation of the Agency for Health Care Policy and Research (AHCPR) in 1989. The mission of AHCPR was to carry out and disseminate research on the effectiveness, efficiency, quality, and outcomes of health services. In addition, it was charged with developing clinical practice guidelines. The hope was that better health outcomes research would identify unnecessary or low-value services and help control the growth of Medicare spending. Although the idea of having the federal government establish standards for medical practice had long been anathema to physicians, several medical associations, including the AMA, endorsed the inclusion of practice guidelines in the legislation.48 Because the law establishing AHCPR was folded into an omnibus budget bill, it never had a separate vote in Congress. The legislative record shows, however, that AHCPR was a bipartisan creation. Key supporters included Congressmen Henry Waxman (D-CA), Bill Gradison (R-Ohio), and Fortney H. (Pete) Stark (D-CA); Senators George Mitchell (D-ME) and David Durenberger (R-MN); and William Roper, Medicare program administrator under President George H. W. Bush.49 During its first several years of activity, AHCPR sponsored Patient Outcomes Research Teams to study topics such as prostate enlargement and heart attack, and developed 15 clinical practice guidelines. The agency had a low profile, and its work received little attention from politicians. Its budget grew steadily from $115 million in FY 1991 to $159 million in FY 1995.50

Although the AHCPR was launched with great enthusiasm, the agency quickly got into political trouble. Both partisan politics and interest group pressures led to the agency’s loss of support. In 1994, Republicans gained control of Congress with an agenda (the Contract with America) to reduce federal spending. Even though the AHCPR was created under a Republican administration, with the backing of key GOP lawmakers, the shift in the political environment left the agency vulnerable to budget cuts. (The Office of Technology Assessment [OTA], an even more prominent congressional support agency, also did not survive this period.51 The OTA’s downfall reflected a general lack of congressional support for its research mission, but its health technology assessment work was certainly not without controversy and sparked some medical products industry opposition.) Support for AHCPR among Republicans was further weakened by the perception that it had played an advocacy role in the debate over the Clinton health reform initiative in 1993–94, a perception not helped by the agency’s decision to hire several people who had worked on the Clinton plan and Democratic staffers from Capitol Hill.52

In addition, the agency set off a firestorm when it released practice guidelines for treating acute lower back pain. The guidelines said that back surgery benefited only 1 in 100 patients and should be avoided, and that doctors should also refrain from using imaging tests, X-rays, and MRIs at the beginning of a back pain episode.53 The North American Spine Society, the professional group of back surgeons, criticized the study and took their complaints to Congress. Representative Sam Johnson (R-TX) led an attempt to eliminate the AHCPR, arguing that the government should not tell doctors how to practice medicine.54

The agency survived the conflict but suffered a sharp reduction in its budget. Moreover, it was stripped of its role as a developer of practice guidelines. Both the continued existence of the agency, which was renamed the Agency for Healthcare Research and Quality (AHRQ), and the narrowing of its mission are significant. That the agency survived at all reflected the fact that it enjoyed residual support among Republican members of the House, such as Bill Thomas (R-CA), John Porter (R-IL), and Speaker Newt Gingrich (R-GA), Senator James Jeffords (R-VT), well-placed committee staffers, and health care expert Gail Wilensky, who had headed the Medicare program under George H. W. Bush. One Republican Hill staffer recalls accompanying his principal to the House Budget Committee and pleading with the legislators not to zero out the budget for the agency: “Are you going nuts?” the staffer recalled saying. “Republicans created this. It is allowing us to figure out what we are spending money on. [Zeroing it out] is just crazy.”55 But the scope of the agency’s influence was severely curtailed. No longer would the agency publish guidelines to direct the behavior of clinicians. Instead, its task was reduced to evidence generation, “leaving it to the health care industry to sort what they should be doing.”56 As Harvard School of Medicine professor Jerry Avorn observed, “The linkage between research and policy had been formally renounced, and the nation took one giant step away from bringing science to bear on the systematic assessment of therapeutics.”57

Efforts to strengthen the role of CER within Medicare during this period also met with political resistance. Under the program’s authorizing legislation in 1965, Medicare pays for “reasonable and necessary” services, which was “understood to reflect the prevailing views of physicians, although there were no formal criteria to define this standard at either the local or the national level.”58 In the late 1980s, the Health Care Financing Agency (later the CMS) proposed a requirement that technologies be cost-effective to be covered. The AMA and the Pharmaceutical Research and Manufacturers Association opposed the proposal, and it was withdrawn.59


REFORM FORCES IN CONGRESS, 2000-2008

As noted above, to argue that the supply of political entrepreneurship has been below the socially optimal level is not to claim it has been missing entirely. One legislator who did play an important entrepreneurial role was Representative Tom Allen (D-ME). After the failure of the comprehensive Clinton health reform plan in 1994, Allen was searching for more incremental health reforms that could help make health care more affordable and potentially attract bipartisan support. Allen recognized that FDA approval “means less than most people think,” that the pharmaceutical industry often buried adverse research results, and that there was no guarantee that expensive drugs worked better than cheaper alternatives.60 Allen became aware of the drug effectiveness review project started by Oregon governor John Kitzhaber, which sought to integrate drug data into the state Medicaid program, as well as comparative effectiveness initiatives underway in Australia and New Zealand. He became convinced that independent research on the relative effectiveness of drugs would help “reduce system cost and improve quality.”61

In 2003, Allen and Jo Ann Emerson (R-MO) introduced the Prescription Drug Comparative Effectiveness Act (HR 2356). The bill authorized $50 million for the NIH to conduct research and $25 million for the AHRQ to conduct studies on the comparative effectiveness and cost-effectiveness of prescription drugs. There was a conscious effort not to go as far as drug assessment systems employed in Australia and New Zealand, which used comparative effectiveness information to determine whether particular drugs would be included on a formulary and the price at which the cost of the drug would be reimbursed.62 The purpose of HR 2356 was simply to generate accurate information on how drugs that treat particular conditions compared to one another and to disseminate this information to patients and providers. Investing time and energy in the development of this issue was not an obvious way to gain political rewards for a new lawmaker. As Allen recollects, “across the country, there was no significant constituency for funding comparative effectiveness research; few even knew what it was.”63

The bill had eight Republican and seven Democratic cosponsors and was endorsed by consumer groups, the AFL-CIO, the AARP, General Motors, and the American Academy of Family Physicians.64 Hillary Rodham Clinton introduced similar legislation in the Senate.65 The Bush administration’s support for a Medicare prescription drug bill provided an opening to congressional advocates of CER. Allen and Emerson argued that if the government was going to spend a half a trillion dollars on new drug benefits over the next decade, both doctors and patients should have hard data on what drugs are most effective. It was hoped that this medical evidence base would counterbalance the biased information about drugs that consumers received from television advertising and also help reduce doctor’s reliance on pharmaceutical industry marketing in deciding what to prescribe. CER was thus framed as an informational tool that would help doctors push back against the immense influence of drug companies.66

During floor debate over the Medicare prescription drug bill, Clinton proposed an amendment authorizing $75 million in research funding. The amendment was defeated 43–52 (Republicans and Independents voted 49–0 against, and Democrats voted 43–3 in favor). Senators Charles Grassley (R-IA) and Mike Enzi (R-WY) spoke against the proposal. Enzi argued that the research would “promote one-size-fits-all medicine,” and “end up as a tool for health care rationing by bureaucrats in Washington.”67 Enzi’s statement foreshadowed the major criticisms of comparative effectiveness research that opponents would make in 2008–10. Indeed, it is striking how little the anti-CER arguments changed over the decade.68

Yet, our interviews with congressional insiders suggest that the GOP opposition to CER at this stage was less sincere than tactical. Passing the prescription drug bill was a top legislative priority for both President Bush and Republicans in Congress, and party leaders wanted to keep the bill “clean” to make it easier to pass.69 CER funding was an unnecessary diversion at this stage of the process, and even supporters, including Senate Majority Leader Bill Frist (R-TN), a physician by training, voted against the Clinton amendment. Once the passage of the prescription drug bill (the Medicare Modernization Act, MMA) was assured, however, the Republican leadership (most likely Frist, according to our sources) tucked a CER provision into the conference agreement.

As signed into law, Section 1013 of the MMA authorized the AHRQ to spend up to $50 million in 2004 and additional amounts in future years to conduct systematic reviews of existing evidence on the comparative effectiveness of drugs and other treatments. PhRMA opposed the CER program but was unable to block its adoption.70 The industry was, however, able to get language in the bill prohibiting the AHRQ from using the data to mandate clinical guidelines and stating that the CMS could not use the information to withhold coverage of prescription drugs under Medicare and Medicaid.71

Allen and Emerson continued to cosponsor legislation to establish a more ambitious and permanent CER program, and expert support for a major CER initiative grew. In 2006, health economist Wilensky published a widely discussed article in Health Affairs calling for a comparative effectiveness center and laying out a range of ideas for how the entity could be organized and financed.72 Wilensky’s article demonstrated that CER was not a partisan idea, but rather a technocratic solution to a national problem. Joseph Antos of the conservative Heritage Foundation was on board:


We also ought to work on comparative effectiveness research. Information is a public good, and the government is in the best position to collect information. In fact, Medicare collects information on millions of medical treatments and then doesn’t use it to better understand what works and what does not. That should be fixed.73



The following year, the Congressional Budget Office (CBO), under director Peter Orszag, published a major report on CER.74 By all accounts, Orszag viewed the Dartmouth Institute’s research on regional variation in Medicare as compelling evidence that it should be possible to curb wasteful health care spending by generating better information about the costs and benefits of treatment options. He was known to carry the Dartmouth charts to congressional meetings and to preach “to anyone who would listen about the ‘evidence-based’ cure for rising medical costs.”75 Under Orszag, the CBO began highlighting the potential for CER to constrain health care costs “without adverse health consequences.”76

In May 2007, Allen and Emerson introduced a bill authorizing $3 billion for research in AHRQ over five years (HR 2184). Emerson called the bill a “no brainer” that deserved to receive bipartisan support.77 In June 2007, the Subcommittee on Health of the House Ways and Means Committee, chaired by Stark, held a hearing on CER. Allen, Wilensky, and Orszag advocated for increased government investment in CER. The panel’s ranking Republican, Dave Camp of Michigan, likewise expressed the need for a much broader effort on CER. “While we have agencies like the FDA to determine if drugs and devices are safe, we have very little information that compares the actual effectiveness of drug, devices, and medical procedures.” Camp and other Republicans did raise concerns about the potential for the Medicare agency to use the information to limit access to certain treatments because they don’t work for the “average” patient. However, Allen stressed that the aim of the proposal was not to “drive decisions.”78

While the Allen-Emerson proposal never made it out of committee, the House folded its language into a larger bill reauthorizing a children’s health insurance program that was nearing expiration.79 The bill, nicknamed “CHAMP” (for Children’s Health and Medicare Protection Act) would have created a Center for Comparative Effectiveness under AHRQ. Funding for this center would begin with $300 million from 2008 to 2010 and $375 million per year thereafter. The measure would have created a Comparative Effectiveness Research Trust Fund, fed initially by transfers from the Medicare Trust Funds and over time by a tax on health insurance companies. The CBO projected that the CER provisions contained in CHAMP would reduce total health care spending by half a billion dollars over the 2008–12 period and by about six billion over the 2008–17 period.80 The projected savings were modest because the CBO assumed that for larger savings the results of studies would “ultimately have to change the behavior of doctors and patients,” which, in turn, would require actions by Medicare and private insurers to incorporate comparative effectiveness information in some combination of coverage and payment policies. The CBO thought none of this would be easy.81 Still, advocates were pleased that the CBO had given CER a “score”—it could save money.82 But the CHAMP bill did not become law, owing to conflict within Congress, and between Congress and President Bush, over the cost of the children’s health program expansion.


DECLINING GOP SUPPORT FOR CER IN CONGRESS

While the incorporation of the Allen-Emerson proposal into the House-passed CHAMP bill might appear to have signaled growing support for CER on the Hill, the proposal would almost certainly not have passed as a standalone measure. Indeed, the number of cosponsors of the Allen-Emerson bill declined from 15 in 2003 to 7 in 2006 and 5 in 2007. This is not the pattern one expects to see when a clear perception emerges on the Hill that a policy idea’s “time has come.” By 2007, only one House Republican (Emerson) remained as a cosponsor of the legislation.

The immediate cause of the decline in the number of cosponsors was changes in the composition of Congress. Some of the Republicans who had previously sponsored CER bills retired or lost reelection, and more conservative members who were resistant to any new federal spending initiative replaced them. According to our sources, however, pharmaceutical industry opposition also contributed to the erosion of legislative support. Industry lobbyists had been taken by surprise when CER funding was tucked into the MMA and recognized it needed to become more active on the issue. While PhRMA was unwilling to oppose calls for better information on the comparative effectiveness of drugs, industry leaders wanted to broaden the scope of any CER effort so that the full range of treatments options, not just drugs, were evaluated.83 They also “wanted CER to focus solely on clinical issues and not at all on cost effectiveness, and resisted any use of so-called quality-adjusted life year (QALY) indices that measure the value of therapies and devices according to expected life years.”84

______

By late 2008, CER was at a legislative crossroads. The Washington community of health policy experts, including economists associated with both political parties, was solidly behind the idea. The CBO report connected the problem of inadequate research on the effects of treatment options to widely shared concerns about the budget and wasteful and excessive health care spending. In the Senate, Finance Committee chair Max Baucus (D-MT) and Budget Committee chairman Kent Conrad (D-ND) jointly introduced legislation (S 3408) to create a nonprofit entity to direct up to $300 million a year in federal funding for CER. The money would come from general revenues, the Medicare Trust Fund, and fees on private insurance firms.85

This constituted progress for CER, yet the effort to win bipartisan support for the idea of better research on medical treatments had stalled on the Hill. Only a handful of members, all of them Democrats, showed a serious interest in the issue by late 2008. There was no major lobbying campaign to raise awareness of the problems of waste and uneven quality in health care, to cultivate an enlightened public opinion, or to explain to ordinary Americans how they would benefit from better research on treatment options. Advocates were playing an inside-the-beltway game, but only a handful of members and policy wonks were participating. The ground was clearly not prepared for legislative action that would bring both parties and the general public along when the Obama administration made investment in CER one of its health reform priorities after the 2008 election. Any remaining chance to build a bipartisan coalition for CER then collapsed entirely when the effort got caught up in the highly charged debates over the economic stimulus measure and Obamacare, as the next chapter shows.




6
Electoral Competition, Polarization, and the Breakdown of Elite-Led Social Learning

Contemporary American politics is characterized by ferocious partisan combat. While bipartisan cooperation has not disappeared entirely from the halls of Congress, many important roll call votes see nearly all Democrats on one side and nearly all Republicans on the other. There are at least two reasons for the high level of partisanship in Washington. The first is sincere ideological disagreement about the role of government. According to quantitative methods for measuring ideological placement, the distance between Democratic and Republican officeholders is much greater today than it was in the 1950s and 1960s, and the two parties have become more internally cohesive.1 The political center has all but vanished in Congress.2 Second, partisan conflict also reflects strategic behavior to gain electoral advantage. As political scientist Frances Lee observes, “The period since 1980 stands out as the longest sustained period of competitive balance between the parties since the Civil War. Our politics is distinctive for its narrow and switching national majorities. Nearly every recent election has held out the possibility of a shift in party control of one institution or another.”3

In this chapter, we argue that elite polarization and a near parity of partisan competition degrades government problem solving in two ways. First, it creates incentives for politicians to transform what plausibly could be consensual “valence” issues, on which nearly all candidates and parties adopt the same stance, into contentious “position” issues, on which candidates and parties take different stances in a zero-sum competition for voter support.4 Second, elite partisan polarization can stimulate polarization among ordinary voters. Because politically aware members of the public tend to follow the signals of their party leaders, when the parties diverge on an issue, attentive citizens often do so as well, even if the issue has little intrinsic ideological content.5

Taken together, these twin dynamics can undercut the processes of elite-led social learning and technocratic problem solving on which social progress to no small extent depends. We show here how these distortions played out in 2009–10, when the Obama administration moved forward with its proposal for a major investment in research on the comparative effectiveness of medical treatments, despite the lack of public buy-in for this reform project.


The Risk of Incomplete Incubation in an Era of Polarization

Writing about the politics of policy innovation, the late political scientist Nelson W. Polsby described a process of “incubation,” in which advocates take up an idea, conduct research about its justifications and effects, publicize it, and slowly build acceptance for it among relevant constituencies so that the idea has strong patrons when circumstances permit it to be considered.6 Incubated ideas often appear in party platforms decades before their formal enactment. The benefits of incubation are considerable. As Hugh Heclo writes, “The very ability to sustain the policy argument over time helps persuade people to the view that there is a real problem that will not go away until something is done. Almost unnoticed, a presumption for policy action can grow.”7

However, not all innovations are incubated. Sometimes, when the political stars align, new ideas emerge hastily on the public agenda and their supporters find themselves in the right place at the right time.8 It is perfectly understandable that advocates take advantage of those propitious circumstances to move their ideas forward in the legislative process, but the decision to do so is not without strategic costs.

As described in chapter 5, the incubation process for the idea of building a new CER institute was underway by the time Barack Obama won election in November 2008, but it was clearly incomplete. Policy formation and agenda setting was less the result of a mobilization of public support around the need for a more evidence-based medical system than it was the product of an insider process dominated by experts who enjoyed close access to decision makers.9 CER was left vulnerable to the baleful influence of partisan forces when proposals to invest tax dollars in research on what works best for patients unexpectedly gained prominence on the president’s domestic agenda. While CER funding initiatives did win enactment by being incorporated into two omnibus laws that congressional Democrats viewed as “must pass”—the 2009 economic stimulus measure and the Affordable Care Act—the measures became objects of ideological derision and partisan attack, undermining their technocratic image and political sustainability.

There is a fundamental dilemma at play: Nonpartisan, technocratic solutions to collective problems, grounded in scientific knowledge and neutral expertise, may lack for effective political advocates who can build a broad coalition when the proposals challenge the autonomy of esteemed professional groups, especially when public trust in government is low, as it has been in the United States since the late 1960s. This creates a strong incentive for advocates to employ “under the radar” legislative tactics in the hope that the measures can progress before the opposition can mobilize. Yet embedding these technocratic solutions within broader legislative proposals (like health insurance expansion) before the political ground has been prepared is risky. Opponents may in fact organize and exploit the issue, thus disrupting the elite-led process of social learning and undercutting the consolidation of reform.


CER IN THE 2008 PRESIDENTIAL CAMPAIGN

While bipartisan support for CER was waning on Capitol Hill, both major party nominees made CER a component of their health reform agendas in the 2008 presidential campaign—a signal that, among the small crowd of serious health policy experts who feed ideas to speech writers, medical evidence gulfs were widely regarded as a problem. The Republican nominee, John McCain, who had brought on CER expert Gail Wilensky as one of his health policy advisers, stated, “We must make public more information on treatment options and doctor records, and require transparency regarding medical outcomes, quality of care, costs, and prices. We must also facilitate the development of national standards for measuring and recording treatments and outcomes.”10 In his health care campaign platform, the Democratic nominee, Barack Obama, identified CER as “one of the keys to eliminating waste and missed opportunities” and pledged to create “an independent institute to guide reviews and research on comparative effectiveness, so that Americans and their doctors will have accurate and objective information to make the best decisions for their health and well-being.”11 Several advisers close to Obama were strong CER supporters. Former senator Tom Daschle (D-SD), who would be Obama’s initial nominee to be secretary of the Department of Health and Human Services, had published a book arguing that the United States needed to create an independent Federal Health Board that would make coverage decisions on the basis of scientific evidence.12 While Daschle was forced to withdraw his nomination owing to tax trouble, Peter Orszag picked up the mantle in his new role as Obama’s expected OMB director. By all accounts, Orszag wanted to see CER used as a tool to curb wasteful spending. As he wrote in an op-ed in the New York Times,


Right now, health care is more evidence-free than you might think. And even where evidence-based clinical guidelines exist, research suggests that doctors follow them only about half of the time. One estimate suggests that it takes 17 years on average to incorporate new research findings into widespread practice. As a result, any clinical guidelines that exist often have limited impact.13



Orszag’s favorite idea was to create “safe harbors,” whereby doctors who followed evidence-based best practices would be shielded from malpractice liability.14 It seemed likely that CER would emerge as a White House priority regardless of who occupied the Oval Office. Given the fierce environment of partisan conflict, the real question was whether the issue would then gain support from lawmakers of the opposition party.


RISING GOP OPPOSITION

Any hope that CER would win the backing of congressional Republicans after Obama’s election victory quickly vanished. There are at least three explanations for the vociferous GOP opposition to CER during the Obama years. The first is the general claim that the modern Republican Party simply does not believe in the use of scientific evidence to guide policy decisions, or at least believes in science much less than does the Democratic Party. Despite recent arguments about a Republican “war on science,”15 we are skeptical of such sweeping claims. At times, both parties can be politically opportunistic in the research they support, depending on their evolving electoral incentives.16 Further, as previously noted, some prominent Republicans, including Bill Frist and John McCain, endorsed CER and evidence-based medicine before 2009. Republican administrations have sought to promote evidence-based health policy making within the constraints of federal law. As Tom Scully, who served as administrator of the Centers for Medicare and Medicaid Services under George W. Bush, stated in 2009:


I have always been a big fan of comparative effectiveness research if done correctly.… There’s a lot of fear from some people that it’s going to stifle innovation of drugs and devices and other things and I just don’t [think] that’s correct…. I like Senator [Jon] Kyl [who was then voicing strong opposition to the Obama administration’s CER agenda], he’s a very big free market guy, he’s got a lot of doctors in Arizona that are very worried about this. And so, like any member of [C]ongress he tries to please constituents.



Scully went on to say that the attacks of conservative pundits on CER were “just noise” and that since the Republicans are the minority party, “their job is to hurl attacks.”18

A second argument is that GOP opposition reflected increasingly close ties to the drug and device industry. In European countries where CER and technology assessment are now part of national policy, long before that was the case, drug companies in those countries were sponsoring a lot of research in order to satisfy the growing need to demonstrate “value for money.” In their review of CER in Britain, France, Australia, and Germany, Chalkidou and colleagues found that industry had adapted to the evidentiary requirements of coverage and reimbursement systems in Europe.


CER entities create a more secure environment in which the naturally risk-averse medical technology industry can make its investment choices. The reason is that well-defined and consistent CER is a much more rational and predictable way for payers to make purchasing decisions than for administrators to impose price cuts arbitrarily, to shift costs to individual patients, or to ration needed technologies and services according to ability to pay.19



But this adaption may have been as much out of necessity as choice. In the U.S. market, the biggest payer, Medicare, has avoided supply-side technology constraints and price controls on drugs. Many firms wished to keep the U.S. market an outlier in these areas, and hence industrial opposition to CER (seen as a precursor to more far-reaching shifts in policy) in the United States was particularly intense, which then arguably translated into unusually high partisan opposition. Ian Spatz, Merck’s former vice president for global health policy, stated that the view of drug companies is that CER is a “slippery slope that leads to NICE—and NICE is seen as pure evil.”20

A final reason for the GOP’s opposition—echoed in Scully’s remarks—is that the GOP’s turn away from CER during this period was tactical, a product of the electoral incentives created by partisan competition and the GOP’s desire to block Obama’s overall health care agenda and take back Congress. The health experts associated with the Republican Party fully grasped the magnitude of the problem and the need for a government solution—but partisan competition undermined pragmatism.


The Disruption of Elite-Led Social Learning and Problem Solving

As political scientist David R. Mayhew observes, a democratic polity can make public policy in at least three ways.21 The first two are familiar: distributive politics, in which my district gets a road, your district gets a road, everyone’s district gets a road, and partisan politics, in which my party coalition gets what the government has to give and yours pays the taxes. By contrast, “problem solving” entails an “empirically detectable mindset. Some person, or small or large set of persons, needs to frame a state of affairs as exhibiting a ‘problem’ and to point toward a ‘solution.’”22

Experts play a key role in the politics of problem solving, in part because the media and politicians often take their cues from policy specialists.23 Expert communities generate the empirical claims and general perspectives on policy issues that structure the political debate. As political scientist John Zaller has observed, when policy specialists of differing ideological orientations reach a fact-based consensus on the existence of a technical problem, this elite consensus may diffuse out to politicians and then over time to the general public.24 This broad support in turn makes it easier for coalition leaders to build the legislative majorities necessary to overcome the veto points of the U.S. political system.

However, this idealized social learning process neglects the role of partisanship and electoral competition. When, as is the case today, American politics features intense partisan conflict and the majority party chooses (or is compelled) to “go it alone” on major legislation, the minority party will possess a strong incentive to discredit the empirical claims offered by the other party—even if working from a common set of technical understandings of a problem would be in the national interest. As even sound evidentiary claims are contested owing to partisan conflict, an expert consensus on the seriousness of a given problem may then fail to unify political elites and the public around a course of action. The parties may take opposing stances on the role of government in a particular policy area—even when there is no underlying ideological disagreement between them.25

We argue below that this is what happened during 2009–10: CER became an issue “owned”26 by the Democrats and associated with negative images such as “rationing” and “death panels.” A new research agency was established, but the national conversation about the benefits of evidence-based medicine took a giant step backward, at least for a time.27


THE RECOVERY ACT DEBATE

The Obama administration’s first major push on CER came in the 2009 American Recovery and Reinvestment Act, which included $1.1 billion for CER to be spent by the NIH, AHRQ, and the Office of the Secretary of Health and Human Services.28 The act also created an advisory board mostly made up of clinicians, the Federal Coordinating Council for Comparative Effectiveness Research, to steer the research effort. As political scientists James G. Gimpel, Frances E. Lee, and Rebecca U. Thorpe argue, the advertised purpose of the $787 billion legislation was to promote economic recovery, but the measure “became a vehicle for a broad array of other policy goals” important to the administration and congressional leaders who “took advantage of an especially wide-open window of opportunity.”29 Among these policy goals was promoting CER.

In the context of the $2 trillion the nation spends each year on health care, $1.1 billion for research on what medical interventions work best is a small investment. Since the idea had been supported by the McCain campaign, one might have expected the Obama administration’s CER initiative to have won bipartisan support.30 But that is not what happened. Republicans used the battle over the Recovery Act as an opportunity to rehearse their arguments against what they knew would be a major drive by the Obama administration to restructure the nation’s overall health care system. The Obama administration’s health reform agenda—which featured redistribution, tax increases, and an expansion of the welfare state—was bound to be opposed by conservatives on both policy and political grounds. As mentioned earlier, a Republican committee staff member told us that conservatives attacked CER, even though they knew it would advance their long-standing goal to curb wasteful health care spending, because they viewed the battle over national health reform as a “knife fight, and in a knife fight, you don’t stop in the middle to tell your opponent, ‘Hey, I like your shirt.’”31 As political scientist Morris Fiorina writes, in an era in which party elites are highly polarized, “[p]olicies are proposed and opposed relatively more on the basis of ideology and the demands of the base and relatively less on the basis of their likelihood of solving problems.”32

Pharmaceutical and medical device companies viewed the Obama administration’s support for a major investment in CER with suspicion, seeing it as the first step toward tighter governmental control over medical service payment decisions. “There was a real fear about the government saying: We know what’s best, that drug’s too expensive, you can’t have it,” said former Democratic congressional leader Tony Coehlo.33 Coehlo, who has epilepsy, was chosen to head the Partnership to Improve Patient Care (PIPC). Funded by pharmaceutical, device, and biotechnology companies, PIPC emerged in 2008 as the medical product industry’s watchdog on federal CER efforts.34 Former Republican congressman Billy Tauzin, president of PhRMA, explained that his industry’s mobilization against the CER funding in the Recovery Act was a signal to politicians to be careful about embracing more ambitious policy reforms. “I hope it is a clear warning,” Tauzin said. “There are a lot of beehives out there. You don’t just go around punching them.”35

Allegations that Democrats wanted to use studies of treatment effects to reduce wasteful spending were supported by language in a House Appropriations Committee draft report stating:


By knowing what works best and presenting the information more broadly to patients and health care professionals, those items, procedures, and interventions that are most effective to prevent, control, and treat health conditions will be utilized, while those that are found to be less effective and in some cases, more expensive, will no longer be prescribed.36



One could interpret this statement as having no clear implication for overall health care investment, but it was widely read by those hostile to CER as a signal that the Obama administration wanted to use CER as a tool to ration care.37 Representative Tom Price (R-GA), a physician—who would later be secretary of the Department of Health and Human Services in the Donald Trump administration—sent out an alert through the Republican Study Committee stating that that purpose of the CER measure was to grant Tom Daschle, Obama’s nominee for secretary of HHS, “his wish of a permanent government rationing board prescribing care in place of doctors and patients.”38 Former New York lieutenant governor Betsy Mc- Caughey warned on Bloomberg.com that the elderly would be hardest hit, and that the government would use electronic medical records to monitor the behavior of physicians, punishing those that did not comply with the government’s clinical practice guidelines.39 Rush Limbaugh then disseminated the rationing charge on his national radio show.40 The final version of the stimulus legislation took out the House report language about less effective, more expensive treatments not receiving coverage, and instead referenced the Medicare Modernization Act, which focused on clinical outcomes, not cost.41 The conference report also stated that “the conferees do not intend for the comparative effectiveness research funding … to be used to mandate coverage, reimbursement, or other policies for any public or private payer.”42

The partisan controversy over the CER language in the stimulus bill greatly raised the issue’s public visibility. In 2008, U.S. newspapers and wires ran only 249 articles that mentioned CER and health care or medicine. The following year, the number of such articles increased sixfold to 1,497. Twenty-two percent of the articles published about CER in 2009 mentioned “rationing,” the frame that Republcans strategically deployed to tap into the public’s long-standing unease with service restricitons and perceived interference with the doctor-patient relationship.43


THE AFFORDABLE CARE ACT DEBATE

Despite the controversy over the stimulus act, the Obama administration endorsed an even greater federal role in CER in health reform legislation.44 By all accounts, President Obama himself believed in CER and the need for stronger evidence about what works. In an interview with the New York Times, President Obama explained,


When Peter Orszag and I talk about the importance of using comparativeeffectiveness studies as a way of reining in costs, that’s not an attempt to micromanage the doctor-patient relationship. It is an attempt to say to patients, you know what, we’ve looked at some objective studies out here, people who know about this stuff, concluding that the blue pill, which costs half as much as the red pill, is just as effective, and you might want to go ahead and get the blue one. And if a provider is pushing the red one on you, then you should at least ask some important questions.45



While Obama attempted to persuade people that implementing evidence-based medicine is common sense, the controversy over CER continued. Indeed, the backlash over the issue got so harsh that White House chief of staff Rahm Emanuel argued within the White House for abandoning the effort.46 Ultimately, the authority and funding for the Patient-Centered Outcomes Research Institute made it into the Affordable Care Act, but not before key concessions were made.

By the summer of 2009, committees in both the House and the Senate were developing CER proposals as part of health reform legislation. The key issues were whether a new agency should be created within or outside government, how it should be funded, and what role it should play in coverage decisions. The House (as well as the Senate Health, Education, Labor, and Pensions Committee, HELP) sought to create a government-based entity within the AHRQ. In contrast, Senator Mike Enzi (R-WY) was an outspoken critic of the HELP bill. He compared the entity to NICE and raised fears that lodging it inside government would lead to rationing.47

Whether CER would even remain a feature of health reform legislation was tested during the summer of 2009, when members of Congress returned to their districts for contentious town hall meetings. To an angry, wary, and confused public, CER was of a piece with two other controversial health reform proposals then under consideration: voluntary counseling for Medicare patients about their options for end-of-life care, and the creation of a commission (the Independent Payment Advisory Board) with the mission to achieve savings in Medicare if the program’s spending growth was forecast to exceed target levels, but without affecting coverage or cutting benefits. With prompting from opponents, including 2008 GOP vice presidential nominee Sarah Palin and others, these three elements combined in the public mind to give birth to the charge that Obama was seeking to slash Medicare benefits by creating “death panels” for seniors. At one town hall meeting, Senator Charles Grassley (R-IA) stated, “We should not have a government program that determines if you’re going to pull the plug on grandma.”48

After the summer recess, Senate Finance Committee chair Max Baucus (D-MT) proposed the concept of an independent entity, the Patient- Centered Outcomes Research Institute (PCORI). While the institute’s name (“patient-centered”) and location outside government were intended to allay medical products industry concerns, the proposal remained controversial. Republicans introduced amendments “that would strip out funding for the research institute, eliminate any consideration of cost in the research, and prohibit research results from being used to make coverage decisions or to deny coverage.”49 The Senate Finance Committee sought to strike a balance between addressing the concerns of critics who claimed that the Senate finance bill gave the industry too much influence over the research, and others who remained concerned that the institute would ration care.50

In the midst of this controversy over CER, the Obama administration felt compelled to distance itself from new guidelines for breast cancer screening, contained in an awkwardly timed report of the U.S. Preventive Services Task Force. A Pew survey found that 68 percent of people who followed the news about the change in these guidelines very or fairly closely disagreed with the task force’s recommendation that most women should not start routine screening until age 50.51 The Obama administration responded to the public outcry against the change by promising that government insurance programs would continue to cover mammograms for women starting at age 40.52

Congressional leaders anticipated a conference committee to resolve differences with the Senate, and some staffers expected that the final version would move closer to the House vision of a less industry-influenced CER-agency located inside government.53 However, Republicans took control of the upper chamber following Scott Brown’s surprising victory to fill the Senate seat vacated by Ted Kennedy’s death. To avoid a conference committee and the risk of a filibuster, House Democrats passed the Senate bill, and Baucus’s PCORI design prevailed.

As signed into law by President Obama, the ACA established a nongovernmental, “Patient-Centered Outcomes Research Institute.”


The purpose of the Institute is to assist patients, clinicians, purchasers, and policy-makers in making informed health decisions by advancing the quality and relevance of evidence concerning the manner in which diseases, disorders, and other health conditions can effectively and appropriately be prevented, diagnosed, treated, monitored, and managed through research and evidence synthesis …54



The creation of PCORI was a significant victory in the multidecade effort to improve the evidence base of American medicine, yet the institute’s financing, design, and mission reflect legislative compromises designed to protect the entity’s independence but also circumscribe its role. To fund PCORI, the ACA created a federal trust fund, fed by annual appropriations, funds transferred from the Medicare trust fund, plus annual $1 fees (rising to $2 in fiscal year 2014) per individual assessed on private health insurance and selfinsured plans. Total funding was estimated to reach $650 million annually by 2015. However, PCORI’s authorization expires in 2019, leaving the institute only a few years “in which to produce timely, practice-changing results that will build public support for comparative effectiveness research.”55 The legislation also gave the institute less authority than CER entities in other advanced nations. While nothing in the law prevents Medicare officials (or private insurers) from using CER research to inform coverage decisions, nothing requires it: PCORI’s findings may “not be construed as mandates for practice guidelines, coverage recommendations, payment or policy recommendations.”56 To avoid any resemblance to NICE, PCORI was barred from using a dollars per quality-adjusted life year metric as a threshold for establishing cost-effectiveness.57

Ultimately, PhRMA managed to win enough concessions, including representation of three medical products industry seats on PCORI’s board of governors, that the trade group came out in support of PCORI. Richard Smith, PhRMA’s senior vice president, stated:


By including the full range of stakeholders in its governance, by defining the scope of research to include the full range of treatment options and the organization, delivery, and management of care, the institute is charting a different, more positive course than agencies in other countries which focus on cost-effectiveness and impose centralized restrictions on access to care.58



The CEO of the Advanced Medical Technology Association (AdvaMed) also supported the legislation. He applauded the commitment that PCORI “does not make coverage decisions” and that the studies would not include coverage recommendations or include practice guidelines.59 The medical profession was not highly visible during this debate. Most medical societies were focused on Medicare reimbursement rates (“the doc fix”) and did not provide much input into the shaping of the legislation.60

As important as what the ACA accomplishes are the more ambitious changes that it leaves out. The legislation failed to modify Medicare’s obligation to cover all “reasonable and necessary” medical services.61 Peter Orszag’s proposal to shield doctors from malpractice suits if they follow evidence-based guidelines made it into the law only as a small pilot program. In sum, while Republican and industry opposition failed to kill CER, the reform project narrowed and lost its pragmatic, technocratic character. No longer a “valence” issue on which Democrats and Republicans could publicly agree (if not necessarily act), CER became a divisive “position” issue on which there were different ideological preferences, based on people’s views of the Obama administration’s overall domestic agenda.62 Advocates managed to win support for CER by incorporating language into omnibus bills that congressional Democrats regarded as “must pass” legislation, but the decision-making process reflected (and amplified) partisan conflict and arguably did not lay the foundation for a durable reconfiguration of the use of evidence in the medical system.


Elite Polarization and the Leadership of Public Opinion

As we argued above, elite partisan polarization not only weakens the incentives for pragmatic problem solving in a legislature; it distorts the process by which ordinary citizens learn what and how to think about novel public policy issues.63 In the U.S. political system, a citizen’s political identity (how the citizen thinks of him- or herself) frequently (not always) means a partisan identity.64 Attentive citizens who follow public affairs typically ask themselves, “What do Democrats (Republicans) like myself think about this issue?” Frequently, the answer is readily apparent: Republicans stand for lower taxes, and Democrats support a more generous safety net, and so on. But when new issues emerge on the agenda, especially those characterized by scientific or technological complexity, the “appropriate” partisan response may not be self-evident. Under these circumstances, partisan identifiers may not initially all share the same views until opinion leaders clarify the “party line.” As Levendusky argues, “When elites are polarized, they send voters clearer signals about where they stand on the issues of the day…. As voters follow these party cues on multiple issues, they begin to hold more consistent attitudes.”65 This is largely a top-down process, one in which citizens tend to “follow the leader.”66 As Fiorina and Abrams write, “The more visible and active members of a party, especially its elected officials and party activists, sort first and provide cues to voters that party positions are evolving.”67

Issue publics are not always partisan, but this party-sorting dynamic has clearly shaped the evolution of public attitudes on key topics. Consider opinion on the environment and climate change.68 Historically, there were only modest partisan differences among the general public in support for environmental protection. Between the 1970s and 1990s, for example, “support for increased spending on environmental protection by self-identified Democrats was typically only around 10 points higher than for self-identified Republicans.”69 But, “[t]he gap began to widen in the late 1990s, likely reflecting voters’ tendency to follow cues from party leaders and political pundits.”70 While Richard Nixon had created the Environmental Protection Agency and signed landmark clean air legislation, Ronald Reagan’s administration sought to scale back environmental regulations. The polarization of public opinion has been even more pronounced with respect to climate change. According to Gallup polling data, in 1997 nearly identical percentages of Republicans and Democrats said that the effects of global warming were already happening. However, as Republican politicians and pundits began questioning the science behind climate change, while Democratic politicians and environmental activists made belief in climate change a litmus test, a partisan divide among the public began to emerge. As figure 6.1 shows, by 2008, Democrats were 35 percentage points more likely than Republicans (76 percent versus 41 percent) to say the effects of global warming had already begun to occur, with Independents falling in between the two. This finding of growing partisan (and ideological) polarization on climate change among the public persists in a multivariate analysis that controls for other relevant variables.71
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FIGURE 6.1. Percentage of respondents saying the effects of global warming have already begun, by respondent party identification. Note: Figure displays the percentage of respondents who said “they have already begun” in response to question “Which of the following statements reflects your view of when the effects of global warming will begin to happen: [rotated: they have already begun to happen; they will start happening within a few years; they will start happening within your lifetime; they will not happen within your lifetime but they will affect future generations; they will never happen]?” From 2001–8, surveys took place in March of each year; 1997 survey was conducted in November. Question was not asked on Gallup surveys 1998–2000. Source: Gallup polling data. See Riley E. Dunlap, 2008, “Climate-Change Views: Republican-Democratic Gaps Expand,” May 29, http://www.gallup.com/poll/107569/climatechange-views-republicandemocratic-gaps-expand.aspx.


What about public opinion with respect to evidence-based medicine and CER? Ideally, we would like to have over-time data to examine whether any partisan differences have changed or remain the same. Unfortunately, the issue was not salient enough to receive attention from pollsters before the Obama administration’s major initiative. A national survey we conducted in 2010, however, reveals a split in the attitudes of Republican and Democratic voters consistent with the polarization hypothesis. As a baseline measure of how people think about CER, we asked respondents about their support for government funding of research on the effectiveness of different treatments. Specifically, we asked:


For many medical conditions, doctors use different kinds of treatments, and there is no scientific agreement on which is best. For example, a patient may be experiencing a particular type of pain and it is unclear whether the best treatment is a drug, physical therapy, or surgery.

Recently there has been discussion about the need for more research to determine which treatments are most effective for which patients. This is sometimes called comparative effectiveness research.

Would you support or oppose government funding of research on the effectiveness of different medical treatments?



Respondents were asked to choose a point on a sliding scale where the far left read “strongly oppose” (scored as 0) and the far right read “strongly support” (scored as 100). The mean rating for the sample was 61.9, suggesting that, on average, people were slightly more supportive of CER than they were in opposition. There were, however, significant differences in support levels across important demographic and political groups. These differences are displayed in table 6.1.72

There were important differences among demographic groups. Blacks (68.1) and Hispanics (67.7) were more supportive of government funding of CER than whites (60.0), respondents with a college degree or higher level of education were more supportive (65.3) than those with a high school education or less (59.9), and respondents aged 18–37 were more supportive (66.3) than those aged 65 and over (55.8).73 There was not a statistically significant difference between men and women or across income groups.

The most important factor in explaining support for CER, however, was partisanship. Although evidence-based medicine might seem to be a technocratic issue that should generate bipartisan support, consistent with our discussion in the previous sections concerning elite polarization, there were substantial differences between Democrats and Republicans in the mass public. Democratic Party identifiers were more supportive of government funding of CER (70.9) than Independents (59.8), who, in turn, were more supportive than Republicans (50.7). Significantly, these partisan differences hold only for respondents who reported voting in the 2008 election. Among those who voted in 2008, support for government funding of CER was 72.0, 59.1, and 49.8 among Democrats, Independents, and Republicans, respectively. Among those who did not vote, however, there was not a large or statistically significant difference in support across Democrats (63.9), Independents (61.4), and Republicans (59.8). During the debate over the stimulus bill and President Obama’s health reform proposal, evidence-based medicine evolved from a technocratic issue into a partisan issue. The two parties took opposing stances on the federal government’s role in CER, which may have led to the significant partisan split among the most attentive (voting) citizens.

We conducted a follow-up survey in 2014 to see if these partisan differences persisted.74 We asked the same question we did in 2010, but with one wrinkle. Although the first two paragraphs of the question were identical to the question we asked in 2010, half of the respondents in 2014 were randomly assigned to receive some text that made an explicit link between CER and Obamacare. Specifically, respondents assigned to this Obamacare “treatment” condition received the following text:


Obamacare (the Affordable Care Act) includes increased funding for comparative effectiveness research. Do you support or oppose government funding of research on the effectiveness of different medical treatments?



The other half of the respondents simply received the following, “control” condition text:


Do you support or oppose government funding of research on the effectiveness of different medical treatments?



This design allows us to address two important questions. First, did overall public opinion on CER shift between 2010 and 2014? Second, does making an explicit partisan link to Obamacare exacerbate partisan differences on this issue?

As in 2010, respondents were asked to choose a point on a (0–100) sliding scale where the far left (0) indicated strong opposition and the far right (100) indicated strong support. The mean rating for the sample was 60.2 (very close to the mean rating in 2010 of 61.9), suggesting that the American public overall remained moderately supportive of CER in fall 2014. Moreover, among the public as a whole, there was no significant difference between the two question wordings. The average rating for respondents who received the Obamacare language was 60.0, and it was 60.4 for those that received the standard (control) language in which Obamacare was not mentioned.

TABLE 6.1. Americans’ Support for Government Funding of Comparative Effectiveness Research, 2010

[image: Image]

Note: N=2,017. aResponses range from strongly oppose (0) to strongly support (100) CER and are weighted sample means. b_p-values are from tests of whether support varied across groups. Source: May 21–24, 2010, YouGov/Polimetrix survey. A version of this table was originally published by Project HOPE/Health Affairs as exhibit 1 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling. 2010. “The Public Wants Information, Not Board Mandates, from Comparative Effectiveness Research.” Health Affairs (Millwood) 29 (10): 1872–81. The published article is archived and available online at www.healthaffairs.org.


TABLE 6.2. Americans’ Support for Government Funding of Comparative Effectiveness Research, by Respondent Party Identification and Obamacare Cue, 2014

[image: Image]

Note: N=802. Cell entries are weighted means with standard errors in parentheses. Higher numbers represent more support for CER on 0–100 scale. For the entire sample, overall mean rating is 60.2, and for the Obamacare Cue and No Obamacare Cue conditions it is 60.0 and 60.4, respectively. Obamacare Cue: “Obamacare (the Affordable Care Act) includes increased funding for comparative effectiveness research. Do you support or oppose government funding of research on the effectiveness of different medical treatments?” No Obamacare Cue: “Do you support or oppose government funding of research on the effectiveness of different medical treatments?” “Independents” include any respondent that did not identify with one of the two major parties, including those who responded “not sure.” Source: Alan S. Gerber, Cooperative Congressional Election Study, 2014. Yale University Content. [Computer File] Release: February 2015. New Haven, CT. [producer] http://cces.gov.harvard.edu.


There were, however, large and statistically significant differences in support levels across partisan groups, differences that were exacerbated by the Obamacare language. We display these differences in table 6.2. Focusing initially on respondents who did not receive the Obamacare language, and are therefore most comparable to the sample of our 2010 survey, support for government funding of CER was 66.7, 54.7, and 53.7 among Democrats, Independents, and Republicans, respectively. This 13-point gap between Democrats and Republicans is smaller than the 20-point gap we observed in 2010, but still quite substantial. As was the case in 2010, these differences are larger among voters. However, the difference is not as stark as it was in 2010. Specifically, there is a 16-point gap in 2014 between Democrats and Republicans among voters (69.2 v. 53.6) and a 10-point gap among nonvoters (63.5 v. 53.7). Thus, it appears that polarization of opinion on CER may have followed a diffusion process—from party elites and opinion leaders in 2009 to voters by 2010 to party identifiers among the general public by 2014.75

When explicit reference is made to Obamacare, partisan differences become even sharper. As table 6.2 shows, Democrats and Republicans move in opposite directions when CER is explicitly linked to Obama’s health reform law. Democrats become more supportive of CER, whereas Republicans become less supportive. The average rating among Democrats is 72.9 (up from 66.7 in the “control” condition, a 9 percent increase).76 Among Republicans, the average rating is 45.0 (down from 53.7 in the “control” condition, a 16 percent decrease).77 In short, a 13-point gap between Democrats and Republicans in terms of their support for CER when no reference to Obamacare is made more than doubles to a gap of nearly 28 points when Obamacare is referenced. This simple partisan cue experiment thus illustrates the extent to which public opinion on even technocratic issues like CER can become highly polarized when the issues are deliberated in partisan debates by policy elites.


Summary

The Obama administration’s political strategy to hitch a technocratic reform to two partisan, omnibus bills (the Economic Recovery Act and the Affordable Care Act) was both reasonable and understandable. In an area characterized by legislative stalemate and gridlock, any savvy president will look for “moving trains” on which to place agenda items. Yet there was a cost to this strategy too. While it is not easy to isolate technocratic, “good government” ideas from partisan contests over welfare state expansion and the politics of redistribution, the failure to do so can cause these solutions to become the “property” of one party and the electorally charged object of political derision for the other. The result can be to undercut efforts to cultivate an enlightened public opinion and potentially weaken the measure’s long-term impact and political sustainability. The story of how CER morphed into a symbol of rationing and government interference with the doctor-patient relationship offers a cautionary lesson about the limits of elite-led problem solving in an era of intense partisan competition and heightened polarization.




Conclusion

POSTENACTMENT COALITION BUILDING (AND OTHER STRATEGIES FOR SUSTAINING REFORM IN A POLARIZED AGE)

While public investment in CER increased significantly during the Obama years, it is unclear whether this policy achievement will lead to durable improvements in the efficiency, quality, and cost-effectiveness of U.S. health care.1 There were ample grounds for skepticism even before Donald Trump’s surprising victory in the 2016 presidential election created new uncertainty over the future of U.S. health policy making. While PCORI spent more than two billion dollars over its first ten years, this is a small amount compared to the research effort needed to fill key evidence gaps. Enacted as part of a law (the ACA) that passed without a single Republican vote, PCORI’s capacity to influence the delivery of medical care, the professional norms of physicians, and the growth of health spending remains uncertain. In December 2019, Congress reauthorized PCORI for another decade with no major changes to its authority or mission (see Preface). As the reauthorization debate unfolded, PCORI was still in the process of building a reputation for producing important, relevant studies. Indeed, even sympathetic observers, such as health economists who are strong advocates for CER, believe that while the agency has sometimes produced good work, some of its grants have funded low-priority research that has generated little insight into the most pressing health care questions.2

What makes the failure of PCORI to generate wide esteem and growing support for the broader evidence-based medicine project all the more unfortunate is that PCORI’s leadership has been at pains to avoid antagonizing stakeholders. They have used their administrative discretion, not to push the envelope, but to stay well inside it. For example, while the ACA permits research that considers costs,3 PCORI’s executive director has publicly stated, “You can take it to the bank that PCORI will never do a cost-effectiveness analysis.”4 Yet this conflict-avoidance strategy plainly did not cure the “unhealthy politics” that surrounds efforts to bolster the scientific foundation and efficiency of American medicine.

From the outset, PCORI’s architects recognized that consolidating political support for an expanded federal role in CER would be a daunting challenge. Memories of Congress’s attacks on the Agency for Health Care Policy and Research back in the early 1990s after it had issued a report questioning the benefits of back surgery were still fresh.5 PCORI’s designers were painfully aware that any new CER entity could be similarly vulnerable. As Gail Wilensky wrote in a 2006 essay laying out the major design options for building a federal comparative effectiveness institute, “The center’s findings might anger various stakeholders affected by the findings, who, in turn, could use the political process to threaten the continued existence of the agency that produces the ‘threatening’ material.”6 It was hoped that PCORI’s design as an “independent, nonprofit, nongovernmental organization,” funded out of an earmarked trust fund, would afford the agency some measure of political insulation. In view of the politicization of health policy and the massive economic stakes in debates over coverage and reimbursement decisions, however, any organization like PCORI will inevitably encounter political risk.

To be sure, it remains possible that technological changes, including the growing use of Electronic Medical Records and computer-assisted clinical decision support tools in hospitals and doctor offices, may help close information gaps and integrate evidence into treatment decisions in the decades ahead. However, early attempts to use these techniques and mechanisms to promote evidence-based decision making have “had poor adoption rates and hence little influence on the clinical environment.”7 In addition, without government support, there will probably still be an undersupply of research on the comparative effectiveness of treatment alternatives.

Ultimately, if the EBM project is to realize its aspirational goal to improve the quality and efficiency of U.S. medical care, it is necessary but insufficient for research agencies like PCORI to endure. In the long run, patterns of medical governance must change. There will need to be stronger mechanisms in place to promote the uptake of evidence in clinical decision making. There is no shortage of plausible reform ideas, including options that would aim to change the behavior of physicians through financial incentives (e.g., value-based payments, changes in malpractice rules to create a safe harbor for evidence-based decision making) or nonfinancial educational strategies (e.g., the “academic detailing” approach to continuing medical education, in which noncommercial, evidence-based information about drugs is provided to doctors) as well as options that would aim to empower patients (e.g., through shared decision making).8 Strategies to reduce the delivery of low-value care will require sensitivity to the public anxieties and concerns about rationing and interference with the doctor-patient relationship identified in our public opinion surveys. As Mark Schlesinger and Rachel Grob observe, building robust public support for measures to reduce low-value care may require “shifting the focus from particular tests and treatments to emphasize, instead, the potential for better communication and more personalized attention if clinicians spend more time talking and less time testing.”9

No matter what approaches are tried, it will be critical for advocates to evaluate the effectiveness of particular strategies through randomized controlled trials or other rigorous methods. One notable randomized controlled trial found that a multifaceted package of educational interventions aimed at making the care of back pain more evidence-based produced a significant, but relatively small (9 percent) reduction in the rate of low-back surgery although it is unclear if these effects endured beyond the 30-month study period.10 The evaluation of the long-term impact of interventions to promote the uptake of evidence and curb overtreatment and unwarranted variation should be a priority of the research community.

Government also has a vital role to play. PCORI (or whatever entity succeeds it) must develop a reputation among key stakeholders for competence, relevance, and impact that causes policy makers to conclude that supporting EBM is in their own political interest. Improving the effectiveness, quality, and affordability of medicine in the United States will thus require more politics, not less.11

Rather than relying on procedural independence and conflict avoidance as the keys to consolidating and deepening support for EBM, we argue here that a more promising approach is to recognize that any worthy reform project must seek to curb the use of low-value treatments and therefore must seek to change how the health care system works. History suggests that the most resilient domestic policy reforms do not leave a light footprint; instead, they reconfigure the political dynamic.12 Accordingly, the task is less to insulate a CER entity from politics, although obviously researchers must be shielded from improper interference. Rather, the aim is to build a robust base of support so that future policy makers will possess an incentive to sustain and deepen the project over time.

How can countervailing pressures to improve the quality and efficiency of the U.S. health care sector be unleashed? In this concluding chapter, we draw on lessons from the literature on U.S. state building to develop strategies to load the dice in favor of the political sustainability and success of the EBM project, including postenactment coalition building, agency reputation building, and lateral network building and strategic partnerships. As a preface to this discussion, we briefly review the challenges of political sustainability that face any new agency or policy.


Why the Political Sustainability of Agencies and Policies Cannot Be Taken for Granted

Given how difficult it is to revise an existing law, it might seem that the durability of an agency or program is assured once Congress establishes it. In his 1976 book Are Government Organizations Immortal?, political scientist Herbert Kaufman argued that “government activities tend to go on indefinitely.”13 More recent empirical research shows, however, that policy constructions—including agencies, statutes, and programs—are regularly subject to modification and even elimination. According to one study, a federal program has a 1 percent chance of death every year in its first 10 years of life, after which the probability of termination slowly begins to decline.14 New policies are trial and error affairs; they do not always pan out. New policies can be killed. An example is the Medicare Catastrophic Coverage Act of 1988, which Congress terminated when seniors soured on the measure.

What is true of policies and programs is also true of bureaucracies. In 1972, Congress established the Office of Technology Assessment (OTA) to give members expert advice on a wide range of scientific issues, including the use of medical technologies. When Republicans were searching for agencies to cut to reduce the budget deficit during the mid-1990s, the OTA found itself on the chopping block. Not only did the OTA lack for powerful defenders, but some of its health technology assessment reports had antagonized organized medicine and the drug and device industries.15

In sum, the process of consolidating support for a new policy or agency— especially ones with general-interest purposes—can be more challenging than winning their enactment in the first place.16 A crucial issue is political sustainability: whether a public policy or bureau possesses the capacity to maintain its integrity and use its core principles to guide its course amid inevitable political pressure for change.17 Many factors clearly shape whether a new construction will “take.” Here we focus on four: the level of support it has at enactment, institutional design, the generation of self-reinforcing policy feedback, and the creative destructiveness of market forces. We first briefly describe these factors and then evaluate how the Obama administration’s CER project stacks up.

Commitment at enactment. Some new policies or agencies enjoy overwhelming support at inception; others pass narrowly in the teeth of intense opposition. There is risk in building “minimum winning coalitions.” Political scientists Forrest Maltzman and Charles Shipan have shown that the greater the roll call opposition when a law is passed, the more likely the law is to be amended by a future Congress.18 A key question is whether partisanship exacerbates the problem of divisive enactment. There are good reasons to believe it might. As David Mayhew argues, a cross party opposition to a policy might fade, but “[a] party that loses on a congressional issue and stays angry may have an incentive to keep the conflict going.”19

Political institutions. Policies (and agencies) become more durable, all else being equal, when they destroy the structural bases of support of their opponents, shift decision-making control to venues in which intended beneficiaries are advantaged, and significantly alter governing capacities, such as by enlarging administrative staffs who possess the technical expertise to implement policies in an effective manner.

Policy feedback. Public policies are not merely the products of politics, but also causes. Policies shape the material resources, civic engagement, and incentives of voters and interest groups and, in so doing, affect governing possibilities going forward.20 Policies may generate increasing returns and path dependence, raising the cost of subsequent policy change. Constituency groups may adapt to existing policies, “get stuck in their adaptations,” and then engage in politics to protect their adaptations.21 For example, the AMA opposed Medicare’s creation in 1965, yet once the program was up and running, physicians began aligning their practice plans to Medicare’s coverage policies and fee schedules. Over time, Medicare’s enormous resource flows even began to shape decisions about what areas of medicine doctors choose to specialize in.22 Policy feedbacks may also influence the behavior of interest groups. When Social Security was created in 1935, for example, the American Association of Retired Persons did not exist. Rather than senior mass-membership groups pushing for the enactment of Social Security, Social Security’s growth transformed seniors into the most active and best organized participatory age group in the country, providing them resources and enhancing their sense of political efficacy.23 Finally, durable policy reforms also recast institutions and upset existing power monopolies; they establish new norms and expectations; they eliminate or reduce the organizational cohesion of coalitions opposed to reform; and most importantly they create new vested interests and stimulate investments whose value is tied to the reforms being maintained. When reforms accomplish these things, officeholders find it impossible or unattractive to reverse course.24

Yet the generation of self-reinforcing policy feedback is not automatic; many public policies have negative or nonexistent feedback effects, increasing their vulnerability to downstream erosion.25 Feedback effects may be weak when policies offer broadly dispersed benefits to the public as a whole.26 The low per capita stakes give ordinary citizens little incentive to mobilize if the reform is challenged by groups who would profit from the measure’s unraveling.

The Tax Reform Act of 1986 illustrates how general-interest reforms can fail to remake politics. A landmark reform, the TRA closed many special interest tax loopholes over the opposition of the oil industry, realtors, and other formidable clientele groups. The act had bipartisan support in Congress and the strong backing of President Ronald Reagan. Nevertheless, no interest group emerged to defend the reform against the (inevitable) post-enactment efforts of politicians and lobbyists to reverse course and reclaim the tax code as a vehicle for particularistic favor provision. The per capita benefits of base broadening were too meager to activate civic participation. As a result of this imbalance of political forces, the reform crumbled. Congress began creating new tax breaks almost as soon as the ink on the 1986 law was dry, and many of the achievements of the law have been lost.27 In sum, even if reformers manage to triumph during the initial enactment battle, they haven’t really won. Concentrated groups—such as firms or professional societies—who feel threatened by a reform are unlikely to throw in the towel just because a vote or two in Congress did not go their way; indeed, they likely will continue to enjoy organizational advantages, allowing them to reassert their influence during the postenactment phase. A reform statute is only words on paper; the real struggle to reconfigure politics has only just begun.28

Creative destructiveness of market forces. It is rarely the case that a reform victory will cause every politician who voted against the reform to lose in the next election; they may well return to fight another day. Although political losers can hang around as long as their constituents are willing to tolerate their losing positions, the market actors who lose market share in a postreform environment sometimes disappear. The surviving firms are the ones who adapt their business models to the new policy context.

Airline deregulation illustrates this dynamic. Beginning in the 1930s, air carriers and their unions benefited from a highly inefficient regulatory system that determined rates and routes and blocked new entry into the market. In 1978, a reform coalition, animated by public concerns about price inflation, was able to overcome the intense opposition of these groups and enact sweeping reform. Over time, the new market system drove some legacy carriers into bankruptcy. New discount carriers appeared, and business actors were compelled to invest heavily in route systems, schedule tools, and other forms of organization compatible with the new market environment. Supporting industries and suppliers (e.g., aircraft equipment suppliers, hotels, rental cars, restaurants, and corporate office parks) began to grow up around the new system. Each had a vested interest in the reform’s maintenance. To be sure, there were still groups that would have preferred a heavier government role in the airline sector. However, the emergence of new carriers postreform greatly lowered the political and economic cohesion of the airline industry. While each airline would like to receive government protections, the airlines increasingly check and balance each other, since more rent for one would reduce the profit of the others. In sum, the politics of the airline sector has been thoroughly reconfigured, making it all but impossible for policy makers to reverse course.29


Is the Obama Administration’s CER Project Sustainable?

Based on this political sustainability recipe, the Obama administration’s CER project appears to lack key ingredients. First, the recovery act and the ACA both passed on narrow, party-line votes. The GOP has continued to argue that CER must not become a vehicle for “rationing” and “cookiecutter medicine.”30 In contrast to the willingness of the GOP to acquiesce to Medicare payments to physicians for counseling patients about their end of life options31—another policy that was caught up in the “death panels” debate—Republicans (and many Democrats) have continued to oppose allowing Medicare to use cost-effectiveness in its coverage decisions. Many lawmakers also supported the repeal of the Independent Payment Advisory Board.32

Second, and importantly, PCORI failed to generate new supportive interests or alter coalitional alignments. Ann C. Keller, Robin Flagg, Justin Keller, and Suhasini Ravi at UC Berkeley School of Public Health performed an insightful study of PCORI’s political strengths and vulnerabilities. Based on elite interviews, content analysis of public comments, congressional hearings, and media and Internet content about PCORI (including trade association press), the authors found that PCORI’s leadership has successfully mobilized patient advocacy groups and researchers in support of the agency’s mission. However, patient advocacy groups and researchers have tended to mobilize within rather than across disease categories, limiting their organizational cohesion and impact in broader debates over the future of CER and EBM. Few new supporters of CER have emerged.33 Moreover, the organizational bases of support of the reform’s skeptics were not destroyed; there remained plenty of opposition to PCORI from medical industry groups and members of Congress. The authors found that legislators who discussed PCORI during congressional hearings were far more likely to view the entity as having a negative regulatory impact than a positive, market-correcting one. In particular, lawmakers expressed concerns that PCORI was harming taxpayers, that the agency was not truly independent from HHS, that CER would impose a regulatory burden on the drug and device industry, and that PCORI would ration care.34

Third, the Obama administration’s investment in CER has not brought about shifts in institutional arrangements. The project’s major structural innovation was PCORI’s establishment as an independent, nongovernmental entity, rather than as an office within HHS. But this design has not shielded PCORI from criticism. At the same time, efforts to require Medicare administrators to use clinical and cost-effectiveness information in coverage decisions were “rebuffed not only by the legislative staffs but by the White House healthcare policy people.”35 In sum, the establishment of PCORI did not bring about durable shifts in wider patterns of medical governance. The creation of PCORI failed to rearrange surrounding institutional authority, as it impinged only lightly on existing federal health programs and bureaucratic activities.36

When new policy frameworks stick, they do more than resist the pressure of actors opposed to the shifts. They induce private firms to alter their business models to comply with the new rules of the game; firms unable to do so are more likely to go broke or merge with firms more able to comply, making the new policy regime self-reinforcing.37

It is unclear whether the new emphasis on CER is stimulating hard-to-reverse financial investments in the medical products industry. To the extent that pharmaceutical firms and device manufacturers believe that their future profitability will hinge on the capacity to demonstrate that their products are superior to alternatives on comparative clinical and/or cost-effectiveness grounds, they should be investing heavily in the development and marketing of such products. As one health industry analyst writes,


Pharmaceutical manufacturers must recognize that the drugs in the laboratory today are those that will be commercialized in 2020. They will very likely be launched into a market that demands evidence of economic and clinical value as the price of entry. Guidelines based on cost effectiveness developed by payers or providers will increasingly determine market access. Consideration of economic and clinical value must be integrated into the entire product development and commercialization process …38



However, this analyst goes on to report that the changes he recommends are “not happening quickly enough.”39 Why not? On the one hand, “private payers in the US are aggressively moving to utilize CER in their decisions regarding pricing and reimbursement.”40 For example, a large health care insurer, WellPoint, has “released its own standardized CER guidelines for use in its evaluations of drug coverage.”41 Another large insurer, United Healthcare, has suggested that CER will foster the broader use of copay structures that discourage patients from seeking higher-cost treatments that offer no real benefit over use of lower-cost drugs.42 On the other hand, the supply of CER studies remains small, and the traditional regulatory procedures for approving new products have not been revised to make a demonstration of superior clinical or cost-effectiveness a priority. For example,


the Food Drug and Cosmetic Act of 1938, as amended in 1962 and subsequently, does not require assessment of comparative effectiveness, and the legislative history in 1962 made it very clear that there was no relative effectiveness requirement. A new drug does not have to be better than, or even as good as, existing treatment.43



For a variety of reasons, including methodological concerns and turfprotection, the FDA’s senior drug review officials have expressed a measure of “skepticism of CER in recent years.”44 While some movement toward greater use of CER can be seen in the decisions of both Medicaid and private insurance company administrators, Medicare’s coverage and payment policies remain largely unchanged.

For now, it appears that drug companies and the medical device industry do not regard a focus on comparative effectiveness as a central reality around which to base major investment decisions. There is little reason to believe that the evolving industrial organization of the medical products industry, or the vested interests of individual firms, will serve as the guarantor of the overall EBM project’s future impact and sustainability.45


Toward More and Better Medical Politics

In “The Political Transformation of American Medicine,” Peter Swenson shows that between roughly 1870 and 1910, American medicine experienced a progressive phase in which professionals and lay activists joined forces to improve the quality, economy, and equality of health care. Their major goals were three: (1) reforming the drug industry and the marketing of its products; (2) creating a cabinet-level national health department; and (3) improving the quality of the nation’s medical schools. The reformers’ victories were only partial, and they made important enemies—including parts of the medical profession. Ultimately, the progressive medical reform movement got too far ahead of the rank and file, especially on issues like compulsory national health insurance. Their achievements generated a backlash that helped give rise to the medical establishment’s turn toward organizational conservatism and self-protection during the 1920s. But the turn of the century was nonetheless an era of progress in medical education, hospitals, and other areas.

A key lesson from this earlier period is that improving the quality, economy, and rationality of medical care requires reformers to embrace politics.46 Progress cannot be made without the leadership and buy-in of the medical profession, but it also cannot be made without building support among policy makers, activists, and educated voters.

Given the context of contemporary American politics, what can be done to promote medical progress and the political sustainability of CER and the overall EBM project? We offer three ideas for consolidating and deepening support—postenactment coalition building, building a reputation for competence and efficacy, and lateral network building and strategic partnerships.


POSTENACTMENT COALITION BUILDING AMONG ELECTED OFFICIALS

The first step is to recognize that the task of building support for a new line of policy making does not end when a policy is enacted; it has only just begun.

One of the ways that policies can unravel after enactment is if bureaucracies charged with implementing them shirk or otherwise fail to serve the goals of the policy’s designers. An influential line of argument developed by McNollgast—the nom de plume of social scientists Mathew McCubbins, Roger Noll, and Barry Weingast47—suggests a solution to this problem: leaders who won the enactment battle can “stack the deck” to establish a context that endures long after the enacting coalition has frayed, ensuring that the coalitions that generated the program’s adoption will also hold sway during the postenactment phase. Deck stacking can be accomplished structurally by insulating agencies from executive control and procedurally by crafting administrative rules (i.e., rules concerning what interest groups can intervene in agency decision making). These strategies can work. For example, research shows that bureaus given agency status are more durable than are bureaus subject to direct presidential control.48

Yet there are limits to deck stacking as a strategy for sustaining policies over time. First, the deck-stacking perspective overstates the ability of “winners” to impose their preferences on “losers,” who often have the opportunity to embed some of their goals into policy designs as well. For example, opponents of efforts to use CER as a tool for cost control won language in the ACA constraining how PCORI could use QALYs in its decision making. As Terry Moe has argued, it is not only a program’s strongest supporters who can seek to embed their structural preferences into agency design, but the organization’s skeptics as well.49

Second, deck stacking is more effective as a strategy for preventing undesired policy outcomes than it is as a strategy for ensuring good government performance. As Daniel P. Carpenter agues, “designing constraints is easier than designing capacities.”50 It is one thing to prevent an agency from taking actions that an enacting coalition would have opposed, quite another to ensure that an agency has the ability to solve problems and benefit from its expertise. History suggests that the greater risk is not that a CER agency will make decisions that its original designers would not have supported, but that it will lack the capacity to catalyze reform of medical governance.

Third, the deck-stacking hypothesis is static. It fails to recognize that contexts and coalitions mutate over time, and that design-stage choices can be nullified by decisions made during the implementation phase. As William N. Eskridge and John Ferejohn argue, the deck-stacking model treats the preferences of actors as exogenous, but such preferences are also “a product of deliberation and feedback, not anterior to it.”51 From the standpoint of political sustainability, the issue is not only whether the goals of the original enacting coalition will persist, but also whether a policy causes new supportive coalitions to emerge during the postenactment phase.

But perhaps the most important limitation of the deck-stacking perspective is that it assumes the enacting coalition provided an adequate base of support. The seminal articles by McNollgast on structural politics were written during the 1980s and early 1990s. This was an era in which Democrats had a seemingly permanent majority in Congress. Many laws had bipartisan support, at least on final passage. What members of Congress feared is that their legislative creations would be undermined after enactment by presidents and bureaucrats, who often responded to different constituencies and incentives.52 So the key challenge was to lock in the political bargain and prevent its downstream erosion.53

By contrast, as we have seen, lawmaking today takes place in a highly competitive, polarized environment in which bills often pass by narrow, temporary partisan majorities. The two parties compete at relative parity, meaning that a shift in party control could be only two years away.54 These changes can have significant effects on the politics of policy development. According to a careful statistical study of more than 2,000 federal domestic programs established between 1971 and 2003, changes in the partisan composition of Congresses have a strong influence on program durability. Program life spans are shortened when the Congress that inherits a program is different in partisan terms from the Congress that created it.55 The political sustainability challenge today is less to preserve a policy accomplishment from being undone than it is to generate a bipartisan base of support among officeholders in the first place. Only by broadening the enacting coalition can a policy be sustained in an era of polarization and electoral uncertainty. Long-range thinking remains crucial, but some of the entrenchment strategies employed in the past may no longer be quite so effective.

What can be done? Although there are no silver bullets, we suggest several ideas. First, high-level appointments to public interest purpose agencies like PCORI should be made with an eye not only to technical competence, integrity, and experience—which obviously remain important—but to the imperatives of postenactment coalition building. Strategic leaders should aim to appoint well-qualified officials who can broaden, rather than merely preserve, the agency’s base of support and signal that the policies the officials will be responsible for carrying out have broad public purposes, not merely partisan goals. Richard Kronick, the distinguished former head of the highly valuable yet politically vulnerable health services research agency AHRQ, demonstrates the limits of a conventional appointment strategy. Kronick was an extraordinary well qualified expert with a stellar reputation. Yet Kronick had worked in HHS on implementation of the ACA and before that was a health policy maker in Massachusetts. As one author notes,


That background did not bode well for bonding with the GOP majority in the House, and today Republicans control the Senate, too. Republican opposition to ‘Obamacare’ has often been frenzied, fanatical and unfair, but the job of an agency head, particularly at an embattled one, is to get along with those who control your budget.56



In 2015, House Republicans threatened to zero out AHRQ’s budget.57 In the end, the agency survived with a moderate size (about 8 percent) budget cut—but not without having to wage an exhausting campaign to avoid termination.

To be sure, presidents have long appointed a handful of cabinet officials from the other party. This personnel strategy is often used to burnish a president’s reputation as “president of the whole country” rather than designed to widen support for important yet contested policy goals. Typically, presidents appoint officials from the other party to agencies that are already above the partisan fray. For example, George W. Bush appointed Democratic congressman Norman Mineta to be secretary of transportation, and Barack Obama appointed Republicans Ray LaHood and Robert Gates to be his secretary of transportation and secretary of defense, respectively. But politicians support transportation projects primarily for constituent or geographical representation reasons, and defense policy (while not uncontroversial) does not directly implicate partisan debates over the role of government in the economy.

In today’s environment, in which general-interest reform projects like EBM can become politicized, it would be worth considering more strategic use of cross aisle appointments to build support among opponents. To be sure, there are limits to what even the most brilliant appointment can accomplish. The forces that generate partisan conflict over policies are rooted in both electoral incentives and fundamental value conflicts. Nonetheless, leaders make a difference.

With the benefit of hindsight, it might have been a more prudent strategy to appoint someone who would have signaled a broadening of the political base, someone like Gail Wilensky, to be the inaugural PCORI director. (We hasten to add that we do not know if Wilensky was considered or if she would have accepted if asked; furthermore, it should be noted the power to appoint the executive director belonged to the board of governors of PCORI rather than to the president or Congress.) In offering this idea, we do not intend to denigrate the person who was appointed to this role, Joe Selby, who had an ideal background if the sole requirements for the job were technical expertise, integrity, and experience. (Selby is a family physician, clinical epidemiologist, and health services researcher who was with Kaiser Permanente for three decades.) But his appointment did little to change the political image of PCORI or forge linkages to Republicans or conservative think tanks. Our claim is not that the appointment of a prominent Washington health policy veteran like Wilensky would have completely insulated PCORI from attack, merely that it would have signaled that the entity’s mission draws support from health experts on both sides of the partisan aisle. Strategic appointments like this might help distance the EBM project from continuing debates over the ACA and give Republican officeholders the space to reconsider their positions on CER over time.


BUILDING A REPUTATION FOR COMPETENCE AND EFFICACY

No public organization can be effective if it lacks the capacity to chart its own course and pursue its core mission without constant harping or second-guessing by politicians. Americans, however, have traditionally viewed bureaucratic power with skepticism, fearful that unelected administrators will shirk, trample on the liberties of citizens, or pursue illegitimate goals unsanctioned by their democratically elected principals. Hence, federal agencies are often subjected to tightly drawn rules and procedural constraints designed to keep agencies on a short leash.58

Some federal agencies, however, have managed to gain significant power and the capacity to leverage their authority to exercise vast influence not only over the activities of government, but on private sector actors as well. Key to gaining this organizational power is reputation. When a bureaucracy cultivates a reputation for effectively providing unique services and promoting the public welfare, it can gain the admiration of the general public and the respect of elite audiences, such as scientific and professional organizations. It then becomes costly for politicians to ignore or resist the agencies’ ideas, further increasing the agencies’ autonomy. The most powerful agencies exert their influence less by imposing their will on recalcitrant actors than by defining the “basic terms of debate, essential concepts of thought, learning and activity.”59

In Reputation and Power, Daniel Carpenter illustrates this argument through a detailed historical study of the Food and Drug Administration.60 While the FDA has had a smaller budget than many other federal agencies, it nonetheless became one of the most powerful regulatory agencies in the world during the late twentieth century.61 The FDA exercises gatekeeping authority over the U.S. pharmaceutical marketplace. It has the power to limit advertising and product claims, to determine what cures are available or unavailable to patients, and to define the very scientific concepts used by experts in the medical field. To be sure, the FDA’s power has limits. Under pressure from doctors’ groups, the FDA has largely steered clear of the regulation of medical practice. It has not cracked down on “off-label” usage of drugs and has generally eschewed comparative efficacy judgments, which threaten the authority of the medical profession over standards of care.

Despite these limitations, the FDA’s perceived performance during the 1950s and 1960s offers vital lessons for EBM advocates who would like a CER entity that builds reputation among both the public and elites for promoting sound science, protecting patients against the risks of overtreatment, and policing the medical profession when it fails to police itself. During the postwar era, the FDA developed increasingly rigorous scientific standards for evaluating the effectiveness of drugs—standards that went well beyond its original statutory mandate to test drugs only for safety. What permitted the FDA to build its capacity was its growing reputation as a competent and vigilant agency, symbolized by its decision to reject the drug thalidomide (which was intended to prevent morning sickness in pregnant women) in 1962. When it was discovered that thalidomide (which was available in Europe) caused severe birth defects, the agency’s image as an essential guardian of public welfare was further enhanced. The episode received extensive media coverage and made a celebrity out of Frances Kelsey (the FDA regulator who stood her ground despite pressure from both industry and some actors within the agency to approve the drug), giving advocates an opportunity to ratify the FDA’s expanded regulatory powers though the Kefauver-Harris Amendment. As political scientist Steven Teles observes, while critics have chipped away at the FDA’s image in recent years, the agency’s “powerful reputation gave it a great deal of insulation when an antiregulatory chill took hold in the 1980s.”62

PCORI has so far failed to develop a reputation for doing important work. In January 2014, the Center for American Progress, a liberal think tank closely tied to the Obama administration, issued a harsh assessment of PCORI’s early record.63 The report pointed out that most of the studies funded by PCORI were broad and focused on methodology, education initiatives, and communication tools, rather than on questions directly relevant to clinical practice. During the time frame of the study, PCORI failed to issue a single CER study of medical devices, launched only a few CER studies of drugs, and produced few studies that focused on the priority areas identified by the Institute of Medicine.64 PCORI’s work did accelerate over the ensuing years. In 2016, the Center for American Progress issued a revised evaluation. It found that PCORI had made some progress, allocating 58 percent of its grant funding to CER.65 The agency commissioned new studies to address a range of important topics, including the “use of radiation therapy for breast cancer, effective treatments for bipolar disorder, and lifestyle interventions versus drug therapy for diabetic patients.”66

Yet PCORI continued to fund some projects that experts viewed to be as not of central clinical significance (such as a study of hoarding behavior)67 and remained virtually unknown to the general public. There has been almost no mainstream media coverage of PCORI’s work. Even more damaging, key stakeholders did not perceive CER as advancing rapidly. In a 2015 survey of 122 medical sector players—insurers/health plans, government officials, employers, researchers/thought leaders, business coalitions and associations, 81 percent of respondents said that over the past year, CER had “no effect” on health care decision making or led to a “slight” improvement,” while 19 percent said it had led to a “moderate” or “substantial” improvement.68 Wilensky’s assessment is particularly damning: “PCORI seems to have become almost invisible. Maybe they think that’s the best way to stay under the political radar screen,” she said, adding that the institute has yet to “offer much value.”69

PCORI’s leadership faced many challenges. They had to get a new organization up and running, establish procedures for awarding grants, set priorities, and disseminate hundreds of millions of dollars in research support. The “patient-centered” aspect of PCORI’s mission—added at the behest of the medical products industry—required PCORI to spend considerable time developing methods to include patients in the research process and educating researchers about the need to incorporate patient concerns into their studies.70 Yet the most critical task facing PCORI’s leaders was not technical, but political: demonstrating its value to members of Congress before its funding expired in 2019. While PCORI developed a strategic plan focused on “funding and conducting highly relevant research that is likely to change practice and improve patient outcomes,”71 the agency struggled to find an effective strategy for burnishing its reputation and winning reauthorization. In 2012, Dr. Harold Sox (who was later hired as a senior adviser to PCORI) implored the agency to implement “a strategy to make the largest possible impact before its day of reckoning.”72 The agency emphasized that it is “funding studies to answer questions about common, serious conditions like cardiovascular disease, cancer, and mental illness, which affect millions of Americans.”73 That is as it should be, but we offer three more specific suggestions.

First, it should be recognized that the biggest single threat to the political sustainability of CER is its association with “rationing.” To overcome this association, PCORI (or future CER entities) should actively seek to distinguish the EBM project—which at its core is about better science, better information, and higher quality care—from service denial. One way to do this is to support and publicize research on the comparative effectiveness of worthy treatments that are being underused. Headlines associating the agency with research demonstrating the need for more medicine will help build the agency’s reputation as a scientific body, rather than a cost-cutting board.

The United States can here learn from the U.K. experience. When the National Institute for Health and Care Excellence, which makes recommendations for covering medical interventions and treatments on the basis of cost-effectiveness analysis, was established in 1999, one of the main rationales was to end the “postcode” lottery in which the availability of services and treatments under the National Health Services depended on where a British citizen happened to live. (In the U.K. single-payer system, such geographical variation is considered to be a problem on equity grounds, not just efficiency grounds.) NICE’s conclusions (including the denial of some cancer drugs available in the United States) generated controversy in the U.K., but it helped that NICE was created during a period when the U.K. was seeking to increase access to medical services and that following NICE’s guidance usually meant spending more, rather than less.74

Another thought is that strategic leaders should link CER not only to geographic variation, but also to the investigation of the heterogeneity of treatment effects across groups, such as children, women, and the elderly. This approach could quell the refrain that CER creates insights only about population averages and does not help guide MDs in treating specific patients. If PCORI publicized findings that helped target specific groups, it could blunt this criticism.

Finally, PCORI needs to put “points on the board” to make the benefits of evidence-based medicine far more salient to ordinary Americans. That means studying treatments that affect millions of Americans and producing research that is relevant and helpful to physicians, that is understandable to patients and policy makers, and that warrants extensive (and favorable) media coverage.


LATERAL NETWORK BUILDING, FEDERATED DESIGN, AND STRATEGIC PARTNERSHIPS

Because public administration is inescapably political, all public agencies require advocates. One of the most common mistakes made by institutional designers is to believe that the only political support that matters resides “inside the beltway.” In America’s fragmented governance system, however, the support that counts most is often locally rooted.75

Consider the Veterans Administration. Despite recent scandals, a deserved reputation for bureaucratic sluggishness and incompetence in some quarters, and calls for organizational reform, the VA has survived over many decades and even expanded its clientele base in recent years. Key to the VA’s durability has been its federated design. The VA has a Washington-based bureaucracy, but it also entered into strategic partnerships with powerful private organizations, including academic medical centers at prestigious universities. The VA thus has a major presence in a large number of congressional districts around the country. These lateral network ties and public-private partnerships give the VA a geographic and distributive foundation. In addition, they allow the VA to “borrow” the reputation of other revered institutions.76 A broadly analogous story of networked capacity building can be told about the success of the Department of Agriculture in bringing policy expertise to bear on its decisions during the New Deal through its close ties to state land-grant colleges and experiment stations.77

PCORI does not perform medical studies in-house; it distributes grants to researchers across the country. But the entity’s visibility in local communities—and before local elite audiences—is much weaker than it could be. Imagine how much more robust the agency might be if instead of one Washington-based organization, Congress had created a dozen (smaller) comparative effectiveness institutes around the country, based at academic medical centers or major research hospitals. Perhaps a Center for Comparative Effectiveness and Cardiology could have been established at the University of Alabama, a Center for Comparative Effectiveness for Breast Cancer at Duke, and so forth. Each time each locally rooted center issued a study, a press conference would be held, attended by the state’s congressional delegation.

Most importantly, the entity should develop close ties to leading doctors and local medical societies in communities around the nation, who could work with national organizations such as “Choosing Wisely” and consumer groups to help patients understand evidence-based medicine, the meaning of research findings for patient decision making, the significance of regional variation, and the problems of over- and underutilization. While the American medical profession clearly must lead at the national level as well, our physician survey results (chapter 4) suggest that rank-and-file doctors have strong views about the role of their medical societies. Until most doctors become well-informed about the waste and inefficiency of U.S. health care and politically engaged on these issues, little is likely to change. Indeed, physicians often appear to take the opposing stance and rally against efforts to promote the efficient use of health care dollars. For example, a recent proposal to test new payment models for Medicare Part B drugs, which would have reduced incentives for doctors to prescribe expensive drugs that generate higher reimbursement instead of cheaper drugs that are just as effective, generated intense opposition from medical societies.78 Yet, local doctors enjoy the individual trust of their patients and could be an important counterweight to national policy makers who oppose EBM reform initiatives.79

Finally, PCORI could develop strategic partnerships with payers and providers participating in accountable care organizations (ACOs) around the country to implement PCORI’s findings into their clinical management decisions. By collaborating with ACOs, PCORI can


ensure that a subset of clinical decision makers will translate their recommendations to clinical practice. PCORI can then follow this subset of recruited ACOs, track the clinical outcomes before and after they begin following their recommendations, and compare outcomes with nonparticipating ACOs and providers.80



To be sure, a decentralized strategy is not without risks. There are more opportunities for agency heads to lose control over managing controversies, as in the recent case of VA hospitals.81 In the American federated system, however, there are huge advantages to locally rooted policy.

______

The progressive desire to root out waste, inefficiency, and bad science in the U.S. health care system is well-founded, but the project needs deeper grounding in America’s local communities and political culture, greater bipartisan support, and much stronger and more visible public leadership from the medical profession. We have shown that powerful political forces will need to be harnessed to improve the quality, rationality, and efficiency of American medicine. The work will be difficult, but the first step is to recognize that this is primarily a political challenge, not a technocratic one. Forging new linkages between expertise, power, and democratic accountability is vital to the durable reform of medical governance—and crucial to American government’s performance as an effective problem-solving institution in the twenty-first century.




APPENDIX TO CHAPTER 3

The results of the survey experiment discussed in this chapter suggest that medical associations have the ability to influence public opinion on health care cost control, but the question remains whether the support or opposition of physician groups would be less (or more) effective when the endorsement or opposition cue explicitly references CER.1 We carried out a second survey experiment to address this question. Respondents were told,


Some people have suggested that we allow the government and insurance companies to refuse payment for treatments or procedures if their effectiveness has not been demonstrated by rigorous scientific evidence. Suppose you learned that [group cue conditions] and [political cue conditions]. What about you? Would you support this policy?2



The five political cue conditions were almost identical to those used in the experiment reported in the chapter, but with slightly different phrasing that fit the vignette better: (a) “congressional Democrats support this policy but congressional Republicans oppose this policy,” (b) “congressional Republicans support this policy but congressional Democrats oppose this policy,” (c) “both congressional Democrats and Republicans support this policy,” (d) “a bipartisan commission supports this policy,” or (e) no political group cue was given. These five conditions were randomly assigned with equal probability independently of the group cue treatments.

The group cue treatments, however, were different. We randomly assigned respondents to one of four groups—“leading doctors,” “leading patient advocacy groups,” “high-level government administrators,” or “top drug companies”—or to receive no group cue. The support or opposition of the group for those assigned to one of the four groups was also randomly assigned, such that there were nine total group cue conditions.3 As in the first experiment, some respondents were presented with a single cue (e.g., the endorsement of leading doctors) while others were presented with both a political cue and a group cue.4

For each of the 45 experimental conditions, table A3.1 reports the average (weighted mean) for the outcome measure. The table also reports the average for each political cue condition, collapsing group cue conditions (in row 10), and the average for each group condition, collapsing political cue conditions (both including the “no political cue” cases [in column F] and not including those cases [in column G]). We focus on three results.

First, the support of doctors increases public support for the CER health care cost-control proposal. Focusing on column G, we find that respondents who received the leading doctors support cue (row 2) had a higher level of support for the proposal (mean=47.8) than respondents who received the leading doctors oppose cue (row 3, mean=42.1). This net difference (of 5.7 units) is statistically significant (p=.09, two-tailed) and is consistent with the results of the first experiment.5 Taken together, the results from both experiments provide evidence that public support of a proposal to use CER to help control health care spending is likely to be significantly influenced by the support of physicians.

Second, the influence of doctors is distinctive in that only their support boosts public acceptance of the CER cost-control proposal. The support of other groups either has no effect or else diminishes public support for the proposal (in comparison to opposition from the group). Surprisingly perhaps, the position of patient advocacy groups has no effect on public opinion about the proposal (p=.90 and .80 for the difference between patient advocacy groups oppose [row 4] and patient advocacy groups support [row 5] in columns G and F, respectively). Two groups—top drug companies and high-level government administrators—have so little standing with the public when it comes to CER and cost control that their opposition (not their endorsement) boosts respondents’ support for the proposal. In column G, the -4.7 unit difference between support and opposition of high-level government administrators is statistically significant (p=.09), as is the -5.6 unit difference between the support and opposition of top drug companies (p=.04).6 In short, of the (nonpolitical) group cues we tested, only the support of leading doctors increases public support of a CER proposal to help control health care spending. The support of other groups was either inconsequential or counterproductive (compared to the same group’s opposition).

Third, as in the first experiment, we find only small differences across political cue conditions. Collapsing the group cue conditions (row 10 of table A3.1), we find that in the absence of a political cue, average support for the CER proposal is 42.4 (column A). The largest difference from this baseline condition is obtained when Democrats support the proposal but Republicans oppose it (mean=45.6), a statistically significant (p=.09) 3.1 unit difference. When the bipartisan commission cue is given, average support is approximately 44.8 (column C), a 2.4 unit difference from the no political cue condition that is not statistically significant (p=.24).7 Thus, we again find that the support of a bipartisan commission does not significantly increase public support for a proposal to help reduce health care spending—in this case, one specifically linked to CER. Moreover, as with the previous experiment, the effect of support from a bipartisan commission does not vary across respondents with differing partisan identities, including those who identify as Independent (p>.10 for all pairwise comparisons). Finally, collapsing across group cue conditions (row 10), there are no statistically significant differences between the four political cue treatment conditions (p>.10 for all six pairwise comparisons).


TABLE A3.1. Results of Group and Political Cues Experiment



	[image: Image]






	Notes: Cell entries are weighted means with standard errors in parentheses. Total N=3,558.

Complete question wording: “A variety of public policies have been proposed to help reduce the amount we spend on health care. Some people have suggested that we allow the government and insurance companies to refuse payment for treatments or procedures if their effectiveness has not been demonstrated by rigorous scientific evidence. Suppose you learned that [10 Group Treatment Conditions: none / leading doctors support this policy / leading doctors oppose this policy / nationally recognized patient advocacy groups support this policy / nationally recognized patient advocacy groups oppose this policy / the high-level government administrators who run Medicare and Medicaid support this policy / the high-level government administrators who run Medicare and Medicaid oppose this policy / top drug companies support this policy / top drug companies oppose this policy] [IF Group Treatment<> none and Political Treatmento <>none then “and”] [Five Political Treatment Conditions: none / congressional Democrats support this policy but congressional Republicans oppose this policy / congressional Republicans support this policy but congressional Democrats oppose this policy / both congressional Democrats and Republicans support this policy / a bipartisan commission supports this policy]. What about you? Would you support this policy? (Selecting the midpoint of the scale would mean that you neither support nor oppose this policy.) Outcome measure ranges from 0 (“strongly oppose”) to 100 (“strongly support”).

Source: November 9–22, 2011, YouGov/Polimetrix survey. A version of this table was originally published as table 3 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling. 2014. “Doctor Knows Best: Physician Endorsements, Public Opinion, and the Politics of Comparative Effectiveness Research.” Journal of Health Politics, Policy and Law 39 (1): 171–208. Copyright 2014, Duke University Press. All rights reserved. Republished by permission of the publisher. www.dukeupress.edu.








TABLE A3.2. Results of AMA and Political Cues Experiment, by Respondent Party Identification
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	Notes: Cell entries are weighted means with standard errors in parentheses. Total N=1,412. See notes to table 3.3 for question wording.

Source: February 17–23, 2011, YouGov/Polimetrix survey. A version of this table was originally published as table 2 in Alan S. Gerber, Eric M. Patashnik, David Doherty, and Conor M. Dowling. 2014. “Doctor Knows Best: Physician Endorsements, Public Opinion, and the Politics of Comparative Effectiveness Research.” Journal of Health Politics, Policy and Law 39 (1): 171–208. Copyright 2014, Duke University Press. All rights reserved. Republished by permission of the publisher. www.dukeupress.edu.









APPENDIX TO CHAPTER 4


TABLE A4.1. Doctors’ Reported Knowledge of Regional Variation in Health Care Spending Studies



	
	Familiarity with studies about geographic variation in health care spending (0–4)




	Female (1=yes)

	−0.029      

[0.164]   




	Region=West

	−0.109      

[0.187]   




	Region=Northeast

	−0.073      

[0.200]   




	Region=Midwest

	−0.019      

[0.212]   




	Political interest (0=hardly at all; 3=most of the time)

	0.337   

[0.084]**




	Respondent PID (-3=Str. Dem; 0=Ind.; 3=Str. Rep.)

	−0.01      

[0.039]   




	Years in practice

	0.014  

[0.007]*




	Residency take place at VA? (1=yes)

	0.321  

[0.147]*




	Practice affiliated w/academic med center (1=yes)

	0.241  

[0.166]   




	Respondent specialty=Medical specialty

	−0.187      

[0.181]   




	Respondent specialty=Surgical care

	0.103  

[0.187]   




	Income source=Salary plus bonus

	0.146  

[0.202]   




	Income source=Billing only

	0.112  

[0.211]   




	Income source=Other (including shift work or wages)

	0.673  

[0.315]*




	Practice Type=Office based (specialty group)

	0.216  

[0.378]   




	Practice Type=Hospital based

	0.216  

[0.180]   




	Practice Type=Other (including group or staff model HMO)

	0.242  

[0.211]   




	Constant

	−0.355      

[0.321]   




	Observations

	324




	R-squared

	0.109  




	Mean of Dependent Variable

	1.174  






	Note: OLS regression coefficients with robust standard errors in brackets. Dependent variable: 0=have not heard anything about studies; 1=not at all familiar; 2=only a bit familiar; 3=somewhat familiar; 4=very familiar. Omitted reference categories: Region=South; Respondent specialty=Primary Care; Income Source=Salary; Practice Type=Office based (solo or two-person). * significant at 5%; ** significant at 1%

Source: Fall 2015 survey of physicians.







TABLE A4.2. Doctors’ Reported Reasons for Regional Variation in Health Care Spending
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	Note: OLS regression coefficients with robust standard errors in brackets. Dependent variable: 1=item contributes “a lot”; 0=all other responses. Results are statistically and substantively similar when estimated using logistic regression. Omitted reference categories: Region=South; Respondent specialty=Primary Care; Income Source=Salary; Practice Type=Office based (solo or two-person).* significant at 5%; ** significant at 1%

Source: Fall 2015 survey of physicians.







TABLE A4.3. Beliefs about the Causes of Regional Variation in Medicare Spending Predicts Doctors’ Beliefs about the Importance of Various Goals to Medical Societies



	
	Protecting clinical autonomy (1=not that important; 4=extremely important)

	Identifying physicians not following best practices and bringing to board (1=not that important; 4=extremely important




	Overuse of services of low or unproven value (1=none; 4=a lot)

	0.028    

[0.076]    

	0.198  

[0.084]*




	Health status and medical needs of Medicare patients (1=none; 4=a lot)

	0.144    

[0.060]*  

	0.036  

[0.082]  




	Physicians’ beliefs in the value of certain treatments (1=none; 4=a lot)

	0.151    

[0.066]*  

	−0.072      

[0.091]  




	How much Medicare pays physicians (1=none; 4=a lot)

	0.083    

[0.068]    

	0.124  

[0.071]  




	Amount of care demanded by patients with the same condition (1=none; 4=a lot)

	0.007    

[0.079]    

	−0.041      

[0.095]  




	Availability of expensive medical technologies (1=none; 4=a lot)

	−0.073       

[0.074]    

	0.207  

[0.087]*




	Threat of malpractice litigation is higher (1=none; 4=a lot)

	0.106    

[0.084]    

	0.026  

[0.085]  




	Underuse of services of high or proven value (1=none; 4=a lot)

	0          

[0.084]    

	0.163  

[0.092]  




	Female (1=yes)

	0.118    

[0.112]    

	−0.054      

[0.133]  




	Region=West

	−0.128       

[0.119]    

	−0.021      

[0.156]  




	Region=Northeast

	−0.16         

[0.113]    

	−0.053      

[0.167]  




	Region=Midwest

	−0.236       

[0.140]    

	0.022  

[0.159]  




	Political interest (0=hardly at all; 3=most of the time)

	0.107    

[0.062]    

	−0.026      

[0.080]  




	Respondent PID (-3=Str. Dem; 0=Ind.; 3=Str. Rep.)

	0.087    

[0.027]**

	0.018  

[0.032]  




	Years in practice

	−0.014       

[0.005]**

	−0.005      

[0.006]  




	Residency take place at VA? (1=yes)

	−0.005       

[0.093]    

	−0.109      

[0.116]  




	Practice affiliated w/academic med center (1=yes)

	−0.107       

[0.107]    

	0.024  

[0.124]  




	Respondent specialty=Medical specialty

	−0.048       

[0.112]    

	0.253  

[0.147]  




	Respondent specialty=Surgical care

	−0.24         

[0.120]*  

	−0.088      

[0.163]  




	Income source=Salary plus bonus

	−0.063       

[0.123]    

	0.099  

[0.160]  




	Income source=Billing only

	−0.005       

[0.125]    

	−0.096      

[0.171]  




	Income source=Other (including shift work or wages)

	−0.116       

[0.232]    

	−0.092      

[0.254]  




	Practice Type=Office based (specialty group)

	0.026    

[0.206]    

	−0.343      

[0.321]  




	Practice Type=Hospital based

	−0.015       

[0.116]    

	−0.031      

[0.151]  




	Practice Type=Other (including group or staff model HMO

	−0.181       

[0.141]    

	−0.006      

[0.164]  




	Constant

	2.16      

[0.455]**

	0.628  

[0.579]  




	Observations

	315  

	312




	R-squared

	0.165    

	0.127  




	Mean

	3.177    

	2.397  






	
Note: OLS regression coefficients with robust standard errors in brackets. Dependent variable: 1=not that important; 2=moderately important; 3=very important; 4=extremely important goal. Omitted reference categories: Region=South; Respondent specialty=Primary Care; Income Source=Salary; Practice Type=Office based (solo or two-person). * significant at 5%; ** significant at 1%

Source: Fall 2015 survey of physicians.








TABLE A4.4. Doctors’ Beliefs about the Importance of Various Goals to Medical Societies
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Note: OLS regression coefficients with robust standard errors in brackets. Dependent variable: 1=very/extremely important goal; 0=not that/moderately important goal. Results are statistically and substantively similar when estimated using logistic regression. Omitted reference categories: Region=South; Respondent specialty=Primary Care; Income Source=Salary; Practice Type=Office based (solo or two-person). * significant at 5%; ** significant at 1%

Source: Fall 2015 survey of physicians.








TABLE A4.5. What Should Medical Societies Do When a Medical Journal Publishes a Study That Calls into Question a Treatment?
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Note: OLS regression coefficients with robust standard errors in brackets. Dependent variable: 1=support (somewhat or strongly); 0=oppose (somewhat or strongly) or neither oppose nor support. Results are statistically and substantively similar when estimated using logistic regression. Omitted reference categories: Region=South; Respondent specialty=Primary Care; Income Source=Salary; Practice Type=Office based (solo or two-person). * significant at 5%; ** significant at 1%

Source: Fall 2015 survey of physicians.
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Notes to Appendix to Chapter 3

1. There is a general professional consensus, supported by the findings of the Institute of Medicine (IOM), that physicians lack adequate information on the relative effectiveness of different treatment modalities (see AMA 2011). However, some doctors may be wary of CER for conceptual reasons, believing that studies focus on “average” treatment effects and miss the idiosyncratic ways in which an intervention works for a particular subgroup of patients. In addition, physicians who earn a significant portion of their income from performing a given procedure may fail to “implement the results of a study that found the procedure to be no better than a less costly or safer alternative” ( J. Avorn and Fischer 2010, 1894).

These diverging possibilities are reflected in both the opinions of individual doctors and the formal statements of major physician associations. For example, a survey of physician opinion found that more than half of physicians agree that having more hard data would improve the quality of care, but that two-thirds are concerned that CER will be used to restrict their freedom to select treatments for their patients (Keyhani, Woodward, and Federman 2010; also see Ray and Sokolovsky 2009). A 2011 survey of primary care physicians and specialists found seven out of ten doctors believe that implementing CER will be made difficult by conflict between clinical effectiveness and cost-effectiveness (Deloitte 2011). And while groups such as the AMA have released official statements expressing support for CER, these endorsements are contingent on the CER agency maintaining “physician discretion in the treatment of individual patients” (AMA 2011). A 2012 letter from two former AMA presidents to the director of PCORI stated, “Physicians have always been hopeful that CER will be done in ways that actually support us in making decisions with our patients. But at the same time we’ve been deeply concerned that the research could easily be skewed towards a government cost-cutting agenda and misused in ways that come between doctors and patients” (Coalition to Protect Patients’ Rights 2011).

Similar concerns that CER will lead to government interference with the doctor-patient relationship were raised in a statement from a Tennessee oncologist: “Comparative effectiveness research done right is a good thing for our country’s health care system. However, when the government begins telling physicians what medicines they should or should not prescribe, ultimately it’s the patient who suffers” (Patton 2013). The American Academy of Orthopaedic Surgeons (AAOS) and other doctors’ groups have given CER similarly qualified endorsements (AAOS 2009). Because levels of support for the implementation of CER among both individual doctors and medical associations remain in flux, it is important to understand how changes in the public positions such actors and groups adopt—including whether they adopt a position at all—may affect public support for CER.

2. The outcome measure was respondents’ support for a policy that would “allow the government and insurance companies to refuse payment for treatments or procedures if their effectiveness has not been demonstrated by rigorous scientific evidence” and was measured using a 100-point sliding scale ranging from “strongly oppose” (0) to “strongly support” (100) where the midpoint of the scale indicated that respondents “neither support nor oppose this policy.”

3. These nine conditions were randomly assigned with equal probability, except that 20 percent of respondents were randomly assigned to receive no group cue and every other condition (e.g., leading doctors oppose) was assigned to 10 percent of respondents.

4. In this experiment we did assign respondents to the condition in which neither a political cue nor a group cue was provided.

5. The 5.4 net difference between leading doctors support (48.1) and leading doctors oppose (42.7) in column F is also statistically significant (p=.07).

6. The difference between the support and opposition of high-level government administrators is also statistically significant in column F (p=.07), whereas the difference between the support and opposition of top drug companies in column F is not (p=.32).

7. Aggregate public support for the proposal is also not significantly affected by the support of both parties (p=.30) or the support of Republicans and opposition of Democrats (p=.48).
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