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Foreword

Call to Action

This book is about solving one of the most difficult, complicated, and critical problems facing our country today. For years, the collapse of our health care system has been predicted so persistently and pervasively that many people have become immune to the warning. Others have decided that we should just abandon the current system altogether. As you see in these pages, however, there is a growing cadre of people—leaders in health care, business and academia—who are engaged in transforming the system so that it provides safe, timely, effective, and affordable patient-centered care for everyone.

Theirs is a heroic effort. Not only are they immediately saving lives and improving the health of patients, they are also building an entirely new framework for the delivery of health care. They are working toward the day when medical miracles are not just available to the few but are accessible to all, and when every doctor’s office is a center of clinical excellence. This is achievable, imperative, and, I believe, inevitable.

Certainly, the transformation of our health care system is long overdue. It has been seven years since the Institute of Medicine concluded that we experience as many as 98,000 preventable patient deaths in the U.S. health care system every year. That is more than 250 preventable deaths a day, year in and year out. Would any other system, industry, or enterprise in the United States accept, or be allowed, such errors? As a community, how long should we endure this loss and suffering? We must not lose sight of the real people behind these numbers.

This is not simply a clinical problem or the result of incompetent physicians. As Dr. Donald Berwick, President and Chief Executive Officer of the Institute for Healthcare Improvement, has said: “The vast majority of medical mistakes are committed not by bad apples, but by good doctors trying to do the right thing, working under conditions that do not account for the fact that they are human.” It is a fragmented and poorly designed system we have inherited and unconsciously nurtured that perpetuates medical errors and leads to the misuse, overuse, and underuse of health care.

The facts speak for themselves. For example, we are uncertain about the clinical benefit of almost half the care we provide in our country. Most of the care we receive is not based on randomized clinical trials. In fact, only about 20 percent has been scientifically tested. It has been estimated that a quarter of all new drug prescriptions contain errors. Even more disturbing is that the United States ranks only twenty-third among industrialized nations in infant mortality rates, yet we spend about 16 percent of our Gross Domestic Product (GDP) on health care.

In my state, Massachusetts, the Commonwealth Fund determined that just over 50 percent of diabetics receive recommended care, and Massachusetts ranked thirty-fifth in the nation on avoidable hospital use and costs. Our own Department of Public Health found that hospital-acquired infections may cost the Massachusetts  health care system as much as $473 million a year, not to mention the dire health risk these infections pose for the affected patients.

All of us who work in the health care system are accountable for these results. Even health care payers, such as the health insurance plan I lead in Massachusetts, must take responsibility and a leading position in the transformation of our health care system. We must change what is a perverse payment system into one that supports the efforts of people like those described in these pages. As long as physicians and hospitals can only improve their bottom lines by conducting more visits, more tests, and more surgeries rather than by providing better health outcomes for patients, we will continue to pay more and more for unacceptable care. We must insist that health care insurance premiums pay for the best possible care, not just volume. I believe that health care consultant and author Michael Millenson put it best when he answered the question: If more care isn’t better, what is? Millenson said, “Better care is better.” And, I believe, a system that demands better health outcomes will not only save lives, but will also go far to rein in the unsustainable trend in health care costs.The health care quality movement thought leaders and pioneers cited in this book are showing us the way to a transformed health care system. Here, I offer my thoughts on some essential principles for achieving the health care system we want.

We should demand:• A system with a goal of “zero preventable harm” for each and every patient

• All patients receive appropriate and evidence-based care, whether preventive or for acute or chronic conditions

• A system that eliminates racial and cultural disparities in access to, and the delivery of, health care

• Those who deliver care are rewarded on the basis of objective performance measures related to the quality of clinical outcomes

• Patients receive what they need to make informed choices

• Health system leaders, especially trustees and board members of hospitals and health care companies, become strong and consistent advocates of quality on behalf of those they serve

• New technologies and treatments are evaluated and compared to existing alternatives prior to their adoption

• The public and health care providers are fully informed about opportunities for improving care

• Savings from a safer, more evidence-based and cost-effective health care system are reinvested in a way that slows the spiraling cost of health care and improves the health of the community.



 



Almost every day, we hear about efforts, old and new, to conquer disease, save lives, and improve personal health and quality of life. We have the science. We have the medical expertise. We have the technology and managerial competency. We have dedicated and impassioned people who stand ready to deliver on the promise of twenty-first-century medicine. Now, we must provide the will and motivation to transform our health care system into one that realizes our highest aspirations for health care.

 




Cleve L. Killingsworth  
CHAIRMAN AND CHIEF EXECUTIVE OFFICER 
BLUE CROSS BLUE SHIELD OF MASSACHUSETTS






Introduction: Betsy Lehman


“If this can happen at a place like Dana-Farber . . .”



 



On a sunny autumn day in October 1994, Betsy Lehman hurried through the bustling newsroom of the Boston Globe. She was petite, with large, sparkling eyes, and although she was thirty-nine she could easily have passed for a graduate student. Betsy resembled a pretty version of Annie from the Broadway show—curly-haired, wholesome, all-American. A Phi Beta Kappa graduate of Brown University, she had proved her mettle as a dependable general assignment reporter before earning a promotion to chief medical columnist—one of the most prestigious beats at the paper. She was known for her infectious energy, compassion, and insightful intellect. Betsy had worked the medical beat for eight of her twelve years at the Globe, writing about the most elusive medical concepts with style and clarity, and earning widespread respect throughout the city’s exacting medical community.

As she approached the message center near the heart of the Globe  newsroom, Rose Devine, one of the telephone operators, called out  to her—“Betsy, your hair looks great!” “Thanks, Rose,” Betsy replied with a rueful smile. “It’s a wig.” She shrugged and added: “Chemo.”

For a few minutes, Betsy stood by the message center chatting with several colleagues who had gathered around her. They all knew she’d been waging a battle against breast cancer for more than a year, ever since she had been diagnosed in September 1993. Subsequently, she had undergone a standard treatment—surgery followed by about six months of chemotherapy. Although this regimen had proved quite effective for many patients, it had not worked for Betsy. The cancer spread to her lungs, and she required a considerably more aggressive and much riskier form of treatment. Researchers in Boston and elsewhere feverishly generated promising new treatments, some of which were in clinical trials. A few of the trials would work, many (perhaps most) would not, and it was far from clear during the early stages which was which. Betsy’s doctors would guide her, but the decision on which treatment to choose would ultimately rest with her.

As daunting as the situation was, it would have been difficult to imagine a person better positioned to deal with it than Betsy. She seemed to know just about everybody in Boston’s sprawling medical community, affording her easy access to some of the finest medical minds in the world. This was her business, after all; this was what she did—examining, studying, questioning, probing, sifting through the latest medical protocols and treatments. Her skill at understanding medical complexities and translating them into straightforward language had helped countless readers navigate the daunting medical landscape. She would now have to use that skill to try to save her own life.

Yet another advantage was Betsy’s husband’s affiliation with Dana-Farber Cancer Institute, where he worked as a cancer researcher. Dana-Farber is a Harvard teaching hospital with a well-earned reputation as one of the finest cancer centers in the world. Boston is home to other world-class hospitals, of course—Massachusetts  General, Brigham and Women’s, Beth Israel-Deaconess, Children’s, New England Medical Center, Boston Medical Center, and more. And although all offer top-notch cancer services, Dana-Farber specializes in cancer—that is their only business—the sole source of their research and clinical service. The institute’s founder, Dr. Sidney Farber, was a key figure in the invention of chemotherapy, and Baruj Benacerraf, the former president, was awarded a Nobel Prize in Medicine in 1980.

Betsy entered Dana-Farber on November 14, 1994, for chemotherapy and a bone marrow transplant, an aggressive new approach that seemed to offer hope. There was no doubt that the treatment would be punishing, perhaps brutal; but as the mother of two little girls, Emily Claire, aged seven, and Laura Margaret, aged three, what choice did she have? Before being admitted, Betsy had written an e-mail to a friend who also had cancer: “I personally see being at my children’s birthdays as a triumph. May we both see our kids’ cakes crowded with many, many candles.” And later: “I guess I’m resigned to the idea of going through hell for the hope of a chance.”

No sooner had the chemotherapy commenced, however, when Betsy’s body ballooned, swelling in grotesque fashion even as she was overwhelmed by wracking bouts of vomiting. “She was dealing with horrendous symptoms,” her husband would later tell the Boston Globe. “The whole lining of her gut from one end to the other was shedding. She was vomiting sheets of tissue. . . . But the doctors said this was all normal with bone marrow transplants.” It was so bad at one point that Betsy asked a nurse: “Am I going to die from vomiting?”

But in the eyes of the staff at Dana-Farber, Betsy’s reaction to the drugs was not altogether out of the ordinary. They dealt with extreme reactions to treatments every day. And in the coming weeks, it appeared the treatment was working—the transplanted cells were doing what they were supposed to do, and after three weeks of treatment Betsy was scheduled to go home on Saturday,  December 3. That morning, however, she was profoundly unsettled. A nurse characterized her as “weepy, anxious this A.M. regarding discharge home before she is ready.” She left a phone message for a friend, saying in part: “I’m feeling very frightened, very upset. I don’t know what’s wrong, but something’s wrong.”

Soon after leaving the phone message, Betsy collapsed in her room and could not be resuscitated. Shortly after noon, Betsy Amanda Lehman died. She was thirty-nine.

 



Betsy’s obituary noted that she died “while undergoing treatment for breast cancer,” and that, of course, was true, but it did not tell the real story, nor even hint at the unthinkable dimensions of the tragedy. More than two months passed before the truth emerged, finding its way into daylight by happenstance. On February 13, 1995, an assistant data manager was reviewing piles of numbers on the hospital’s many clinical trials when she unearthed a horrific error: Dana-Farber had mistakenly given Betsy a massive drug overdose. A doctor wrote an order indicating 6,520 milligrams of Cytoxan—a number he intended as a total dose over four days. Nurses and pharmacists, however, read the number as the dose to be administered on each of the four days. Thus, while Betsy was supposed to receive 1,630 milligrams of the exceptionally powerful drug each day for four days, she actually received four times that—6,520 milligrams per day for four days. The dosage overwhelmed her strong heart, killing her.

It turned out that Betsy was not the only victim of a chemotherapy overdose at Dana-Farber at the time. Maureen Bateman, a fifty-two-year-old patient, was administered a comparable overdose weeks before Betsy’s treatment. Mrs. Bateman’s heart was irreversibly damaged, yet she survived for three more years until her death at the age of fifty-five.

In the shock that followed Betsy’s death the questions were obvious: How could such a mistake happen at one of the premier cancer  centers in the world? How could such an egregious error have been made in the first place and, once made, how was it possible that other experienced professionals—doctors, nurses, and pharmacists—had failed to catch it? The anger of Betsy’s friends and colleagues at the Globe was reflected in the newspaper’s editorial: “Betsy’s heart stopped after a massive overdose of an anticancer drug, inexplicably quadrupled beyond the normally prescribed amounts. It was an error so glaring that any first-year medical student should have spotted it, and yet the country’s top specialists, pharmacists and nurses let it slip by.”

This tragic mistake would have been stunning in any hospital anywhere in the country, but the fact that it had occurred in Boston, of all places, was doubly disturbing. For Boston was a city where brilliant clinicians and researchers were drawn to great hospitals, medical schools, and universities; a city that defined itself in large measure based on its medical achievements and reputation. Dr. O. Michael Colvin, then at Johns Hopkins University School of Medicine, now director emeritus, Duke University Comprehensive Cancer Center, got to the heart of the matter. “It frightens me,” he said. “If this can happen at a place like Dana-Farber, a nationally respected institute, what is happening in other places?”

Betsy’s death made national news. Soon after the true cause of death was revealed, Time magazine published “The Disturbing Case of the Cure That Killed the Patient.” The article observed that Betsy’s case was one among a number of others, including instances in which a patient in Florida had the wrong leg amputated and a woman in Michigan had the wrong breast removed. “Are these isolated, if horrifying, events? Or could they be harbingers of a deadly trend?” the Time article asked. Time noted that “even the most routine procedures can go awry.” In late March 1995, just a week before the Time article was published, a four-year-old girl had died after undergoing a tonsillectomy. The magazine observed:


Like 100,000 other Americans each year, Desiree Wade was sent home a few hours after the surgery. . . . She developed a fever and became increasingly sick. Her coughs apparently tore open the surgical wounds in her throat, and she bled to death. If a tonsillectomy can go bad, imagine all the things that can happen with a bone-marrow transplant, a coronary-bypass operation, or an experiment in gene therapy. As medicine has become more complex and the pace of technological change has accelerated, the opportunities for error have multiplied.



 



Investigations were launched as Dana-Farber administrators disciplined several doctors and pharmacists. The Joint Commission on Accreditation of Healthcare Organizations, America’s leading hospital regulatory body, placed Dana-Farber on probation, an incredible humiliation for such a distinguished institution. Within a year came a house-cleaning and thorough management shake-up.

Most clinicians saw Betsy’s death as a straightforward case of human error: A fatal mistake had been made and no one had picked up on it. Many doctors and nurses privately whispered: “There but for the grace of God go I.” And they meant it. They knew that sort of mistake could have been made by anyone—by the most brilliant among them. Many clinicians wondered whether the chemotherapy instructions were as clear as they could have been. The order was for “cyclophosphamide dose 4 grams/square meter (of body surface area) over 4 days.” Was that four grams total in four days? Or four grams each day for four days? The fellow administering the medicine incorrectly read it as the latter. Finger pointing and recriminations soon followed—administrators were fired, doctors, nurses, and pharmacists disciplined. The implication was that by ridding the system of people who had made mistakes, excellence would be restored.

But would an administrative shuffle really solve the problem? And more to the point, what, exactly, was the problem? Was it one  incompetent doctor who had erred on the dosage? But how could one doctor making a single mistake so completely penetrate safeguards—enough to kill a patient? Many others—doctors, nurses, and pharmacists—participated in the treatment. Were all of these doctors, nurses, and pharmacists incompetent? Were all poorly trained? All insufficiently dedicated? At the time, Dana-Farber included some of the most dedicated men and women anywhere in the field of medicine—well-educated and trained, hard-working, and passionately devoted to their patients.

Still, there had been a fatal error.

 



Since the time of Hippocrates more than 2,500 years ago, the men and women who devote their lives to medicine have aspired to the highest possible standards of quality. Each and every day in the United States and throughout the world there are countless examples of outstanding, even heroic, efforts to care for patients. There have been hundreds, thousands, of such examples through the years at Dana-Farber alone.

In spite of all that, however, the scientific evidence now points to the inescapable conclusion that American health care is deeply flawed. Research reveals that, in spite of the competence and dedication of clinicians, American health care is plagued by a quality deficiency. Two of the most intellectually distinguished organizations in the United States affirm this conclusion. The RAND Corporation is one of the premier research organizations in the world, renowned for its work in a variety of complex fields. RAND found that Americans—regardless of race, ethnicity or socioeconomic status—receive the right care (the consensus scientific care for their condition) only about half the time. RAND concluded that “everyone is at risk of receiving poor care, no matter what their condition, where they live, from whom they seek care, or what their gender, race, or financial status is.”

It is critical to understand that quality is not defined as having access to the prominent orthopedic surgeon, nor admission to a “name”  hospital. Nor is quality merely the absence of error. Quality care is, by definition, error free, but the definition of quality care is far broader. The Institute of Medicine of the National Academies defines quality as care that is safe, effective, efficient, equitable, patient-centered, and timely. Quality care is evidence-based care; care that is based on scientific study identifying the best treatment possible. Quality care occurs when patients “get the care that the medical evidence has shown will benefit them based on their diagnosis and condition and that they do not receive care where the potential for harm outweighs the benefit.”

Two of the nation’s leading academic experts on health care, professors Michael E. Porter and Elizabeth Olmstead Teisberg, have written in their book Redefining Health Care that “in the past two decades, health care has gone from being a source of national pride to one of America’s preeminent concerns.”

Landmark studies from the Institute of Medicine (IOM) conclude that millions of patients who would benefit from widely recognized and available treatments do not get those treatments; that millions more receive medications or treatments known to have no effective impact; and that millions of preventable errors are committed each year resulting in as many as 98,000 hospital patient deaths. One of the most significant quality assessments during the last twenty-five years was done by the Institute of Medicine—Crossing the Quality Chasm: A New Health System for the 21st Century. Published in 2001, the report’s findings remain as cogent today as ever: 






Health care today harms too frequently and routinely fails to deliver its potential benefits. Americans should be able to count on receiving care that meets their needs and is based on the best scientific knowledge. Yet there is strong evidence that this frequently is not the case. Crucial reports from disciplined review bodies  document the scale and gravity of the problem. Quality problems are everywhere. . . . Between the health care we have and the health care we could have lies not just a gap, but a chasm (emphasis added).

 



Dr. Steven A. Schroeder, Distinguished Professor of Health and Health Care at the University of California-San Francisco, wrote in the New England Journal of Medicine that “the United States spends more on health care than any other nation in the world, yet it ranks poorly on nearly every measure of health status . . . too many Americans do not receive [needed care], receive it too late, or receive poor-quality care.” Dr. Schroeder notes that “among the 30 developed nations that make up the Organization for Economic Cooperation and Development (OECD), the United States ranks near the bottom on most standard measures of health status.” In another measure comparing countries throughout the world the U.S. ranks forty-second in infant mortality and forty-sixth in life expectancy.

Even a casual glance at the findings from RAND, IOM, and other credible sources makes clear that in America today too many patients are harmed; too many killed; too many fail to get the right care. And the scandal in American medicine today is that too little is being done about it. RAND findings indicate the scope of the quality gap in the United States. For example, diabetic patients receive slightly less than half the care they need, and hypertension patients get less than 65 percent of care recommended for their illness. Preventive care is an essential element of quality care, yet throughout the United States we fall far well short of prescribed and desirable preventive care. In a study of 300 managed care plans, RAND found that more than one-third of the children did not receive recommended immunizations by age two—truly fundamental elements of quality care.

Donald M. Berwick, a Harvard-trained physician and CEO of the Institute for Healthcare Improvement, says flatly: “The myth that America has the best health care in the world is just that—a myth.”

Yet this sweeping indictment speaks not to uncaring, poorly trained doctors and nurses. In the United States, we are blessed with some of the most committed clinicians in the world. Rather, these findings illustrate the woefully inconsistent nature of the health care delivery  system, a system that often handcuffs clinicians. “Health care has safety and quality problems because it relies on outmoded systems of work,” found the IOM. “Poor designs set the workforce up to fail, -regardless of how hard they try. If we want safer, higher-quality care, we will need to have redesigned systems of care.” RAND agreed: “To substantially improve the quality of health care available to all patients, we need to focus on large-scale, systemwide changes.”

A number of scientists have conducted quantitative comparisons between performance in health care and other high-risk industries. Roger Resar, MD, a senior fellow at the Institute for Healthcare Improvement, has compared health care to both the airline and nuclear power industries, and he estimates that, in health care delivery, defects (failing to administer the correct dosage of medication, for example) occur 10 to 20 percent of the time. With airlines and nuclear power plants, the defect rate is 1 in 10,000.

A significant part of the quality problem can be traced to the surprising and entirely counterintuitive fact that, in health care, performance is rarely measured. Although nearly everything else of significance in the world of the twenty-first century is measured, health care is the surprising exception. Economic measurements abound with companies graded in hundreds of ways, including a daily share price calculation. Major industrial corporations measure every aspect of their design, production, distribution, and sales processes. A fantasy baseball league participant making decisions on which players to select has more data—by an order of magnitude— than a patient choosing a brain or heart surgeon. Yet hospitals don’t even measure who the best cancer surgeons are.

Clinicians at Cincinnati Children’s Hospital, an outstanding institution in so many respects, believed they were among the finest cystic fibrosis centers in the country; but when the Cystic Fibrosis Foundation measured performance, the folks in Cincinnati were dumbstruck to learn they ranked near the bottom. Many hospitals and physician groups that believe they are delivering quality care are failing to do so. They don’t know the work is poor because they are not measured. It is, at the very least, ironic that an industry populated by very bright men and women who have been measured throughout their academic careers—and achieved lofty results along the way—escape most measurement upon entering practice.

Professors Porter and Teisberg write that “mandatory measurement and reporting of results is perhaps the single most important step in reforming the health care system” (emphasis in original).

Why is measurement so critical? Because clinicians don’t know what needs improvement until they measure. If patients wanted to seed a grassroots revolution in health care they would demand, above all else, measurement—for measurement would tell them who to see for a particular operation or treatment and who to avoid. Measurement would tell every clinician and hospital where they rank and what they need to do to get better.

George Halvorson, chairman and CEO of Kaiser Permanente, one of the largest integrated health care organizations in the country, believes measurement can transform medicine. “Health care measures almost nothing when judged by the normal standards of performance tracking that exist for any category of systematic quality improvement processes used by other major industries,” Halvorson observes. Halvorson says patients need to know whether “one oncology group had a 90 percent five-year survival rate for Stage 1A breast cancer, and another group down the street had [a 40 percent survival rate].”

Although the lack of measurement is a central cause of the quality chasm, so, too, is the sparse use in American health care of information technology—the kind of IT that is standard in every other major industry in the world. Tens of millions of paper files in medical offices are a vivid indicator of how far behind other industries health care is in terms of information technology. Advanced information technology incorporates the very latest scientific information to aid doctors in diagnosing and treating disease. Programs enable physicians to load symptoms into the computer and receive an array of data that provide invaluable assistance to the doctor in diagnosing and treating. Yet the great majority of doctors in the United States today do not have such technology at their disposal.

Technology is also essential to enabling doctors to keep up with the avalanche of new scientific information each year. As the Chasm report notes: “No doctor—no matter how brilliant, dedicated and skilled—could possibly keep abreast of all the latest medical advances. . . . Weed has pointed out that to ask an individual practitioner to rely on his or her memory to store and retrieve all the facts relevant to patient care is like asking a travel agent to memorize airline schedules.”

 



Betsy Lehman’s daughter Emily Clare was seven when her mother died. She’s twenty-one now, a student in college. Laura Margaret was three. She is a seventeen-year-old high school student. Betsy’s husband, Bob Distel, remains on the job at Dana-Farber, devoted to his work seeking to conquer cancer.

The Institute of Medicine reports that every year anywhere from 44,000 to 98,000 Americans die from preventable medical errors. Since Betsy Lehman died, that translates into approximately 700,000 and 1,400,000 preventable deaths from medical errors in American hospitals. Consider the impact of these deaths—on children such as Emily Clare and Laura Margaret; on parents and siblings, spouses and friends. If one death devastates a family—a circle of family and friends—then what is the impact of a million such deaths? Beyond  the deaths, tens of millions of Americans have been harmed by medical errors since Betsy died, and tens of millions more have not received the quality care they needed to maximize their health and well-being.

But change is coming to doctors’ offices and hospitals throughout the country—change based on a recognition of the reality rather than the myth of American health care. And the change is rooted in a rock-solid commitment to safer, higher-quality care. Incremental change will not cut it, says William R. Brody, MD, PhD, president of Johns Hopkins University. “This,” says Brody, “is a revolution.”

And the revolution has grown into a powerful social movement in the United States and beyond. From the fringes it has barged into the mainstream of health care where it is, to some, deeply threatening; to others, it is something of a savior. It is a movement stirring fierce debate, and yet opposition at this point can only stall its progress rather than stop it altogether. The power of the movement—with an army of tens of thousands of clinicians, patients, policymakers, and academics—has gained enough sustained power to force its way into common practice. Although that will not happen overnight, it is in fact happening with warp speed in many places around the country and the world.

This book is, in part, about what’s wrong with our health care system, but it is focused to a far greater degree on the burgeoning influence of the new quality movement. At its core, this book is about how the movement is transforming the way we deliver and manage care. This is the story of visionaries, mavericks, and revolutionaries with impeccable pedigrees and experience in some of the most prestigious hospitals in the world; the story of a small group of physicians and other scientists who see things others do not yet see; who believe what others have never imagined. At its core, this is the story of a small band of crusaders who have set out to change the medical world.
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Early History of the New Quality Movement


“We gold-plated the bolt.”



 



Dr. Donald M. Berwick never saw it coming. He had been through medical school, internship, and residency, and he had worked at the Harvard School of Public Health; now he was with the Harvard Community Health Plan (HCHP)—and never before had a colleague thrown anything at him.

It was 1982 and Berwick was a thirty-six-year-old doctor on a mission. As the director of quality assurance for the Harvard Community Health Plan in Boston, he was responsible for analyzing a variety of statistics designed to measure the plan’s quality of care. The Harvard Plan, an HMO founded by the Harvard Medical School, had managed to get itself into financial difficulty and Berwick’s job was to make sure that quality did not suffer even as significant budget  cutbacks were imposed on operations. It was a tense time. Doctors didn’t like the budget cuts, and they liked Berwick’s monitoring even less. Berwick recalls the scope of the project—and the difficulties he encountered: “We measured infant mortality, infection rates, waiting times, failures to follow-up tests, endless numbers of measurements and endless conflict because the process itself was not welcome in the organization by the work force. After all, they are working as hard as they can and I’m showing up with reports saying that people are waiting too long, or that infections are up, or whatever.”

Berwick and his team conducted detailed interviews with patients and scoured medical records. They noted patients who had had abnormal Pap smears, for example, and then determined what percent of those patients had undergone follow-up exams, something that should have been happening in 100 percent of the cases—true quality of care—and yet the reality was below that.

On the basis of this research, Berwick would rate each HCHP doctor on a variety of measures—the most detailed report card the doctors had likely received since medical school. “My aim was to begin to understand patterns of patient satisfaction at the individual doctor level from a random sample of every single doctor’s patients,” says Berwick.

Over time, Berwick and his team collected information from patients on scores of measures relating to about a hundred physicians, then reviewed and analyzed the data. Berwick assembled reports on each doctor, assigning a patient satisfaction score for everything from waiting times to follow-ups to the doctor’s personal interaction with the patient. Finally, after months of work, Berwick stepped before a group of physicians, distributed the results, and started what he was sure would be an intense discussion of the material.

His first stop was the internal medicine group at the Kenmore Center, located in the shadow of Boston’s Fenway Park. Two dozen or so doctors gathered in a conference room to hear Berwick’s results.  Each doctor was given a sealed envelope containing the scores for every doctor in the room, identities disguised. No one knew who doctors A, B, or C were, but Berwick’s staff had highlighted each physician’s results so that the doctor would know his or her own scores and could measure them against the others.

This was a big moment for Berwick, the fruit of an enormous amount of labor. Don Berwick, a bespectacled dark-haired man of slim build, had a passion for his work. His hope was that the physicians would take the data to heart and use it to target areas for improvement. He saw it not only as a reality check but also as a motivational tool.

He stood at the front of the room exuding earnest intensity; yet, as he summarized the project and explained the scores, an unsettling air of tension pervaded the room. The doctors, Berwick knew, were well-trained, intelligent people who were deeply devoted to the practice of medicine. Like most physicians, they wanted to be left alone to do what they believed was best for their patients. But it was Berwick’s job to question, quantify, measure, and analyze—and that is precisely what he had done.

When the material was distributed, the room fell silent save for the sound of envelopes being torn open and the rustling of paper as the doctors reviewed the data.

After about a minute, the physician farthest from Berwick rose from her seat and strode around the conference table to the front of the room. She took the report in her hands, crumpled it into a ball, and threw it at Don Berwick. And then, wordlessly, she was gone.

 



Don Berwick has come a long way since that day in Kenmore Square. In the ensuing twenty-five years, Berwick has led a health care crusade throughout the United States and far beyond. As one of the founders and now the CEO of the Institute for Healthcare Improvement in Cambridge, Massachusetts, Berwick has become synonymous with the  new quality movement. Atul Gawande, MD, a Boston surgeon and  New Yorker staff member, wrote that Berwick “is an unusual figure in medicine” in that “he is powerful not because of the position he holds. . . . He is powerful because of how he thinks [emphasis added].”

Berwick has been asked to advise health systems about quality from Australia to Israel and the Palestinian territories; from Malawi to Sweden, Dubai to the United Kingdom. Twice, the publication Modern Healthcare called him the third most influential individual in American health care. His honors speak volumes: quality and leadership awards from the American Hospital Association (AHA), the National Quality Forum, the Joint Commission, and, in 2005, a knighthood from Queen Elizabeth II. He is a fellow of the Royal College of Physicians of London and has been chosen to serve on a presidential commission on health care quality as well as on the two most important health care committees of the Institute of Medicine of the National Academies. He has produced hundreds of articles in journals ranging from Pediatrics to the New England Journal of Medicine, from Quality Management in Health Care to the Journal of the American Medical Association (JAMA). He serves on the faculties of Harvard’s School of Public Health and Medical School and consults in pediatrics at Massachusetts General and Children’s Hospitals.

In building the new quality movement, Berwick is joined by a growing number of impressively credentialed physicians, academics, administrators, and hospital trustees, all anchored by clinicians working on the front lines of medicine. Berwick has also gone beyond the boundaries of medicine in searching out techniques that will improve health care. He has committed the medically heretical act of enlisting some of the leading industrial quality-control engineers in the nation, namely, men and women whose expertise is creating industrial systems that minimize or even eliminate error in complex systems as they significantly improve quality. These are PhD engineers who work to perfect production systems for airlines  and nuclear power stations as well as electronics and automobile manufacturers. From them Berwick learned that quality is created not by individuals alone but by individuals working within well-designed systems. He has used this lesson to transform the way we think about error in medicine, “complications,” and what it means to receive true quality of care.

 



Berwick grew up in Moodus, Connecticut, a rural town in the south central portion of the state, where his father was one of two doctors in town, both with horse-and-buggy-type practices, which meant touring the area making house calls. “I was the doctor’s son, and I don’t ever remember not wanting to be a doctor,” Berwick recalls. “I always knew I would be.” Berwick’s mother, who was active in a variety of town causes, including the synagogue, died when her son was just fifteen, but she left him with the strong impression that public service was a noble calling.

In a high school graduating class of just fifty-three students, Berwick was accepted to Harvard, which, he notes, was “quite an eye-opener for a small-town person.” As a pre-med student he majored in a combination of psychology and sociology. (His first day of school at Harvard was undoubtedly his best. His biology lab partner that day, Ann Greenberg, later became his wife.) After graduating from Harvard in 1968 (summa cum laude, Phi Beta Kappa), Berwick had packed his bags for the trip to Yale when, at the last minute, he was told he’d been moved off the waiting list and admitted to Harvard Medical School. It was the Vietnam era, a time when protestors shut down universities and took to the streets. During his first year of medical school, Berwick was restless. “The science was great, but this was the era of politics and political awareness,” he recalls. But he had trouble reconciling his active involvement in the antiwar movement with the absence of policy concerns in medicine. Then Berwick heard about a program at Harvard’s John F. Kennedy School  of Government that granted a joint degree in any one of various disciplines (medicine, business, or law, for example) as well as public policy. The faculty was distinguished, the classes small, the work intense—and Berwick loved it: “The content was analytic methods basically, operations research, statistics, political science, economics,” he recalls. “The idea was to equip people from subject matter areas, like medicine, law, and engineering with knowledge of how public policy gets formulated, and should get formulated.”

The public policy program was formative for Berwick, and would change the way he thought about medicine. He became familiar with the use of analytic techniques to study processes and systems, which, as he would later learn, quality in health was all about.

 



After medical school, Berwick began his training in internal medicine at Massachusetts General Hospital. Midway, he realized that his real passion lay in pediatrics, and he moved to Children’s Hospital for pediatric training—his favorite medical school rotation—“taking care of kids with leukemia . . . using every single resource I had, everything—physical, mental—complete involvement. And it was great.”

Berwick eventually found his way to the Harvard School of Public Health, where he worked until 1982, when he was hired by the Harvard Community Health Plan (HCHP). He was at HCHP on the unfortunate day when the well-meaning and carefully prepared report, its statistics and analysis having been so earnestly gathered, was balled up and hurled at him. He had had another dispiriting, though amusing, encounter around the same time. As he studied reams of statistics, he noticed that the radiology department had shown a sudden and rather dramatic improvement in waiting times. Berwick was both pleased by this and curious about how it had been achieved. He visited the department administrator and asked what process she had put in place to shorten waiting times so much.


Wellll . . . actually, she said, a bit sheepishly . . . the waiting times had not really improved—hadn’t changed at all, as a matter of fact. Berwick was taken aback and told her about the new data indicating the shorter waits.

To Berwick’s astonishment she looked at him and replied: “I lied. I just started making up data and sent it to you. You keep sending me these negative reports and I get in trouble and I’m trying as hard as I can to fix them. And I thought you’d be happier if I just told you everything was okay. I knew I’d be happier.”

As difficult and unrewarding as his quality work was in those early days, Berwick was energized by the one day a week he spent seeing patients. An evaluation of Berwick’s performance by superiors and colleagues yielded a comment from the chief of pediatrics that “never in conducting a review of a pediatrician have I received such uniformly laudatory comments.”

Berwick was devoted to quality improvement, but it was a grind. After four years of difficult, frustrating work at the Harvard Plan, Berwick felt so discouraged that his impulse was to move on, but a conversation with Tom Pyle, the Harvard Plan CEO, changed his mind. Pyle’s business experience was outside health care, and he told Berwick that certain businesses approached quality in a way that was quite different and perhaps more effective. Pyle urged Berwick to examine some of those approaches and decide whether any could be adapted to health care.

This was a critical moment, a test, of sorts, for Don Berwick. He was a product of a medical culture not unfamiliar with a tilt toward arrogance, one that suggested we in medicine know best and people in other industries, well . . . let’s just say they’re not Harvard-trained doctors.  This thick crust of hubris on the medical profession, which often insulated doctors from better ideas elsewhere, might well have prevented other doctors from following Tom Pyle’s advice. But Don Berwick has the keen ability to listen with an open mind and to recognize good  ideas whatever their origin, attributes that enabled Berwick to shift gears and begin his search for quality outside of health care. It was a search that would fundamentally alter the direction not only of Berwick’s life but of health care in the United States.

 



After some quick research, Berwick identified several organizations as having particularly strong reputations for quality, among them NASA, Bell Laboratories, Gillette, and Toyota stood out in particular. Berwick decided to start with NASA. (This was, of course, before the Challenger disaster.) It was 1985 when Berwick met with Haggai (Guy) Cohen, the director of reliability, quality, and safety, Office of Manned Space Flight. When Berwick explained who he was and what he was up to, Guy Cohen was immediately curious to know more about why a medical doctor was interested in the NASA quality systems. He offered to come up from Washington to talk about quality face-to-face.

Not long afterward, Cohen arrived at the Harvard Community Health Plan office at the Kenmore Center, unpacked more than 300 acetate transparencies, and proceeded to walk Berwick through the system of management NASA used to ensure quality. Guy Cohen was an unassuming, middle-aged engineer with a soft voice and affable manner. Yet there was a steeliness about him, a sense of rock-solid confidence when he spoke about management processes designed to yield quality outcomes at NASA.

The first statement he made to Berwick was straightforward: “I’m the head of quality, safety, and reliability at NASA. I report to the administrator of NASA, and the administrator reports to the president of the United States.” Recalls Berwick: “He wasn’t puffing, this wasn’t a power move. He was saying, ‘What I do is regarded in my system as extremely important.’” Berwick thought, “Imagine that. You mean quality, safety, and reliability are two tiers from the President of the United States?”

“He was showing that you don’t get quality by accident, you have to care about it, you have to manage it into the system,” Berwick notes. Guy Cohen talked at length about the organization chart and the process NASA used. Berwick was struck by NASA’s transparent culture, a culture that encouraged people to come forward with mistakes—that focused on finding defects and fixing the process that allowed the mistakes to occur. “Guy was actually showing me the real stuff, and my God, they got to the moon!”

NASA’s relationship with subcontractors was emblematic of their approach. While some companies sought to squeeze subcontractors purely on price, NASA sought to form a partnership with their subcontractors, negotiating fair prices in return for ongoing relationships, dependability, and superb quality. Cohen said that NASA had direct personal relationships with seventh subcontractors, that is, the subs of subs of subs, and so forth. He noted that NASA officials would go to those subcontractors with a message: “That rocket has in it a pump which has a whirring thing, which has a blade, which has metal . . . and that little bit of metal is going to be a vane, which is going to go into a blade, which is going on a gyroscope, which is going to be in a guidance system, which is going to go in the top part of the rocket, and there is a man sitting in the seat whose life depends on what you do.”

Cohen said to Berwick: “It’s very, very important to be able to connect the meaning of their work to their work.” “That was really interesting,” says Berwick, who was struck by the power of Cohen’s statement. “Here’s medicine full of meaning and who had ever said that?”

Then Guy Cohen told Berwick a story he has never forgotten, one that is emblazoned onto his memory because Berwick believes it speaks volumes about the way health care should work. It was a story about a missing bolt: a single bolt in a liquid oxygen tank on a Titan rocket. Cohen explained that on the eve of a launch a worker in protective gear was lowered into the tank to make repairs and retrieve  two bolts, but he came out with only one. The worker said he believed there had been only one bolt inside the tank. This was crucial; a loose bolt inside the tank held the potential for disaster. They had to get this right. The team flashed powerful beams down into the tank. “No bolt was there, they all agreed, and, reassured, they closed the hatch again. Launch was the next morning.”

But one of Guy’s team members, a junior quality control officer named Gerry Gonsalves, was troubled by the fact that only one bolt had been retrieved. Berwick would later recount: 



Gerry had been sent to the assembly plant in Denver to act as the “missile chaperone” for the next Titan to be sent to Florida for launch. In the wee hours of the morning, he crawled from his bed and drove to a storage plant where there happened to be a spare, identical twin of the liquid oxygen tank he had inspected on the launch pad. On hands and knees, with a spare bolt and some transparent tape, Gerry crawled in and out of the tank seeing if just possibly he could fix the loose bolt into a location that was invisible from the open hatch. He found two such locations.


 


At 2:00 A.M., he awoke Guy Cohen at home to tell him of the hazard. “We could have missed the bolt,” Gerry told Guy. “We might have screwed up.”

Guy scrubbed the launch. At 8:00 the next morning, instead of watching a rocket lift off, the team reassembled on the launch pad. Again they lowered the man into the tank. It took him thirty seconds to find the loose bolt, precisely in one of the two spots that Gerry Gonsalves had identified the night before.

“What did NASA do?” Berwick asked Guy, knowing that in health care there would have been recriminations.

“We gold-plated the bolt,” said Guy, “and made a tie clip out of it for Gerry. The quality control director presented an award the day  that Titan was finally launched—and hit its target. It was more important to reward, not censure, to make certain that accurate information would flow freely and not be covered up.”

For Berwick, this was an immensely powerful story: “I thought of my own world of malpractice suits, quality assurance investigations, performance reviews . . . and then I thought of the world Guy Cohen was describing with that story—a world of openness, involvement, celebration, and dedication to excellence.”

Berwick then traveled to New Jersey to visit Bell Laboratories, renowned for fanatical attention to quality detail. He was particularly impressed by one employee who told Berwick about his work on a switching system for a 3,000-mile-long, fiber-optic undersea cable that runs across the Atlantic. Since light attenuates as it travels, it has to be “boosted,” or re-amplified, at regular intervals. Though Bell designed the booster to last a hundred years, there’s also a remote-controlled backup booster in case of failure. “To rotate it requires a little motor that moves it into place,” Berwick remembers. “So here’s a motor that has to work once, maybe, in the next hundred years in order to save a billion-dollar cable. . . . And they do it! And I’m thinking, ‘We can’t get Mrs. Jones her penicillin at the right time of day.’ They’re talking about failure, maybe, in one switch, maybe, eighty-eight years from now and  they can do it.”


 



While Don Berwick continued searching outside health care for quality ideas, another quality pioneer, Paul Batalden, MD, had embarked on a similar path. Batalden was already years ahead of Berwick. By the time Berwick met with NASA and Bell Labs, Batalden had been exploring the world of industrial quality for four years; indeed, he had written about quality as early as 1977.

Batalden grew up in Minneapolis, where he attended Augsburg College and the University of Minnesota Medical School. With a slim build, well-trimmed beard, and fair, Scandinavian complexion,  he appeared younger than he was. Batalden had a quick laugh and easy manner; he was eminently approachable and something of a mad genius. He read philosophy voraciously, Germans in particular.

After medical school, his desire to pursue a deeper understanding of medical science led him to the National Institutes of Health (NIH), the sprawling federal agency that conducts and supports a wide array of scientific research. He worked as a clinical associate in the NIH Acute Leukemia Service for Children in Bethesda, Maryland, with a focus on specialized academic pediatric gastroenterology. NIH was an eye-opener for Batalden. Though it was one of the most prestigious medical centers in the world, from Batalden’s perspective (and that of other young doctors) it suffered real and obvious deficiencies. As they struggled to care for critically ill children, consults would go unanswered. “Lab results came back to us in mountains of paperwork that we had to sift through to find the critical data meaning it was easy to miss important stuff,” he recalls. “I was quite frustrated about the quality of patient care.”
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