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The Problem with Defining Quality

The challenge is not necessarily reducing errors. The focus should be on reducing harm to patients. 

On Oct. 27, 2005, Gary Yates, M.D., chief medical officer at Sentara Healthcare, waited patiently as his audience got situated. He was making a presentation at the annual meeting of the Virginia Hospital and Healthcare Association. The place was standing room only. His topic was quality and safety. Earlier in the morning, James Bagian, M.D., a two-time shuttle astronaut and director of the National Center for Patient Safety at the Veterans Health Administration, had shared his perspectives on the same topic to a packed room.

The level of attention in Virginia stood in dramatic contrast to conferences on quality a decade ago, when attendance was usually limited to a small number of early pioneers. What happened? What's causing such a significant increase in interest not only in Virginia but throughout the country? The obvious answer is the report by the Institute of Medicine that suggested that close to 100,000 people die each year because of clinical errors. The IOM report illuminated what had been common knowledge among health care professionals and a lurking suspicion among the public. It was the cannon shot whose reverberations shook loose the small cascade of snow that became the avalanche. The folks gathered in Virginia could feel the snow rumbling down the mountain.

Yates emphasized that multiple initiatives related to quality, including the Institute for Healthcare Improvement's 100,000 Lives Campaign and Leapfrog, were coalescing to produce shared focus and nomenclature. In its way, the quality movement in health care has suffered from the same problem that hobbled computer and software development in its early days - a lack of shared standards. The same thing happened much earlier with the railroads. Until a common gauge for railroad tracks was adopted, rail transportation limped along. Once everyone started laying down track of the same gauge, growth exploded. What Yates described was an industry that is beginning to define its own approach to quality.

Earlier quality efforts in health care drew on other industries' philosophies and methods. Deming and Juran were the thought leaders when it came to quality improvement in the '70s and '80s. Some health care institutions embraced such thinking in the late '80s and early '90s. These efforts got health care professionals talking more about quality. It also caused some of them to see connections between what they were doing and what was happening in other industries, including manufacturing.

But this first wave of quality improvement sputtered out. What Deming, Juran and other quality gurus advocated wasn't easily translated to health care and, in many ways, wasn't even relevant. They built their philosophies and methods in the world of tangible products - things that had a physical reality, that could be measured, and against which disciplined statistical analysis could be brought to bear. It was reasonably easy to first set specifications then determine whether some tangible good was within those specifications. Any variation could be identified and attacked.

The inherently complex nature of the human organism argues against using methods developed for the manufacture of tangible products. One popular iteration of manufacturing-based quality improvement is the notion of "zero defects." The concept is appealing. Why aspire to anything less than perfection? Unfortunately, there are many reasons not to aspire for perfection. Perhaps the strongest argument against perfection is one of definition. How do you define a defect? Is it simply a variation from a statistical norm? If the environment in which the defect has emerged is dynamic, could something that is a defect today be an asset tomorrow? Would a variety of experts, equally well qualified, look at a potential defect and see different things - perhaps no defect at all?

Human flesh and the infinitely complex processes that make up a human being are quite different things than doors on Chevys. Checking heart valves for variation will yield a consistent finding - that they have an infinite level of variation. That the variation in heart valves was tightly woven into other infinitely variable organs and processes makes eliminating variation in the fixing of valves not only impossible, but possibly undesirable. After all, how do you distinguish an error when what constitutes an error in one patient might represent a life-saving intervention in another?

George Dawson, president and CEO of Centra Health in Lynchburg, Va., practices what the late Peter Drucker preached - that the power is in the question, not the answer. Dawson asked, "How do you know the quality of a surgeon's work?" There are manifestations of quality like infection rates and rework. But are these really the quality of the surgeon's work? Is the work of a surgeon who's dealing with multiple traumas after a car accident measured in the same way as that of a surgeon handling an elective procedure he's done thousands of times before?

There is a strong argument that can be made for "good enough" being a more perfect solution than perfection, particularly in environments where the situation won't wait for you to arrive at perfection. Nature's like that. We are complex organisms, to be sure, but we're neither perfectly designed nor perfectly operated. What good is that appendix, anyway?

That the human organism is so tightly and intricately interwoven makes it a hotbed for one error to explode into a constellation of subsequent errors. In such situations, it is simply not possible to eliminate every error. Indeed, efforts to eliminate all errors may set off a cascade of additional accidents that can become a disaster.

The language used to frame something sets up your response to it. If it's a defect, then it can be fixed. We start looking for cause and effect. Certainly there is bound to be plenty of both, but what if they don't lend themselves to simplification? What if they're wrapped up in a hairball of complexity? Bagian emphasizes the importance of deliberately defining the safety challenge. He suggests that the challenge is not to reduce errors. It is to reduce "harm to patients." This really does set up a whole different way of seeing things. For one thing, it shifts the emphasis away from blame. Mistakes and errors describe screwups. Reducing harm to patients makes room for the reality of bad things happening despite the best efforts and best intentions of everyone involved. It also sets up the possibility that while some harm may be inevitable, we can realistically aspire to reduce that harm, to keep it bounded.

We have a quality and safety problem in health care. It is a much more slippery problem than that faced by those in other industries and professions. For the first time in the history of health care, major initiatives have been launched, and the industry seems to be coalescing around them. What will they need to succeed?

Realism. There will have to be a recognition that reducing harm to patients and achieving the highest possible levels of quality in health care is a much more complex challenge than keeping car doors lined up. What works at GM may not work in the OR. Health care will need its own approach. And that approach may not be an aspiration to eliminate errors.

Patient purposefulness. The various initiatives now under way need time to produce results. You can't try to harvest them before they've blossomed and borne fruit. But you can't quit watering them, either. Hopefully, leaders like Yates and Bagian will continue to synthesize common themes, create a common language and produce encouraging results through application. Both Sentara and the Veterans Health Administration have well-deserved reputations for innovation and results. They are big enough and respected enough to capture the attention of the rest of the industry.

Structured physician engagement. The biggest enemy of quality and safety in health care continues to be fragmentation. Physicians must be actively and cohesively engaged in the battle. The "cottage industry" structure of American medicine is a big challenge to meaningful progress. But that cottage industry is showing clear signs of consolidation. According to a recent study by Johns Hopkins, the number of physicians who are self-employed has fallen from 85 percent to 55 percent in the last decade. They are going into multispecialty group practices that provide the infrastructure for effective management. Hospitals are compelled to directly employ more physicians, including growing numbers of specialists and subspecialists, so they can protect referral patterns and secure utilization of their key services. In the future, hospitals will also need to guide the physicians they employ toward achieving differentiating levels of quality and safety.

Will Mayo anticipated the challenge when he decided to build the institution that bears his name around "organization and teamwork." Although Mayo's vision was realized in his clinic and others, like The Cleveland Clinic, organization and teamwork remain in short supply throughout the rest of the industry, at least in terms of bringing the key components of health care delivery into coherent and coordinated action - particularly hospitals and physicians. As sound as the direction coming out of the 100,000 Lives Campaign and Leapfrog is, it may matter little if there's no way to bring significant numbers of physicians and hospitals into alignment. The best intentions of those committed to improvements in quality and safety will hit the wall.

Hospitals must help their physicians develop a sufficient structure and discipline to generate the kind of consistent cooperative effort that quality and safety demands. Mayo and The Cleveland Clinic each have a century of experience when it comes to structure and discipline. Pioneers like Sentara and the VHA that employ hundreds of physicians have the power to demonstrate that organizations without such a legacy can also demonstrate structure and discipline. It will require leadership. Leaders like Yates and Bagian are well-positioned to provide it.
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