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P lus ça change, plus c’est la même chose. (The more things change, the more 
they stay the same). 
It	has	now	been	several	years	since	the	publication	of	the	first	edition	

of this book. In the interim we have witnessed the problematic roll out 
of	 the	Affordable	Care	Act	 (ACA),	 the	near	 complete	 shut-down	of	 the	
United States government with its sequester activity, and the rise (and 
perhaps fall) of the accountable care organization (ACO). Also in that time 
patient safety has only marginally improved and we have learned that 
the way we collect, validate, and analyze data about hospital acquired 
infections	(HAIs)	is	seriously	flawed.1 In addition, the billions of dollars 
spent by the federal government and others on “healthcare improvement 
projects” has resulted in precious few tangible and measureable results in 
true quality improvement and waste/cost reductions in healthcare.

Why	are	we	in	this	dark	place	despite	having	the	benefit	of	Drs.	Levett	
and Burney’s well thought out, proven approach to healthcare quality 
improvement	in	their	first	edition	of	this	book?

It may be because decision making with regard to healthcare quality 
and cost reduction in the United States is still dominated by those 
shackled to the centuries old “medical model” of thinking. Their emphasis 
seems to be on the clinical dimension of quality in healthcare; it either 
doesn’t recognize or diminishes the importance of the other dimensions 
of	healthcare	quality	such	as	operations,	culture,	and	financial	measures.	
It is as if they view healthcare quality as being dependent only on 
clinical	performance.	Given	the	backgrounds	of	those	influencing	quality	
decisions in healthcare at the national and institutional levels, this is not 
surprising. Quite simply, it is what they know best. Sadly, however, their 
approach	seems	to	come	close	to	meeting	a	definition	of	insanity	typically	
attributed	to	Einstein:	“The	definition	of	insanity	is	doing	the	same	thing	
over	and	over	again	and	expecting	different	results.”

 
Foreword



xiv Foreword

Drs. Levett and Burney, to their credit, are keenly aware of the 
trend in healthcare away from its roots as a cottage industry (where the 
“Captain of the Ship” rule applied) toward the new reality of healthcare 
as a corporate enterprise with resulting and necessary changes in the 
cultures, values, and methods of those in charge at all levels and a much 
greater awareness of and reliance upon systems thinking to identify and 
overcome the problems healthcare faces.2 

With this new orientation, it seems likely that those with operational, 
cultural,	and	fiscal	responsibilities	 for	 the	delivery	of	high-quality,	cost-
efficient,	 and	 consumer-acceptable	 healthcare	 will	 begin	 to	 adopt	 and	
master the techniques and quality systems that have made it possible for 
other industries and service organizations worldwide to make stunning 
advances in products, services, and organizational culture.

Such are the universal systems and tools discussed and described in 
great detail in this book: the general concepts of a quality management 
system and the ISO 9000 family of standards. I believe them to be even 
more	applicable	and	relevant	today	than	when	the	first	edition	of	this	book	
was published. Healthcare organizations of any type that are compliant 
with	 these	 standards	 are	 effectively	 deploying	 process	 improvement	
tools such as statistical process control, Lean, and Six Sigma while also 
changing their values, beliefs, and cultures to maximize their ability to 
provide world-class services and products in accordance with customer 
demand. In truth, in order to succeed in the “new-order healthcare 
system,” each organization will have to embark on a continuous journey 
to improve its quality, processes, and culture. Healthcare organizations, 
being “complex adaptive systems,” will have to adopt and utilize the 
systems	approach	to	survive	and	flourish.3

Unfortunately, the positive culture shift to continuous improvement 
and systems thinking in healthcare has been slow to develop. Hospitals 
and healthcare organizations in the main are still relying on older, less 
current models for quality improvement and cost reduction and on 
having those who have always done “quality” continue to do it. It is a 
rare healthcare institution that advertises for a professional-level quality 
engineer to manage its quality department, preferring instead someone 
with clinical credentials and some training in Lean. The result is much 
like that of a coach who knowingly leaves his younger, more talented and 
credentialed	“first	string”	players	on	the	bench,	preferring	instead	to	field	
those better known to the fans.4,5 

Drs. Burney and Levett have provided in-depth explanations of 
the theory and science behind these systems while at the same time 
citing practical examples from their own experiences of the necessary 
considerations,	methodologies,	metrics,	 successes,	 failures,	 and	benefits	
attendant to the use of the ISO 9001 quality management system.
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In essence they have, in this work, achieved the following goals and 
objectives:

• They have made the case exquisitely for the adoption of ISO in 
healthcare. 

•	 They	have	made	a	strong	case	for	its	effectiveness	in	sustainably	
changing the culture in healthcare to one of continuous 
improvement.

•	 They	have	demonstrated	how	it	can	be	used	effectively	to	address	
some of the most serious challenges we face in healthcare: 
marginally and slowly improving patient safety, controlling 
runaway healthcare costs complicated by perennial and pervasive 
waste, and improving consistently poor population health 
outcomes as compared to other industrialized countries.

• They have skillfully acknowledged that ISO is a foreign concept 
(language) for healthcare providers.

•	 They	have	effectively	taught	us	by	example	how	ISO	can	be	and	is	
being implemented. 

•	 And	finally,	they	have	explained	the	likely	detrimental	
consequences of not engaging in its use. As time has gone on, one 
such	potential	consequence	could	be	financial	insolvency	for	the	
United States!

We are, indeed, indebted to these two pioneers for skillfully and 
understandably	 bringing	 this	 methodology	 for	 effective,	 needed,	 and	
sustainable change to healthcare. 

Almost ten years ago, the Institute of Medicine (IOM) and the National 
Academy of Engineering (NAE) published the third in a series of Institute 
of Medicine reports on the sorry state of our healthcare system.6 This 
report	noted	that	“a	real	impact	on	quality,	efficiency	and	sustainability	of	
the health care system can be achieved only by using health care delivery 
engineering.” Although this report was all but ignored, I believe that 
Drs. Burney and Levett have reminded us of the importance of utilizing 
the kinds of quality tools and systems described in the IOM-NAE 
recommendation and that we should all join in thanking them!

Joseph A. Fortuna, MD 
CEO, Prism, Michigan, USA and  

Chair, ASQ Healthcare Division
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