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This book is for the caregivers, patients and families  
who are showing the way to improved quality.






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.







1

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.”

Hoping to expand his horizons, Batalden left NIH. In 1969, at age twenty-seven, he accepted a position as medical director of the Job Corps, an education and vocational training program for young Americans. When he was twenty-nine, he ascended to a position as assistant surgeon general in the U.S. Public Health Service as director of the Community Health Services.

In 1975, Batalden returned to his hometown of Minneapolis, where he continued his work on health care quality and health policy as quality assurance project director at InterStudy, a Minneapolis-based health policy group instrumental in developing the federal HMO policy and program. At the same time, Batalden worked as a pediatrician caring for the children of about 1,000 families. If that wasn’t enough, he soon became chief operating officer of Park Nicollet Medical Center—all this as he continued to see patients. This was a time of cutting-edge  research and study for Batalden, a time filled with new ideas about health policy generally and quality in particular. Batalden and his colleagues developed a model of quality improvement (and subsequently wrote a book about it: Quality Assurance in Ambulatory Care). Like Berwick’s efforts at HCHP, Batalden and his colleagues culled a small sample of patients and then aggregated their responses. Says Batalden: 



For many doctors it was the first time they received “unvarnished” feedback. In this material, ob-gyn doctors were not told how much their patients loved them—they were told how egocentric they were in having scheduling methods that made it nearly impossible for their patients to see them. They were told how maddening it was to have to book an appointment nearly one year ahead. An ophthalmologist was told by a patient that the patient couldn’t understand how such a smart man could do such a stupid thing as smoke. . . . Another doctor learned that his patients thought he always seemed angry.


 

No one threw anything at Paul Batalden, but that did not mean the doctors liked what they were hearing. A physician approached Batalden one day and said: “I’d love your job—you go around putting a monkey on another person’s back.”

“No, actually,” Batalden replied. “My job is to go around and give the news that you have a monkey on your back and I’d love to help get it off.”

 

Batalden made one of his more important discoveries on the morning of Sunday, May 10, 1981, when he read an article in the New York Times about a man named W. Edwards Deming. Batalden had never heard of him, but Deming was as famous among Japanese business people as he was anonymous in the United States; indeed,  he was none other than the management guru whose ideas had helped revive Japan in the postwar years. The article portrayed Deming as a “sprightly octogenarian” and “an unlikely looking celebrity, this 80-year-old man with thick glasses perched on his beak-like nose.” Yet the article ordained Deming as “the high prophet of quality control” and nothing less than “an unadulterated superstar.”

“We’re in a new economic age,” the Times quoted Deming. “We cannot tolerate poor quality work anymore. We’re in an age when one defect in 5,000 is too many [emphasis added].”

With an undergraduate degree from the University of Wyoming and a PhD in mathematical physics from Yale, Deming worked for the U.S. Census Bureau. In 1946, he became an independent consultant preaching a unique gospel of quality improvement to companies and organizations (while in his spare time studying music theory, composing two masses, and playing a variety of instruments).

His greatest success came in Japan in the 1950s. Using Deming’s approach to quality improvement, Japanese manufacturers (electronic, automotive, and others) dramatically increased quality, productivity, and profitability. Before Deming’s methods were adopted, Japanese goods were notoriously poorly made, yet not long after the adoption of Deming’s approach Japanese manufacturing became a model for the world. According to the Times article, Deming was so revered in Japan that the Japanese created the Deming Prize for achievement in product quality.

Deming preached that it was the responsibility of senior company executives to install a continuous quality system that would yield the finest possible products and services. When he was hired to consult with a company, he would insist that senior management attend his sessions. At one meeting in Michigan, the CEO left to take a phone call and, when he did so, Deming sat down and fell silent. Dozens of employees sat in awkward silence until it was made abundantly clear  that Deming had no intention of continuing until the CEO returned to the room.

As he read the Times that morning, Paul Batalden felt a stirring sense of intellectual excitement. He was particularly drawn to the portion of the article in which Deming stressed that most quality problems result not from bad workers but from faulty systems. Deming believed that properly managed organizations would inevitably increase quality and reduce costs. This view struck some business people as Pollyannaish. Conventional wisdom held that quality was expensive; quality meant more workers, more inspection, more expensive equipment. But that was all wrong, Deming said. Defective products rolling off assembly lines or factory floors required time, effort, and money, and discovering that they were defective after the fact meant much wasted time, effort, and money. Instead, Deming preached building quality into the manufacturing process rather than leaving it until the end. “In effect, a company is paying workers to make defects and then to correct them. Quality comes not from inspection but from improvement in the process.”

Conventional wisdom viewed manufacturing as a series of bits and pieces. Assemble this piece, attach it to that, connect it to something else. But Deming saw it as a seamless process. Workers on the front lines were the key, he said. It was the workers, not management, who knew what was wrong with the process or system. Deming said that managers needed to get down on the factory floor and learn from their workers. If managers gained the knowledge of workers, they would be equipped to construct a manufacturing process that excluded defects, avoided waste, and allowed for continuous improvement.

After reading the Times article, Batalden telephoned Deming and asked how he could learn more. Deming suggested that Batalden attend one of his four-day seminars, so Batalden flew to Atlanta for Deming’s seminar of December 7-10, 1981. The course (“Japanese  Methods for Productivity and Quality”) was based on Deming’s book Quality, Productivity and Competitive Position. Batalden and a physician colleague traveled to the session uncertain what to expect, generally assuming that Deming would elaborate on the issues raised in the Times article. Initially, Deming’s course disappointed Batalden. The conditions were unpleasant: The room was packed with engineers puffing on cigarettes, a cloud of smoke hung over the audience as Deming stood on the stage, the sound system screeching feedback, and read aloud from his book in a ponderous, droning style.

There was something unusual, even odd about Deming. He was tall with an elongated head, almost bullet-shaped, with glasses and a severe gaze. He came across as a serious man who gave no hint of frivolity, and he possessed a clipped manner. Worst of all, from what Batalden could follow, Deming seemed to be talking about, of all things, ball bearings. Puzzled by what was happening, Batalden approached Deming during a break and asked whether he was free for dinner. Deming told Batalden he allowed one hour for dinner and that if Batalden wanted to join him for those sixty minutes he would be welcome. “He was eighty-one years old and by dinner time he had lectured for nine hours and he budgets one hour for dinner,” Batalden says. “There was a lot of energy there, something really driving him.”

By the time dinner was through, Batalden had a different take on Deming. “As we talked, he shared his views about the way the health care system worked, what he observed, etc. I realized he was used to ‘seeing things’ with different lenses. I went back to the lectures. . . . I saw that he was not really talking about manufacturing . . . it was a theory of work, which conceptualized the continual improvement of quality as intrinsic to the work itself.”

Batalden realized that Deming saw whole systems at work. “He didn’t see a doctor and then a nurse and then a patient—he saw them as interdependent elements of a system and he looked for how  that system could work better.” The essence of the four-day seminar centered on Deming’s “Fourteen Points,” which contained the heart of his thinking. In essence, an organization that applied and integrated the fourteen points would increase efficiency, productivity, and quality. Among the more cogent points presented at the session Batalden attended were:• Create and communicate to all employees a statement of the aims and purposes of the company.
• Build quality into a product throughout production.
• End the practice of awarding business on the basis of price tag alone; instead, try a long-term relationship based on established loyalty and trust.
• Work to constantly improve quality and productivity.
• Institute on-the-job training.
• Drive out fear; create trust.
• Strive to reduce intradepartmental conflicts.
• Remove barriers that rob people of pride of workmanship.
• Include everyone in the company to accomplish the transformation.


 

The approach embodied in the fourteen points was just what health care needed, thought Batalden. By the time the four-day session was over, Batalden felt the excitement that comes with a new discovery. He was so enthusiastic that on the airplane back to Minneapolis he feverishly worked to capture the ideas and nuances of Deming’s thinking so it would apply to health care. Batalden was now so convinced that he had discovered a way for health care to increase quality that he was in a state of uber-production; indeed, he completed a draft of the translation before the jet touched down in Minneapolis. He let it sit on his desk for a few days, reviewed it, and decided it was precisely what he wanted to say—then he sent it off to Deming.

Several weeks later, Batalden received a phone call from Deming, who was writing a new book and wanted to use Batalden’s translation nearly verbatim. This was extraordinary: Deming, a curmudgeon’s curmudgeon, was paying Batalden the highest possible compliment, that he had got Deming’s principles almost exactly right (Deming had a few changes, of course); so right, in fact, that he wanted them for his own book. Naturally, Batalden granted permission for the use of his translation and it appeared in Deming’s book  Out of the Crisis. Batalden’s version was quite a bit longer than Deming’s original fourteen points, and key sections enunciated his vision for quality in health care.

“We can no longer live with commonly accepted levels of mistakes,” Batalden wrote. This was a revolutionary statement in health care and Paul Batalden knew it. The year was 1981, and Batalden’s translation of the Deming approach was so fundamentally sound that it would serve as the foundation for the new quality movement a quarter century later. Why was Batalden’s declaration such a crucial moment? Until then, and the assumption is still common throughout medicine, the general belief was that mistakes were an integral and unavoidable by-product of health care; that they had always happened, would always happen, and there was nothing much anyone could do about it. Mistakes by clinicians were often camouflaged as “complications.” All patients understood that complications were possible—even when clinicians were doing their best—and patients accepted that term. Through the years, however, the term has evolved to become a catch-all not only for unavoidable or unexpected difficulty in a case but also for excusing or covering up preventable medical errors.

Deming, of course, believed systems could be devised to virtually eliminate “complications.” Systems had been devised to all but eliminate defects in manufacturing, but in health care no one had ever even tried, and certainly not on a broad and sustained basis. Batalden addressed inspection versus built-in quality, a key aspect of  the Deming approach: “Inspection is not the answer. Inspection is too late and is unreliable. Inspection does not produce quality.”

While Paul Batalden is deeply cerebral, he is also very much a man of action. Once he absorbed the Deming approach he went right to work to apply those principles in a real health care setting. He convinced Tommy Frist, CEO of the Healthcare Corporation of America (HCA), to fund a quality resource group within HCA, which at the time consisted of 390 hospitals in forty-seven states and eight foreign countries—an extraordinary laboratory for Batalden’s quality work. Frist agreed, and Batalden established basic quality improvement courses that he and his team taught to thousands of HCA employees as a way of spreading the quality gospel. Though HCA is a for-profit company, Batalden insisted, and Frist agreed, that any quality improvement they discovered internally would be shared with the health care world at large. “Quality is not a proprietary item in health care,” Batalden said.

Batalden is a modest man, but he did not conceal his ambitions at the time. When asked by his good friend and colleague Gene Nelson what he was trying to accomplish at HCA, Batalden replied: “I just want to change the way we think about health care in the United States.”

 

For some years, Paul Batalden and Don Berwick had been working on their own. But when they finally met, it created the core of a leadership team that would play a critical role in leading the new quality movement for decades to come. Berwick recalls that they first encountered one another at a conference in Boston in the mid-1980s. They talked a good deal that day, and it was clear they shared a mission. Since it was pouring that evening in the city, Berwick gave Batalden a lift to his hotel. By the time they had finished their discussions for the day, Batalden had invited Berwick to Nashville to speak to some of his colleagues at HCA.

From the very first there was a sense of connection between them, a sense that their thinking and visions were aligned. In fact, there were striking parallels between the two men. Just a few years apart in age, both men were unusually articulate, and both possessed an air of easy charisma that attracted others to their ideas and leadership. They had extraordinarily agile minds coupled with an energetic and persistent sense of curiosity and a penchant for tackling difficult issues. During their early discussions, Batalden gently recommended that Berwick study Deming. Berwick took up Batalden’s suggestion and signed up for a Deming seminar in Washington, D.C., in 1986. It would prove to be one of the more bizarre, yet meaningful, experiences of Berwick’s career. As he listened to Deming’s unique style of lecturing, he experienced a mounting sense of annoyance: 



It was very visceral [Berwick recalls]. I was sweating, I couldn’t sit. . . . I was just in the wrong place. It was a roomful of industry people, and these people from chemical industries, lumber, and here I was, a doctor . . . and I just thought, “Where the hell am I?” And then this guy was droning on and on and on, “. . . and on page 267 you will find. . . .” Very monotonic teaching. . . . “Do you have constancy of purpose for improvement?” That’s his famous first point. . . . “Do you have constancy of purpose for improvement?” . . . I thought it was drivel. I thought, “What is this constancy of purpose for improvement?” It sounded so foreign, so different to me. A lot of it was from manufacturing. So here I was, a doctor . . . and he’s talking about manufacturing.


 

Berwick grew so agitated that he actually got up, left the room, caught a taxi to the airport, and flew back to Boston. He was in an emotional state, a state of great agitation, but he did not know why. At home that night he became deeply unsettled.

“I felt so uncomfortable. I just felt this was terrible. . . . At the time I thought it was his teaching style—he droned on for hours. I came home that night, went to bed and woke up about 2:00 in the morning, sweating.” It was then that the revelation struck him: “Everything Deming was saying was right.” Berwick had invested so much in the inspection process, in examining what had happened after the fact, and now it was clear to him that Deming was saying it was all wrong; that it was crap, garbage, a waste of time. He realized that the physician who had thrown the report at him was right and he was wrong. He had been an inspector rather than a promoter of quality. Deming was saying that after-the-fact inspection was a waste and the improvement throughout the process was what really yielded quality results. Says Berwick: 



At the Harvard Plan I had built an extremely strong inspection apparatus. I could produce reports on anything. Tables and graphs showing how 83 percent of the patients are waiting thirty minutes or more, whatever, anything you want. I had spent years, five years of my career packaging that stuff, reporting it to management, reporting it to the work force, experiencing anger and push back, with not much progress. I thought it was about motivation and . . . just kind of like I wasn’t yelling loud enough and I needed to wake these people up or whatever any inspector who cares about what they’re doing, is doing.


 

Now here was Deming explaining a quality management system based on statistics, on science—on the idea of continuous quality improvement—the idea of building quality into the process and the product rather than simply creating products, then inspecting them after the fact and tossing out the bad apples. “And that was the sweat in the middle of the night . . . just ‘Oh, my God, I’m doing this wrong.’”

The next morning, with his wife thinking he had lost his marbles, Berwick rushed to catch a plane back to Washington to attend the rest of the seminar. Berwick looked forward to meeting Deming at a dinner with several others attending the seminar. That night at the Cosmos Club, an oasis for lofty achievers in science and the arts housed in a striking French Renaissance building in northwest Washington, Berwick was still somewhat agitated. He was struggling with the notion that Deming’s discussions of industrial quality improvement might have bearing on health care. At one point during dinner, Berwick asked Deming directly whether his methods would work in health care. But Edwards Deming turned away from Berwick, ignoring his question.

Looking back, Berwick realizes that Deming didn’t have anything to tell him. “My questions were too far away from where he was,” says Berwick. “I would have to learn a lot more to be able to have a conversation with him. . . . He was intolerant of me. I asked him a couple of questions, and I’m sure right away he knew that I hadn’t really read his book yet. He wasn’t going to spend his time with a novice. . . . ‘Call me when you’ve actually studied it a little bit’ is what he really wanted to say.”

As rocky as his introduction to Deming had been, however, Berwick soon became a convert. Berwick read a great deal by and about Deming, and he discussed his approach with Paul Batalden at some length. Like Batalden, Berwick arrived at the conviction that Deming’s approach to quality could make a serious impact on health care. By October 1987, Berwick was drawing from Deming’s work in testimony Berwick delivered to the U.S. House Subcommittee on Health and the Environment of the Energy and Commerce Committee.

“More than ever before,” Berwick testified, “there is an uneasiness about quality in American health care today.” He continued that “quality problems in industrial settings tend to be systems problems.  The opportunities for improvement of quality lie in improved design of systems, and I believe that this is also true of health care systems.”

Decades later, this has become accepted wisdom, but at the time, Berwick and Batalden were unique in their vision.

 

Although much of Berwick’s work in the new quality movement was necessarily cerebral and theoretical, he also learned from personal experiences. In a speech at the Sixth Annual National Forum on Quality Improvement in Health Care organized by IHI in December 1994, Berwick recounted the story of what happened to his father earlier that year. Berwick’s father fell and broke his hip and was taken by ambulance to the hospital. The senior Dr. Berwick also suffered from Parkinson’s disease and mild dementia at the time. Don Berwick’s brother, who lived much closer to the hospital than Don, rushed to the hospital to meet their father at the emergency room. When he arrived at the hospital and asked for their father, he was told that he was not there. “Panicked phone calls followed as my brother searched anxiously for our father, until finally someone told him that our father was there after all and was about to be wheeled to the operating room,” Berwick says. His father’s recovery did not go well. Within a week his right heel developed a deep pressure ulcer that prevented him from walking, a key aspect of rehabilitation.

Berwick and his brother found the best rehab facility in the area and placed their father there: 



I visited him there on the morning after his admission [wrote Berwick]. He was lying stuporous in the bed, on his back, with his ulcerated heel pressing into the sheets. His mouth was hanging open and his eyes were rolled back into his head. I asked the nurse for an explanation. “We sedated him,” she said. “He was combative. He hit a staff member.” For ten years he has had severe Parkinson’s disease, and for most of that time he has been unable to extend his own arm voluntarily,  much less throw a [punch]. My father had undoubtedly been angry, yes. But a punch—no. I demanded that the sedation be stopped.


 

Berwick also discovered that his father’s Parkinson’s medication, meticulously adjusted for two years by his physician at home, had been stopped without explanation when he was admitted to the rehabilitation facility. For two weeks, the senior Dr. Berwick was wracked with spasms and decreased mobility.

“When my brothers and I asked that our father be placed in a wheelchair whenever possible, the weekend shift of nurses told us that no wheelchairs could be found. They asked that we bring in his rickety old wheelchair from home. They eventually did find a wheelchair, but it was missing the footrest plate that would have protected his injured heel from bruising,” Berwick recounts.

The combination of his father’s experience and Deming’s teachings served as a powerful lesson for Berwick. The two experiences were, in a way, sources of fuel that propelled Berwick forward. Through Deming, Berwick’s store of intellectual knowledge expanded greatly. And through his father’s experience, Berwick’s visceral understanding of the dysfunctional nature of the system was seared into his mind. Don Berwick wasn’t exactly sure where to go next, but he knew that he had somehow to combine the two—the Deming knowledge and the real-life experience—if he was to succeed in advancing the cause.
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The Birth of IHI

“You’re the MD and you do a beautiful diagnosis. But what if blood is drawn from the wrong patient? What if you cannot read the x-ray? What if the pharmacist doesn’t put the right thing in the bottle? We’re talking about managing a system!”


 

In the coming years, Berwick immersed himself in studying the rich field of industrial quality, delving not only into Deming but also reading the work of Walter Shewhart, PhD, a physicist, statistician, and engineer who headed quality at Bell Labs early in the twentieth century. Shewhart saw that after-the-fact inspection wasted time and money and produced inferior results. Shewhart was the visionary who saw that quality resulted from a well-designed process—revolutionary thinking nearly a century ago. Berwick studied other giants in the field as well, including Joseph Juran, a Romanian-born industrial engineer, and Ichiro Ishikawa, an important contributor to Japanese  quality improvement. Berwick could see that rigorous work by engineers and statisticians had created a solid foundation for modern quality management based on statistical evidence.

Although Berwick was a forceful and articulate advocate for these theories, convincing highly skeptical health care stakeholders that industrial quality techniques would work in health care was a challenge. He needed proof, and the opportunity came with an idea from Blanton Godfrey, the head of Bell Labs Quality Theory and Technology Department. He suggested a simple solution: Put the industrial techniques to the test in a demonstration project. Godfrey enjoyed credibility in the field. Berwick had read Godfrey’s book Modern Methods for Quality Control and Improvement (coauthored with Harrison M. Wadsworth and Kenneth S. Stephens), a classic treatise on quality. At 700-plus pages, with dense, industrial, engineering, and statistical language, the book was not for the faint of heart, yet Berwick devoured it.

With a grant from the Hartford Foundation, Berwick and Godfrey enlisted the participants. Berwick signed on twenty-one blue-chip hospitals, group practices, and HMOs, ranging from Massachusetts General to Kaiser Permanente, from Johns Hopkins to the University of Michigan. And Godfrey brought in an equally impressive group of quality mentors ranging from Ford to Xerox, from AT&T to NASA. They set an aggressive timeline: The projects would commence in September 1987 with phase one completion by June 1988.

Thus was born the National Demonstration Project on Quality Improvement in Health Care, more commonly known as the National Demonstration Project (NDP). The NDP process was simple: Teams consisting of quality experts from industry and clinicians as well as administrators from the hospital would select a problem to work on—Children’s Hospital in Boston, for example, sought to shorten the transport time of critically ill infants from remote hospitals—then diagnose the problem by gathering information on the  process to get at its root cause. The teams would work toward a remedy, testing various options along the way, all the while monitoring performance and making adjustments in the attempt to answer one question: Can the tools of modern quality improvement, with which other industries have achieved breakthroughs in performance, help in health care as well?

The projects themselves tackled a wide variety of problems. Administrative errors in Medicare billing were causing Massachusetts General Hospital to lose millions of dollars annually; administrators at Park Nicollet Medical Center in Minnesota were overwhelmed with telephone calls from patients in the family practice unit; several hospitals in Michigan, North Carolina, and Massachusetts experienced lengthy discharge delays that, in turn, prevented rooms from becoming available to new patients in a timely manner; and at Harvard Community Health Plan (HCHP) the use of ultrasonography in pregnant women varied significantly.

Industry experts found their health care counterparts largely ignorant of quality improvement tools and techniques, but they also found that health care people were bright, quick learners. Through Berwick, Godfrey, and Paul E. Plsek, a consultant hired by Godfrey and Berwick, the teams learned various quality improvement techniques. Virtually all the teams started their work with a common industrial quality improvement tool known as a process flow diagram, a simple yet revealing graphic representation of the steps in the process surrounding the problem. The tool allowed teams to see—many for the first time—exactly what the process was, and, quite often, seeing the process enabled teams to pinpoint the source of the problem. As Berwick and his colleagues later observed, the teams would apply a tool, see the data clearly, and respond: “So that’s why the hospital records aren’t getting into the patient’s regular files” and “So that’s why the operating room gets backed up every day.”

After nine months, the teams reported on their work. Most had progressed on an administrative or business process. The Kaiser-Permanente project, for example, focused on figuring out how to get emergency department clinical data from the ER to various Kaiser satellite locations in different towns. Too often, after patients had been seen in the ER, they would go for follow-up care and their records would still be back at the ER, miles away, or in transit. This was immensely frustrating to doctors, who could not properly treat a patient without an accurate record. Since the absence of a record subjected doctors to an increased risk of making an error in treatment, physicians frequently refused to treat a patient until the record arrived. The time taken to track down and get the record to the site meant significant delays and wasted time for doctors and patients.

The Kaiser project used rudimentary quality improvement tools, including process flow diagrams, and discovered that the actual process for moving records from the ER to the satellite facilities was surprisingly different from what they had originally thought. This important revelation showed that physicians and administrators were not aware of how things actually worked at their own facility.

When the team learned how chaotic the existing process was, it was relatively simple to fashion a more orderly system that sent patient records from the ER to satellite offices where patients would be seen for follow-ups. With the new process, ten times as many records arrived at the right places than before. In one location, the rate of success of getting the right record to the correct location rose from 23 to 70 percent. What did this mean in terms of quality? It meant that doctors not only had the information they needed at the time of examination but also a better chance of selecting the right treatment; it meant that doctors weren’t wasting their time waiting for stray records. It was, in other words, a meaningful change that helped support the delivery of quality care.

Similar successes were achieved in numerous NDP projects, yet the hole in NDP was its focus on administrative rather than clinical improvements. The team from Butterworth Hospital in Grand Rapids did, in fact, tackle an important clinical issue—improving respiratory care—and the Boston Children’s Hospital group worked on improving the transport speed of critically ill infants. Most of the NDP participants, however, “stayed on the comfortable fringes,” as Berwick put it, “working on problems in medical organizations that more directly resembled quality problems in other industries.” This approach, as Berwick observed, meant that the teams did not have to battle clinicians over turf or clinical procedures.

During the course of NDP, teams generally found it difficult to persuade doctors to join them; some said they were too busy while others were skeptical that quality approaches from other industries had a place in health care. At this stage in the history of the new quality movement, of course, only a handful of doctors had been introduced to the notion that industrial quality might apply to clinical issues, and their reactions were all but uniform: There’s no assembly line in health care. We’re not making cars, we’re dealing with human beings and every patient is different.

It was clear to Berwick that the new quality movement was going nowhere without doctors. The cultural reality in hospitals was that physicians ruled, and there was little tolerance for reforms that in any way were perceived as impinging on their clout or relationships with patients. As a practicing physician seeing patients one day a week, Berwick well understood this mentality, and he knew firsthand the sacrosanct nature of the doctor-patient relationship. But he also knew that much of what actually happened in health care took place outside that relationship; he also believed that much of health care could be streamlined and made safer and more efficient with the application of quality systems. Berwick and his colleagues later wrote: [B]arriers to physician involvement may turn out to be the most important single issue impeding the success of quality improvement in medical care. Industrial quality relied on measurement and standardization of practices[,] and doctors were generally deeply suspicious of both—measurement because of its association with policing activities; physicians are suspicious that measurement allegedly for improvement may instead be used for judgment and surveillance.


 

Physicians are suspicious of standardization because many doctors share the belief that medicine is an art. The common reaction to standardization of procedures by doctors was to deride it as “cook-book medicine.”

Batalden also saw doctors as formidable obstacles. He believed that doctors often tended to be “in love with what they were doing and to suggest that these smart people should do something different was an affront.” All their adult lives, says Batalden, doctors have been taught to take individual responsibility for patients: “We were taught that if you worked and studied hard enough things wouldn’t go wrong. This notion of individual responsibility is so deeply ingrained in our thinking that the idea of a system of care in which you worked was never given a seat at the table.”

There were other impediments to the growth of the new quality movement, of course. Most social movements rode a popular uprising to prominence, but in health care there had been little in the way of a grassroots movement for quality. If patients weren’t complaining, reasoned doctors and hospital leaders, why change? The movement towards quality was also stymied by the health care payment system, which compensated doctors and hospitals for procedures rather than for outcomes. As long as doctors and hospitals are paid for volume of procedures rather than for quality of outcomes they have little incentive to change. Providers were paid for exams and tests, but very rarely for quality; indeed, they were often paid  more for lack of quality. To Berwick and Batalden at that moment, their most vehement opponents were their own colleagues.

Blan Godfrey was also astonished by the absence of process thinking in health care, especially on the part of MDs. As he recalls: 

That was the thing that blew my mind. I had not understood until then that they did not work across departments. Within their own boundaries they worked well but they didn’t work well across boundaries. They didn’t understand how the other pieces worked. I’d say to them, “You’re the MD—the perfect person for this case and you do a beautiful diagnosis. But what if blood is drawn from the wrong patient? What if you cannot read the x-ray? What if the x-ray is not from your patient? What if the pharmacist doesn’t put the right thing in the bottle? What we’re talking about is managing the system—putting pieces together so that this very complicated thing called health care works. And you’re just one tiny little piece in the whole process.


 

Going forward, Berwick and others in the movement would have to figure out ways to engage more doctors in the quality effort. In the meantime, they focused on what NDP had accomplished—small yet important discoveries. For one thing, the quality tools common in industry had proved easily adaptable to health care, and some of the experiments yielded positive results. NDP generated a series of quality improvement courses, created by Berwick, Batalden, Blan Godfrey, and others, that were drawn largely from the curriculum Batalden had built at the Healthcare Corporation of America (HCA). In the years to come, the courses would be taught to thousands of health care workers throughout the country.

In some ways, the most significant NDP achievement was the introduction of people in health care to industrial quality techniques; the very fact that a conversation had been started between industry  and health care was a breakthrough. Berwick viewed this coming together as creating “a very interesting community of insight.” NDP had fostered a group of like-minded people in health care who could plainly see that although the experiments were far from conclusive there were considerable possibilities in bringing tools from industry to a health care setting.

Though NDP was hardly perfect, Berwick was energized by the experience. He wrote an article—“Continuous Improvement as an Ideal in Health Care”—published in the New England Journal of Medicine in 1989 and would be reprinted and quoted for years to come. It was Berwick’s vision comparing how the health care system actually worked with how it might work. 



IMAGINE two assembly lines, monitored by two foremen.

Foreman 1 walks the line, watching carefully. “I can see you all,” he warns. “I have the means to measure your work, and I will do so. I will find those among you who are unprepared or unwilling to do your jobs, and when I do there will be consequences. . . . [Y]ou can be replaced.”

Foreman 2 walks a different line, and he too watches. “I am here to help you if I can,” he says. “We are in this together for the long haul. You and I have a common interest in a job well done. I know that most of you are trying very hard, but sometimes things can go wrong. My job is to notice opportunities for improvement—skills that could be shared, lessons from the past, or experiments to try together—and to give you the means to do your work even better than you do now.”

Which line works better? Which is more likely to do the job well in the long run? Where would you rather work?

The theory used by Foreman 1 relies on inspection to improve quality. We may call it the Theory of Bad Apples, because those who subscribe to it believe that quality is best achieved by discovering bad apples and removing them from the lot.

The view is that problems of quality are caused by poor intentions. The Bad Apple is to blame. The cause of trouble is people—their venality, incompetence, or insufficient caution.



 

Berwick argued that the bad apple theory not only did not work but had slowed American industry even as the Japanese sprinted ahead on the strength of continuous quality improvement. He noted that American companies had even been forced to concede defeat to the Japanese in production of videocassette recorders and CD players (“Xerox engineers visiting Japan in 1979 found copiers being produced at half the cost of those manufactured at Xerox’s facilities, with . . . 1/30 the number of defects”).

 

The “community of insight” Berwick described as coming together around the National Demonstration Project needed to figure out the next steps. Yes, the potential was great, the possibilities exciting, but what next? Gene Nelson, a colleague of Batalden’s was in the thick of the new quality movement. Nelson had earned his MA at Yale and PhD at Harvard and had studied deeply in the area of quality measurement both at RAND and HCA, where he had been mentored by Batalden. Nelson’s expertise was the relatively new academic discipline of measuring quality in health care. He had collaborated on one of the most important quantitative studies: the RAND Medical Outcomes Study. Nelson’s mantra: “To define quality you have to measure it.” Nelson made a suggestion to Paul Batalden: Let’s get a small group of the true believers together—the revolutionaries—and meet on a regular basis and talk things through; see if we can learn from each other; see if we can figure out a way to advance the cause.

Batalden liked the idea and thought about those who should be included. “We were all exploring this new way of thinking about quality in health care,” says Batalden, who was also concerned about  drawing the preemptive ire of people threatened by significant change. “We wanted to be free to explore what the ideas might mean and we wanted absolute trust. We came to the group mainly to learn; [we were] really interested in connecting our discoveries to each other.”

In concert with Berwick, Paul Batalden and Gene Nelson selected just six other members carefully chosen for their intellect and passion for change. They were from Nashville and Boston, Detroit and Santa Monica, Madison and Chicago. There were nine in all, four MDs and five PhDs; experts in statistics, engineering, health care administration and regulation, social science, pediatrics, and psychometrics. The club’s members included Paul Batalden, MD, then head of quality at HCA; James Roberts, MD, senior vice president of the Joint Commission; Dave Gustafson, PhD, professor of industrial engineering and preventive medicine at the University of Wisconsin-Madison, who had also worked as a consultant to Batalden at HCA; Vinod K. Sahney, PhD, senior vice president for strategy at Henry Ford Health System in Detroit, who also taught a course in operations management at the Harvard School of Public Health, where he met Berwick; James Schlosser, MD, MBA, had served as staff director of NDP; and John Ware, PhD, and Allyson Ross Davies, PhD, a husband-and-wife team from RAND, accomplished psychometricians and experts in the design of complex research projects such as using questionnaires to help define quality in health care.

Finally, there was Berwick, who was forty-two years old at the time and in the midst of the most unsettled period in his professional life. The Harvard Community Health Plan wanted a traditional measurement system, but Berwick had moved beyond such an approach and was reluctant to create one. This resulted in Berwick’s reporting relationship being changed, a de facto demotion. Although he was “itchy” and wanted to leave, he was also anxious about departing a job that paid well and afforded ample benefits and security. His concern was  reflected in an agenda item from a meeting in May 1991, where Berwick noted: “My future is crazy; an end will come in fall or winter.” He had a conversation with his wife about leaving, but admitted that he was scared. Her response was emphatic: “You’ve got to do it.”

It seemed only a matter of time before he was asked to leave, and so in 1989 Don Berwick decided it was time to move on. He had always had a secure job in health care, and leaving a comfortable position at one of the most innovative and prestigious HMOs in the country made him profoundly uneasy. Was he making a terrible mistake? Should he simply do what his superiors asked and find a way to work on his quality agenda in another forum?

The curse of innovators, of course, is a compulsion to follow their convictions, their visions, and Berwick was spurred by that compulsion. Berwick knew there was a better way for medicine, and he wanted to play a role in figuring it out. And so he left his administrative role at HCHP (though he continued to see patients one day a week, and stayed on as principal investigator on NDP). He also began doing consulting work on quality improvement to hospitals in Seattle, Pittsburgh, and elsewhere.

The consulting was fascinating, but Berwick’s salvation during this period was the “community of insight” he found in Gene Nelson and Paul Batalden. Nicknamed the “Birthday Club” after their first meeting fell on Berwick’s birthday, they met in airports for convenience sake—O’Hare, usually, but also Nashville and Boston. At their first session, in late 1988 while NDP was in progress, it quickly became clear that they all believed in a fundamentally heretical notion at the time: that the quality of care in America was deficient; that the system could be transformed; that transformation would bring about measurably better quality of care for millions of patients; and that countless lives could be saved.

Most American health care professionals at the time would have found this preposterous. Wasn’t it true that we had the most advanced  medical science research in the world, that we had the most innovative and brilliant surgeons, that people with the most difficult cases from throughout the world came to the United States for care, and that miracles were performed in major teaching hospitals across the length and breadth of the land every day? It was all true, of course, but Batalden, Berwick, and the others knew a very different story, a different truth that belied conventional wisdom. The truth involved preventable medical errors, systems that weren’t really systems, wild inconsistency in quality of care, millions receiving care they didn’t need, and millions more not receiving care that was known to be of great benefit.

How far out of the mainstream thinking of health care was the intellectual discourse at the Birthday Club? Gene Nelson said that if a hospital CEO had dropped in on a club meeting and listened for a while, the reaction would have been, “We don’t know what you’re talking about. We’ve got highly skilled physicians and nurses and it’s their job to provide high quality care and they do. What might work for Motorola doesn’t have relevance. We’re not making high tech gizmos, we’re taking care of patients.”

While their ideas were controversial, the fact remained that through the courses they had begun, slowly but steadily, to build something of a following. NDP attracted some new supporters, as did Batalden’s courses, which were taught at HCA and then NDP. The main course offerings included An Introduction to Quality Improvement in Health Care and Methods and Tools of Quality Improvement. They were taught at an executive conference center at Babson College in Wellesley, Massachusetts, not far from Boston. Typically, the courses ran from two and a half to three days and would be taught by Berwick, Batalden, Gustafson, and others. The students tended to be early adopters.

“In the initial wave it was mavericks, people who weren’t generally sent there, but chose to go,” recalls Berwick. “They found it  somehow. . . . Maybe one third would be doctors, maybe 20 percent nurses and the rest quality improvement managers or people in charge of quality. A lot of them were the old style quality assurance officers, who now were starting to get the idea that something was new.” Within a couple of years, the courses became so sought after that there was a waiting list, and about a hundred students attended each session. Inquiries came from throughout the world; over time, Berwick was invited to teach the course in a variety of countries, including Australia, Pakistan, Kenya, Israel, and Egypt.

Through all of this—NDP, the Birthday Club, his travels and speaking and writing—Don Berwick became something of an evangelist preaching the new quality gospel. He spoke often throughout the country and the world and wrote prolifically for a wide variety of publications, including the most prestigious medical journals. In early 1990, he had drafted an article he and Batalden planned but never found the time to finish. Berwick began in an arresting fashion: 



Kim, age 3, lies asleep, waiting for a miracle. Outside her room the nurses on the night shift pad softly through the half-lighted corridors, stopping to count breaths, take pulses, or check the IV pumps.

In the morning, Kim will have her heart fixed. She will be medicated and wheeled to the operating suite. Machines will take on the functions of her body—breathing, circulating blood—while the surgeons place a small Kevlar patch over a hole within her heart, closing off a shunt between her ventricles that would, left open, slowly kill her.

Kim will be just fine if the decision to operate on her was correct. And if the surgeon is competent. And if that competent surgeon happens to be trained to deal with the particular anatomic wrinkle that Kim’s heart contains. And if the blood-bank cross-matched her blood accurately, and delivered it to the right place. And if the blood gas analysis machine works properly and on time. And if the suture  does not snap. And if the plastic tubing of the heart-lung machine does not suddenly spring loose. And if the recovery room nurses are aware of her allergy to penicillin. And if the oxygen and nitrogen lines in the anesthesia machine have not been reversed by mistake. And if the sterilizer temperature gauge is calibrated so that the instruments are sterile. And if the pharmacy does not mix up two labels. And if when the surgeon says urgently, “Clamp, right now,” there is a clamp on the tray.

If all goes well—if ten thousand “ifs” go well—then Kim will sing her grandchildren to sleep some day. If not, she will be dead by noon tomorrow.



 

At a speech to a group of physicians at Park Nicollet in Minneapolis, Berwick described his source of inspiration. He said it came from a distant childhood memory, a time when he would be awakened from a deep sleep in the middle of the night by the sound of the telephone ringing next to his father’s bed. After two rings—never more than that—Berwick would hear the water running in the bathroom briefly, and then the sound of his father’s car starting. No matter what time, the senior Dr. Berwick would drive off to care for someone in need. That’s what being a doctor was really all about: responding to those who needed you; going out in the middle of the night to cure, to comfort, to alleviate suffering. Every doctor understood this, and it was an understanding that bound physicians together like nothing else. In sharing this memory at Park Nicollet, Berwick sought to reassure the physicians that change in quality techniques would not disturb the essential mission or that doctor-patient relationship.

Referring to the audiences of doctors at Park Nicollet, Berwick says that “what we had in common was knowing what it’s like to close the door and be in a room with a patient . . . [who] shares with you things they’ll share with no one else.”

The other doctors in the Birthday Club understood this as well, but were at a point in their careers when their energies were devoted to healing patients by reforming the system. And central to the work of the club, perhaps its most important function, was working with and through Jim Roberts to effect policies at the Joint Commission. The commission is the most powerful accrediting body in American health care, an organization responsible for evaluating and accrediting some 15,000 health care organizations in the United States, including every major teaching hospital in the nation. Roberts was recruited to the Birthday Club by Paul Batalden, who considered him uniquely positioned, given his pivotal role at the Joint Commission, to impact quality of care. Since 1951, the commission had examined hospitals once every three years—examinations based upon a large number of standards set by the commission. The commission’s reports granting or denying accreditation were always confidential.

The Birthday Club members saw the Joint Commission as an ideal pressure point, a place where a change in policies could impact every hospital in the country. If the Joint Commission promulgated a safety rule it became the medical law of the land. If the thoughts and ideas of the Birthday Club could work their way through Jim Roberts to the Commission and on to America’s hospitals, the Birthday Club would have accomplished something meaningful. Dr. Jim Roberts quickly became a central member of the club cast. He brought a crucial perspective for he knew better than anyone else what it would take to align the Joint Commission with the new quality movement thinking. 



“The Commission’s standards reflected a way of thinking that was punitive,” recalls Roberts. “If something happened somebody must have screwed up—Who was it and what are you going to do to him?” The assumption was that the problem was with people. The notion  of process and system just wasn’t part of the way we thought about quality.

For example, now we know . . . that if you give antibiotics an hour before surgery the chances of a postoperative infection are reduced substantially. The thinking was that if the antibiotic didn’t get into the patient it was felt to be [the] surgeon’s fault because he is the captain of the team. Now we understand that actually surgery is a very complicated process involving many people and all those individuals and things they do have to work together and there has to be a process that assures people get antibiotics an hour before surgery and in most of those steps—ordering, delivering, administering—the surgeon is not the person actually involved.



 

As he traveled to hospitals throughout the United States, Jim Roberts began to strike up discreet conversations with hospital administrators and physicians about quality. He would make the case that it was increasingly clear that health care was plagued by quality problems resulting not from incompetent people but from bad systems. Roberts believed that if he could help build a network of people who recognized the process problems, then new ideas, principally industrial quality techniques, might meet with greater acceptance. “It was very different saying this as opposed to saying, ‘You have to do the Toyota Production System for industrial quality,’ which people thought was odd or even offensive.”

The Birthday Club was an intellectual oasis for Roberts. It provided him with a private setting where he could discuss ideas in confidence and get honest feedback on how to plot a course of change for the commission. Roberts knew that if the commission standards did not change the quality movement would make little real headway. Roberts was one of a number of senior Joint Commission officials who recognized the need for sweeping change. His boss, Dennis O’Leary, MD, president of the commission, was  a visionary on the quality issue, and he had the support of the commission’s board for change as well. Through the Birthday Club, Roberts established a network of connections to the vanguard of the new quality movement, which provided valuable feedback and advice about new Commission standards. “During the redesign of standards it was important to be able to touch base with those in the field who were in the forefront of the revolution in the way we thought about and did improvement in health care,” Roberts says.

But none of the members of the club were delusional; all knew that the task of taking on quality in health care was monumental. Roberts defined the challenge in stark terms in a memo to his Birthday Club colleagues: “The vast majority of health care organizations have little, if any, knowledge of quality improvement and there is no health care organization that has a fully operational continual improvement program.” Nonetheless, as time passed and the Birthday Club dug deeper into the issues, the group’s sense of purpose strengthened. In time, there came over the group a powerful sense of confidence that they could effect change. Someone, probably Paul Batalden, even quoted Margaret Meade: “A small group of thoughtful people could change the world. Indeed, it’s the only thing that ever has.”

 

But revolutionary change would not come about if the Birthday Club continued to meet a few times a year in secret. To ignite real change, they realized, they needed another vehicle. There were options: teach more classes to more people about more subjects; create a department within a university, perhaps within a school of public health. Batalden insisted that the work would take at least twenty-five years and called for establishing an organization that would have the greatest possible chance to endure over time. Toward that end, in late 1991, the Birthday Club created the Institute for Healthcare  Improvement (IHI), an independent organization with the goal of transforming health care in the United States. It began with Berwick as CEO, Batalden as chairman of the board, and the other members of the Birthday Club among the board of directors. IHI took over responsibility for the courses that had come out of NDP. They were now IHI courses, and Berwick went to work expanding the course offerings and increasing the number of students.

Berwick loved the new organization. This was the work he truly wanted to do; this was the idea for which he had such an intense passion. Now he had his own operation in concert with a group of like-minded people. Now he was his own boss in effect (with Batalden as his chairman), and now he was free to do nothing but pursue the quality agenda in which he and his Birthday Club colleagues believed.

During the first year after the founding of IHI, it became clear that although the new quality revolution was quiet and largely unseen by mainstream medicine it was nonetheless growing and attracting passionately committed advocates. Berwick and members of the board continued teaching classes to overflowing crowds of doctors, nurses, administrators, and academics, winning over increasing numbers of converts.

That first year, Berwick and IHI organized the National Forum on Quality Improvement in Health Care. They invited people who had taken their courses as well as clinicians and quality people at hospitals throughout the country. The organization was in its infancy and very few people had ever heard of it, yet the response was impressive; the conference drew 1,600 people to Orlando for three days of work and discussion on quality. In his keynote speech, Berwick enthused: “How far we have come! A mere five or six years ago, the language of quality improvement, if not the ideas themselves, would have met with blank stares in most quarters of American health care.”

But IHI had a problem. The group’s classes drew impressive people from throughout the world, but what impact did they have on improving quality in the health care system? Vin Sahney, PhD, an IHI board member and quality expert from Henry Ford in Detroit, said that hospital administrators and clinicians would meet with IHI officials and enthusiastically agree that certain changes needed to be made and “then they would go home and a year would go by and nothing would happen.” Berwick worried that they were engaged in “too much teaching and not enough action.”

“We weren’t making change happen,” recalls Maureen Bisognano, the IHI chief operating officer. “There’s an expression that it’s ‘a sin to send a changed man back to an unchanged organization,’ but that’s what was happening. Working through innovators—thousands had come to our classes and left motivated and excited—was not enough. They’d go back to organizations where nobody wanted to change.”

Classes drew anywhere from fifty to a hundred participants, but never more than a few who had been sent by the organization’s management. The overwhelming percentage had come on their own out of a desire to learn more about the quality movement. They learned about measurement and how data could drive quality. They learned about the science of improvement, drawn largely from the teachings of Deming and other industrial quality theorists.

But was this overly theoretical? Was it too academic to make a real impact? Tom Nolan, a PhD in statistics and a consultant to IHI, thought so, believing the organization should zero in more precisely on clinical improvement. Until then, most of the classes IHI offered taught people how to conduct improvement efforts within hospitals and other health care organizations. The teaching skills focused on Deming-like improvement processes. Nolan said that quality improvement was “derived from a combination of improvement knowledge,” which IHI was teaching quite effectively, “coupled with  subject matter knowledge”—the knowledge of specific clinical areas needing improvement. He argued that to be successful, IHI would have to help hospitals solve the real-world clinical problems they faced every day.

Nolan’s prodding got the IHI leadership to think seriously about a new direction, and it came, as so often had been the case in the new quality movement, from the creative mind of Paul Batalden. His basic idea was simple: IHI would select a widespread clinical problem, convene leading experts on the topic, then invite hospitals and physician groups from throughout the country to join their learning session. Working under expert guidance, the group would define, for example, the current state of ICU care; then show the current example of the best ICU care available; and finally push toward defining a much better form of ICU care.

The program was dubbed the Breakthrough Series, and the notion was to start with the areas “ripe for improvement,” as Berwick put it. Berwick said that research clearly showed that in many crucial areas of medicine, from Caesarian section surgery to diabetes care and from ICU practices to cardiac surgery, practices varied widely throughout the country, and many varied from what was known to be the best practice. Ideally, with experts and clinicians working together, a synergy would be created, thus triggering breakthrough improvements.

Bruce Flamm, MD, an expert on reducing Caesarian rates from Kaiser Permanente on the West Coast, agreed to help lead the Caesarian effort, as did Robert DeMott, MD, from Green Bay, Wisconsin. About thirty organizations joined in. The goal of the C-section project, according to IHI, was to reduce Caesarian section rates by 30 percent or more within a year. The experts brought best practices to the effort, including an assumption from the start that each patient would seek to have a vaginal birth rather than defaulting—as some patients were doing—to a Caesarian. Increased nursing support as  well as the ready availability of anesthesia also helped lift the incidence of vaginal births. The timing of certain procedures proved crucial. Two specific procedures that elevate the likelihood of a C-SECTION are electively inducing labor before the patient is at term (before thirty-seven weeks) and administering spinal anesthesia early in labor. By reducing these practices when not medically necessary, the incidence of C-sections declines.

The results were encouraging: within twelve months, 15 percent of the organizations reduced their Caesarian section rates by 25 percent or more, and 50 percent of the organizations achieved reductions of from 10 to 25 percent. 



It was clear we were really on to something [says Berwick]. I think maybe one third of the hospitals actually made a reduction in Caesarian sections; today we’d regard that as a not very successful effort, but we definitely were getting new ideas out. . . . Early results were that about one out of every three teams made very substantial progress. As we got better at it, by the fifth or sixth or seventh Breakthrough Series, we were up to two out of three teams making substantial progress.


 

In a similar Breakthrough Series effort concerning congestive heart failure, significant improvements were achieved by managing patients’ conditions closely at home. Patients were taught to self-manage by getting on a scale daily and reporting weight gains right away to a nurse—who would make rapid adjustments in medications based on the change. Through careful management, at-home patients avoid the slide into a worsening condition and thus stay out of the hospital.

Hospitals sent small teams to three two-day sessions in which participants learned not only from leading experts but also from one another. The participants would take what they gained at the learning  sessions back to their hospitals to test various ideas in a clinical setting. Some months later, they would return and report results. “The key was to combine subject matter experts in specific clinical areas with application experts who could help organizations select, test, and implement changes on the front lines of care,” says Maureen Bisognano. There were Breakthrough projects on Caesarian section rates, neonatal intensive care, cardiac surgery, asthma care, low-back pain, adverse drug events, and many more. There was no limit to the clinical subjects clinicians could learn about from experts or one another. “We could yell out to the country, ‘Let’s work on asthma, let’s work on heart surgery’ . . . and we’d have twenty, forty, a hundred organizations sign up,” says Berwick.

These were real, tangible achievements; achievements that, slowly but surely, demonstrated that this new organization might well have staying power; might well play a role in the movement to transform the quality of care in America.
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