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ABSTRACT OF THE DISSERTATION

The Challenge of Patient Safety and the Remaking of American Medicine

by

Eric Van Rite

Doctor of Philosophy in Sociology

University of California, San Diego, 2011

Jeffrey Haydu, Chair

This dissertation accounts for the ‘patient safety challenge,” which developed over
the course of 1990s, gained prominence in the early 2000s, and now occupies a
significant place in healthcare reform. Positioning medical errosamdicant, wide-
ranging, and entrenched problem in need of attention, the patient safetpghaia
reform discourse. Patient safety reformers challenge the healihdastry to take
action to better manage medical error, and in so doing call for a major trartgforma

the structure of care delivery.



Charting major aspects of patient safety reform discourse, thistdigser
addresses three overarching questions. First, what constitutes patiendisataiyse
and who are the leading advocates for patient safety reform? Next, whdtacates,
and their associated discourse, attempting to change about understandingsaf medi
error specifically, and about the organization and delivery of healthcare prormatly?
Finally, what are the consequences of patient safety advocacy for theahpedfession
and for healthcare reform?

In seeking to reconstitute the medical profession with an ethos of shared
responsibility and collective improvement, patient safety advocates atiengpbake the
profession by redefining its culture and conduct. This dissertation exatmiaesnajor
aspects of patient safety discourse: how the concept of medical error hag lagcom
object of research and target for advocacy, how patient stories of medicatarsform
both patients and providers, and how leading advocates and organizations attempt to
change notions of culture and responsibility in the organization of healthcare work.

These dimensions contribute to changes in the medical profession’s political role
in healthcare reform, in the wake of recent comprehensive legislation. IFedema
efforts call for a significant restructuring of care delivery, influehioy a rationality of
patient safety that constructs medical error as a preventable risks asgiemts as
partners in error prevention, and makes safety culture a central organizateinalih
high stakes in the shape that the US healthcare system takes over the nexttdecad
medical profession has been challenged, by a discourse of patient safdty Heddral

government now also promotes, to join in efforts at remaking American medicine.
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CHAPTER 1 - Introduction: The Patient Safety Challenge

Easily overlooked within a very detailed campaign pamphlet on health care
reform, then-presidential candidate Barack Obama’s “Plan for ahyeatherica”
includes an interesting discussion of patient safety. In a section entiladritey
providers deliver quality care,” the plan states, “Obama will require geovito report
preventable medical errors, and support hospital and physician practice impnot@me
prevent future occurrences.’Such mention of medical error is significant for a plan that
focuses largely upon the problems of cost and access, which tend to dominate political
discussions of health care reform in the United Statelsewhere in the pamphlet,
concern for medical error returns in a section on malpractice reform. Afieing long-
standing calls for limitations on malpractice insurance premiums, a geoardlision
states, “Obama will also promote new models for addressing physicias thiab
improve patient safety, strengthen the doctor-patient relationship, and reducedtierne
malpractice suits™ A subtle, yet consequential, prioritizing of patient safety over
medical malpractice, Obama’s campaign promises, as well as subseqsiei@nia

policies! shed light upon a shift in health care reform efforts around the issue of medical

! “Barack Obama’s Plan for a Healthy America: Lowering health cats aas ensuring
affordable, high-quality health care for all”, pg.7, document downloaded from
www.barackobama.com.

2 Especially after passage of sweeping reform legislation — the Patit@ttion and

Affordable Care Act — in March of 2010, the issues of cost and access continue to
dominate debates on health care in the US. Though quality improvement was included in
the legislation, which will be discussed in the conclusion.

% Ibid., pg. 8.

* Such as with funding for electronic medical records in the stimulus bill, dificia

known as the American Recovery and Reinvestment Act of 2009.



error. Beginning in the early 1970s, medical malpractice reform igatsegnificant
attention during various periods of political activity, when crises in liabiigyrance
markets resulted in calls for changing malpractice faarting in the mid-1990s, and
gaining prominence in the 2000s, patient safety discourse imagines an igkeareta
for dealing with medical error, resting upon the goal of preventing harmiémisat

In nearly any mention of patient safety, widespread attention toward rhedma
is most often linked to an influential Institute of Medicine (IOM) report frata 1999,
entitledTo Err is Human: Building a Safer Health Systevhich estimated that between
44,000 and 98,000 Americans die every year as a result of preventable medisal error
Through this publication, the IOM reported that the lethal consequences ohimedic
mistakes ranks higher than the yearly deaths attributable to such promumsad oc&
death as AIDS, breast cancer, or automobile accidents. At the higher, 98,00Gestimat
medical error results in more deaths than the combined total of those three thore we
known cause8. When such stark statistical representations are matched with the
individual tragedies that the numbers can only attempt to signify, the resultingtyubl
of medical mistakes has marked the emergence of a patient safetpghatiehe health
care industry, triggering various calls for reform.

As the conventional story in health care, the IOM’s 198%rr is Humarreport
marks the watershed moment when suddenly medical error was recognized asra probl

and patient safety was placed upon the national reform agenda. The IOM report,

> According to Richard Bucilla, an underwriter for AIG who spoke at the closingrplena
of the 2007 National Patient Safety Association Congress (May 4, 2007 in Washington
DC) the ‘significant times” for malpractice reform were 1975-77, 1985-87 and 2001-
2003 (qualifying that “tort reform generally lacks permanence.”)

® Institute of Medicine (2000), Statistics can be found in the Executive Summary.



however, rests upon a series of other reports, along with patient stories and nascent
organizational campaigns, which all contributed to a revised conceptualizatiadichm
error. Focusing upon error prevention rather than financial restoration, pafint sa
advocates produce a discourse of error that challenges the traditional rineoiids!|
system as inefficient for managing safety in health care. Patiety siicourse
repositions the assumptions of how a medical error is understood and determined - from
resting upon a legal standard of negligence and guiding ethic of individual adiliynta
to a safety standard of prevention and guiding ethic of collective improvement. ngursui
an expansive agenda based upon the guiding principle of prevention, patient safety
advocacy develops in a context of other major changes in health care reform, such as
evidence-based medicine, consumer-centered care and quality improvement.

Safety concerns have been a part of health care delivery for décadaddition
to challenging the malpractice system, what is significant about pasiggiy discourse is
how ubiquitous it has become — issues that were previously distinct, such as infection
control, product liability, or staffing levels, are now usually discussedatiae to
promoting patient safefy.Given the complex and fragmented structure of US health
care, the challenge of patient safety is precisely in an attempted nafojent of
reorganization, bringing competing models of delivery to follow a more unifiedligana

through appeals to patient safety. Following the growing reach of patietyt safe

" Schimmel (1964) provides a mid-‘%entury example of research in health care safety.
See Guarnieri (1992) and Chassin (1998) for general discussions of safety agdmgualit
health care history and policy. llan & Fowler (2005) and Small & Barach (2002pr
early accounts of the patient safety movement.

8 For examples of patent safety texts that draw such links see Hurwitz & Sh@@d) (

and Reynard, Reynolds & Stevenson (2009).



discourse over the last two decades, in this dissertation | explore the wdyshrthe
field of patient safety research and advocacy promotes alternative rfardels
understanding medical error and organizing the delivery of health care.

In charting the emergence and development of a patient safety refoourdesc
my analysis is directed toward answering three overarching questioat. Whiat
constitutes patient safety discourse and who are the leading advocataiseior safety
reform? Next, what are advocates, and their associated discourse, atteonghizugge
about understandings of medical error specifically, and about the organization and
delivery of health care more generally? Finally, what are the consegusrzagient
safety advocacy for the medical profession and for health care reform? midieder of
this introductory chapter sets the stage for how these questions will be eshewer the
course of the dissertation. In the next section, | review research on hegdhcand
patient safety from Sociological and Social Science perspectives. Thewidepa more
detailed review of research on the medical profession, and link that to theoretikahw
the area of governmentality studies, in order to explain the dissertation’d overal
theoretical contribution regarding patient safety and the medical professiore &&bi
chapter draws upon distinct academic literatures, the general contributiorredeech
is presented in this chapter. | follow the theoretical review and contributibrawi
discussion of research methods. My analysis of patient safety is guidednbgrujesl
and interpretive versions of qualitative discourse analysis, such as geraalogic
approaches to discourse and Critical Discourse Analysis. Finallye bgief summaries
of the three substantive chapters, as well as of the concluding chapter, in orderd® provi

a preview of the rest of the dissertation.



Background: From Medical Error to the Patient Safety Challenge

Patient safety initiatives encompass a wide variety of issues in rhealiea
ranging from detailed guidelines for avoiding mistaken use of pharmadsuitica
strategies for limiting hospital-based infections. Though the term ‘patéety’ did not
come in to widespread use until the 1990s (especially so after the late 1999 I0O)) report
the study of medical error in health care delivery has a longer hfsturlyding in
research conducted by Sociologi§tsin the late 1970s, ethnographic accounts by Marcia
Millman and Charles Bosk examined how doctors and other health care professionals
made sense of mistakes and dealt with anxieties over medical malpractice. M
recently, social science researchers have taken note of the growingsesyphpatient
safety to study what the relatively new field entails. This sectioewaviboth Millman
and Bosk, along with some of the more recent Social Science research onspétignt
in order to build a background for a longer explanation of the dissertation’s main
theoretical contribution, related to the medical profession, in the subsequent section.
Millman’s research on medical mistakes offers a critical persjgecti the
organization of health care delivery in the late 1970s. She explains that when mistakes
occur, “they are perpetuated and ignored by physician-colleagues, andfiortethat

this response is built into the organization of hospital life and the professionaigrai

° See Footnote #7 of this chapter for some of that history.

19Bosk (1979) and Millman (1977) are the most widely noted that specifically address
medical mistakes. A related discussion of iatrogenesis comes from lllich (18/Hle
interesting, lllich does not deal strictly with medical error, and has tésjued for

being overly polemical. See Horrobin (1977) for one such extensive criticism.



and outlook of physicians As a result, Millman shows that physicians, similar to other
professional occupations, “will construct collective rationalizations and defeadelp
them through their mistakes and to protect themselves from the reactions of the lay
world.”*? Millman explains how this happens through what she calls neutralization,
defined as “the various processes by which medical mistakes are siycéyngnored,
justified, or made to appear unimportant or inconsequential by the doctors who have
made them or those who have noticed that they have been MaBig ¢alling attention

to the way that error is pushed aside, Millman’s concept of ‘neutralizatiarglpct
identifies an overriding sentiment, that of minimizing the significancerof,awvhich
patient safety reformers will attempt to transform over two decades Mikman’s
argument can be seen as a Sociological precursor to similar sorticadnostthat patient
safety advocates will later make, in imploring for a change to the meditalecthat
hides errors from being disclosed. Although from a vantage point more firnhiy vhie
health care industry, such critiques are no less challenging.

With a less critical tone, Bosk’s research on medical mistakes insteest$oc
more extensively upon the medical profession. Bosk explains that, “our lack of
understanding of how physicians detect, categorize, and punish error is fatal to our
understanding of social control in the medical profession,” such that “we do not know
how to interpret a profession’s claim to be self-regulatiigThrough ethnography of a

teaching hospital, Bosk finds the answer to the puzzle of control and regulation in the

1 Millman (1977), pp. 9-10.
12 |bid., p. 90.

3 |bid., p. 91.

14 Bosk (1979), p. 27.



medical profession through a contrast between what he terms as ‘moralamntbrs’
‘technical errors’
Moral error breaches a professional’s contract with his client. He has not
acted in good faith. He has done less than he should have. Such conduct
is not honest and defensible but undercuts all the presumptions on which
the professional-client relationship is based. For this reason moral errors
are treated more seriously than technical ones. They undercut the very
fabric of client-professional and professional-professional relationships.
Hence the control of technical performance is subordinated to the control
of moral performance; without the overarching moral system, the technical
system is not amenable to contfdl.
The significance of this distinction for control is that “professionals forgivers that are
defined as involving techniques,” while “professionals punish errors that anedefs
moral.”™® The result, according to Bosk, is that “professionals interpret their mandate t
control performance as an injunction to maintain a community of high moral
standards® While Millman criticizes the medical profession for neutralizing akiss
in a way that makes the medical profession appear unaccountable, Bosk shows how self-
regulation of the profession is intimately tied to how errors are algsdstablishing the
bounds of morality for the professional community. But like Millman, Bosk’s
compelling distinction between technical errors and moral errors also psesrenof the
significant challenges of patient safety reform. With patientydiscourse, advocates
position medical error as both a technical problem and moral dilemma, direceagctes

toward the problem of error reduction and advocacy toward changing how respgnsibilit

is organized in delivery.

15 Bosk (1979), p. 171.
1% |bid., p. 181.
7 |bid., p.181.



Of course, the landscape of health care has changed remarkably sinceaMillma
and Bosk provided their vivid accounts of medical error in the 1970s. Advances in
biological research and medical technology make contemporary health caseydel
vastly more complicated than it was only a few decades ago. Medical niengsthat
were once unthinkable or impossible now offer promise for restoring and maintaining
health, but can also pose substantial risks to patients. The apparent tension between
progress and risk is one of the most compelling challenges confronting wealthy,
developed democracié$exemplified in advanced health care systems by the emergence
and rapid development of patient safety discourse. Despite significanioati@ihin
the health care industry, patient safety has not yet been extensivelygatesstiy social
scientists, though interest has been growin&ecent social science research on patient
safety has covered the dimensions of communication and tearfftbekrole of
narrative in patient safety reporting and learrfihtie significance of an organizational
culture directed toward patient saféfygnd worker participation in incident reportiffy.
While much of this work is intriguing, it tends to follow the lead of health care
researchers’ agenda on improving patient safety, rather than taking ancahafproach
more in line with Millman’s critical stance on health care organization ok’'8os

theoretical distinctions related to professional regulation.

18 See, for example, Beck (1992).

19 For support of this, see review articles by Idedema (2009) and Ovretveit (2009), both
from a special issue on patient safetyoctial Science & Medicingd (2009).

20 Hewett, et al. (2009); Kerr (2009); Whyte, et al. (2009).

L ledema, et al. (2006); ledema, et al. (2009); Waring (2009).

2 \Waring (2005); Waring (20GJ; Weiner, et al. (2008); Collins, et al. (2009).

23 Macrae (2008).



Given that social science research on patient safety is still inatscyfthere is
debate over how researchers should proceed. Vincent bluntly asks “do we approach
patient safety simply as critics or do we aspire to be contribuf8rd®t only raising the
guestion, Vincent implores social scientists to not only criticize, but also finsl tat/
research may actually contribute effectively to advancing patiestly$afOn the other
hand, Zuiderent-Jerak, Strating, Nieboer, and Bal claim that social scessesch needs
to shift from “uncovering barriers to implementation,” which would help promote
effectiveness of patient safety interventionsiuimpacking how patient safety is done and
which possibilities and problems this produc®sghich is essentially a critical
perspective on the patient safety project. Either side in this debate seesagjtealbn
the starting point (‘simply as critics’ versus ‘uncovering barriees)well as what should
be the goal of social science research on patient safety (‘contributonss venpacking
patient safety’). Since the field is still in formation, such discord is not unedgec

As this debate continues in a relatively new area of research for suerates my
approach to studying patient safety does not fall firmly upon one side, as etibal ori
contributory. Instead, | view this dissertation project as descriptive ofsthefrpatient
safety discourse, and historical in explaining how that discourse relates toxhatige
medical profession and health care delivery. | have not found any descriptorezhist
study of patient safety discourse that has been undertaken to explain the sigmifita
patient safety ideas in the context of changes to health care delivery and tb& medi

profession over the past couple of decades. To account for emergence and growth of

24 \incent (2009), p. 1779.
% |bid, p. 1779.
26 Zuiderent-Jerak, Strating, Nieboer, and Bal (2009), p. 1720.
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patient safety, | develop a history that explains how medical error repatient stories,
and organizational campaigns constitute a particular patient safedtyidiscwhich fits
within a broader story of the shifting character of the medical profeskiansense, this
project serves as an update to Millman and Bosk’s late 1970s work on medical error, but
in light of the contemporary patient safety reform movement, which has onlylyecent
become a topic of study for social sciefte.

Through a descriptive-historical study, | am accounting for the rise af lwh
describe as ‘the patient safety challenge,” which emerged and developdldeoseurse
of 1990s, gained prominence in the early 2000s, and now occupies a significant place in
health care reform efforts. Positioning medical error as a significard;nartging, and
entrenched problem in need of political and organizational attention, the patient safety
challenge is a discourse of reform. This reform discourse includes botemaie to
the medical malpractice model for understanding medical mistakes,|laswaalesearch
and advocacy orientation for transforming the organization of health care delivery
Resting upon a conceptualization of human error borrowed from research in psychology
and human factors engineering, patient safety reformers challenge lthechea
industry to take action to better manage medical error, and in so doing call fmra maj
transformation in health care delivery.

What is at stake in the patient safety challenge? While significantawiits
right, and discussed throughout the dissertation, the transformational orientation of

patient safety discourse is not only about challenging a particular conceptieticil

2" Though medical error has been a significant topic within health care tes@are at
least the early 1990s, the patient safety movement can be identified astakimgth
the IOM’s 1999 publicatioffo Err is Human
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error. As a discourse that promotes an alternative rationality for undenstzmd

managing medical error, the patient safety challenge also speaksi¢esiathe

medical profession over the last couple of decades. To tackle what they see as an
unacceptable problem, patient safety reformers recognize that the npedieakion will
have to change. For instance, leading patient safety advocates Luciarahddpen
Berwick state, “creating cultures of safety requires major chandeshiavior, changes

that professionals easily perceive as threats to their authority and auttfforiiis
recasting of professional behavior relies upon a unified rationality gogehneialth care
delivery — with medical error as a preventable risk, with patients as fzairtrtae

prevention of error, and with safety culture (along with system redessgime
organizational model for transforming health care delivery. These thijeechanges

are the subject of each substantive chapter of the dissertation (chaptexnpfelleav

the upcoming contributions and methods sections), and all contribute to the contemporary
remaking of the medical profession. While this chapter began with contrastingamedi
malpractice and patient safety in Barack Obama’s 2008 campaign matemdfeduce

the significance of medical error, that distinction will take a secon@éyuntil the next
chapter. As prompted by the research reviewed in this section, | turn now to looking at
what patient safety implies about changes to the medical profession, and bytioartoec

health care organization, over the last two decades.

28 Leape and Berwick (2005), p. 2387.
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Theoretical Contribution: Remaking the Medical Profession

“A theory of professions should be centrally concerned with the conditions
under which knowledge is produced and applied in ways that make a
difference for the life of others®

Within medical sociology, accounting for the rise and fall of medicine’s
professional dominance has been a central topic of inquiry and debate. Thistatiaserta
research seeks to contribute to that research by incorporating an ahalypimach,
derived largely from Foucault’'s concept of governmentality, which hate yet
extensively utilized in accounting for changes to the medical profession. sethisn, |
first provide a general overview of some major works and ideas in medicalbsgciol
about the rise and decline of the medical profession. Then, | provide some linksbetwee
the professions literature and Foucualt's ideas, mostly through the workgaiiM
Sarfatti Larson, in order to transition to the concept of governmentality. ygihall
explain how building further links between the professions literature and gosmetatity
studies, resting upon recent scholarship on patient safety by Justin Waring, €an bett
inform our understanding of the contemporary remaking of the medical profession,
illustrated throughout the dissertation by the case of patient safetynrefo

Sociological accounts concerning the status and power of the medical profession

can be traced to the profession’s heyday in the mitie2@tury. The legacy of Eliot

29 | arson (1990), p. 32.

%0 nitial guidance for this discussion of the status of the medical professioesdrom

Kevin M. Moseby's unpublished paper "The Sociology of Medicine, and the Sociology of
Biomedicine: Two Analytic Catogories Defined,” as well as from Marpmks, et al.
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Freidson’s work on the professions still plays a very strong role in how theahedic
profession is understood; in fact, the groundsifdyate are based upon concepts and
arguments first advanced by Freidson in the early 197&=sponding to the assumption
that the medical profession was defined by institutional altrdfdfreidson shifted the
sociological study of medicine to a more critical view of the professionordey to
Freidson, the concept of autonomy, defined as “control over the content and the terms of
work,”*? is the most significant factor in considering professional power. Accordingly,
Freidson argues, “The only occupation that is truly autonomous is medicine it¢elé It

the authority to direct and evaluate the work of others without in turn being subject to
formal direction and evaluation by them. Paradoxically, its autonomy is sustgitiesl b
dominanceof its expertise in the division of labot*” This dominance within the division

of labor gave the medical profession a vast amount of political power, of cuhidral a
social status, and of economic wealth, lasting throughout most of the middle decades of
the twentieth century.

How the medical profession came to attain such a privileged position has been
carefully described in Paul Starr’'s extensive history of the professian: déscribes
medicine’s unique power in this way - “among the professions, medicine is both the
paradigmatic and the exceptional case: paradigmatic in the sense thatofissions

emulate its example; exceptional in that none have been able to achieveuits sing

(1996), who review the debate over professional power to shed light upon 1990s medical
malpractice discourse.

31 Freidson (1974) and Freidson (19H).

%2 Talcott Parsons is the theorist most identified with this functionalist exjgana

3 Freidson (1976), p. 134.

% bid., p. 136.



14

degree of economic power and cultuaathority.”® According to Starr, “power, at the
most rudimentary personal level, originates in dependence”, such that “theqidine
professions primarily originates in dependence upon their knowledge and compétence
As a result of these definitions then, “professional authority can be defined,,ibypart
distinctive type of dependency condition — the dependence on the professional’s superior
competence® As with Freidson, Starr also asserts the power of the medical profession
as a result of the privileged status of its knowledge. Although accounting for thé rise
the medical profession from the laté"tt® the 28 century, Starr sees a profound change
underway as he describes the unfolding history of medical care. From the early 1980s
only a decade after Freidson’s publications on professional dominance, Starreeould s
the ‘coming of the corporation.” He describes the approaching shift asséhefrihe
corporate ethos in medical care,” a potential revolution that “is already one obsthe m
significant consequences of the changing structure of medical®are.

With this transformation on the horizon, the terms of debate regarding the
professional power of medicine began to radically shift in the 1980s, spawning arguments
that the medical profession was in a state of decline. Descriptions of profedsicime
came in various flavors - deprofessionalization, proletarianization, cortiatizand

bureaucratizatiot - emphasizing distinct but often complementary processes. Coming

% Starr (1982), p. 29.

% bid., p. 4.

37 1bid., p. 15.

38 Starr (1982), p. 448.

39 See Light and Levine (1988) and Haug (1988) for discussion of deprofessionalization;
Murphy (1990) for discussion of proletarianization; McKinlay and Stoeckle (1990) for
discussion of corportization; and Conrad and Schneider (1990) for discussion of
bureaucratization.
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toward the end of the 1980s, the major premise of each of these arguments was in
describing, and accounting for, the decline of the medical profession’s status amd powe
from its mid-century golden era. Also around this time, Abbott’s influential worken t
‘system of professions’ shifted attention away from the power of anigylart

profession and instead focused upon professional competition and jurisdictional battles
over control of work task®. He explains that “professions make up an interacting
system” such that “professions compete within this system, and a profesamméss
reflects as much the situations of its competitors and the system struatuteessthe
profession’s own efforts?* While Abbott does not focus upon the decline of medicine
per se, his thorough analysis places professions in competition within a syst&enjrg

the emphasis upon dominance of any particular profession. This systems pexspecti
along with the more explicit professional decline arguments from the late 108@s t

early 1990s, sets off a continuing debate over the trajectory of status and ptveer of
medical profession.

More recently, conclusions about the professional decline of medicine have not
relinquished, though with some qualification. Staking a claim for continued decline,
Leicht and Fennell observe that for medicine “there is plenty of evidence thiatl cont
over professional work is moving firmly in the direction of corporate and bureaucrati
control,” which is “driven by pressure for revenue generation, accountabilt tstdte,
and actions to avoid lawsuit§?” Scott and colleagues characterize the contemporary

health care environment as an “era of managerial control and market mediamism

“0 Abbott (1988).
“1 Abbott (1988), p. 33.
“2 Leicht and Fennell (2001), p. 14.
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which “beginning in the early 1980s, governmental policies shifted toward deregula
and a reliance on market forces, and large corporate groups entered the fieldntiidie c
value governing institutional practice during this perioeffgiencyof service

provision.”® Recognition that the so-called ‘golden age’ of the medical profession has
long since elapsed is now commonly obseffe&or example, Boyer and Lutfey

contrast the medical profession of the 1950s as having “Scientific and financial
autonomy; Professional dominance of physicians; Cultural authority of metwitie

that of the profession in 2009 as being characterized by “Decreased scandifi

financial autonomy; Physicians as “double agents” to patients and insurance @snpani
Erosion of public trust*® For a perspective outside of medical sociology, Burnham
confirms, in a review of medical history, that, “by the closing years ofabetieth

century, great social forces were shifting physicians somewhatfawayhe privileged
recognition that society had once accorded them,” so that “physician poogdssivere
particularly unhappy as their collective social position eroded with demeditati.*®
While not giving up completely on his concept of professional dominance, Freidson
would step back from the extensive reach that the idea once had, due to the various
arguments and observations noting the decline of the medical profession’s power and
status!’ Although dominance no longer provides an accurate description of the medical

profession’s status and power, Light warns against over-simplifying decicthenstead

3 Scott, et al. (2000), p. 22.

* McKinlay and Marceau (2002) make one such argument.

> Boyer and Lutfey (2010), p. S80.

6 Burnham (1998), p. 158.

" See Freidson (1994) for a collection of essays on reassessing the medsaiqn.
See Freidson (2001) for a continued reassessment amidst a general theory of the
significance of the professions.
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looks at power shifts as a pendulum swing among institutional 4€t@&een with such
gualifications, for a variety of observers, the medical profession does not haaenthe s
unified position of dominance and authority that it was once considered to have during its
height in the middle decades of thé"2@ntury.

In light of this direction of scholarship on the medical profession, it would seem
as though the patient safety challenge, in disclosing an epidemic of metditzddes and
guestioning the culture of medical practice, fits with the overall story oégsafnal
decline. On top of continual medical malpractice concerns — consider the growth of
defensive medicine - patient safety erodes practitioner control and automuegaiety
protocols are generally imposed with managerial guidance and under adnweistrat
pressures. With the contemporary status of the medical profession less hartain t
once was, the story of patient safety could also be told along the lines of professiona
decline. Such a story might be compelling when considering resistancewbutdtnot
completely account for the rapidly expanding field of patient safety, whichlbadeen
embraced by many in the medical profession. In a 2010 review of the professions
literature, Timmermans and Oh warn, “strong pressures do not necessalidythe end
of organized, professional medicine. Professions form political alliancesalias, and
then fight back in courts, the media, and at various policy levels. The ultimate t@up c
in these fights is that professionals have expertise that may keep patiients’ At a
time when the power and status of the medical profession has diminished frouh its mi

20" century peak, patient safety discourse encompasses a new field of knowledge

“8 | ight (2001).
*9 Timmermans and Oh (2010), p. S97.
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governing the organization of health care. Given its privileged expertisedrelivery,
the medical profession is not just forced to adhere to patient safety mandatss but al
actively constructs what those principles mean and how they will be pcattice

The main theoretical contribution of this dissertation research, then, is to explore
how a new form of knowledge, patient safety, contributes to the changing chardbeer of
medical profession, ultimately influencing the profession’s more recenmarelactive,
participation in health care reform. Keeping in mind Randall Collins’ commernttittisat
not the existence of knowledge that is crucial, but how it is socially organizetke
cue from Freidson as way of building this contribution. Freidson observed that “the
guestion of the influence of the knowledge and concepts of professions on human
consciousness and state policy has been given too little attention by setsofégin
coming to such a conclusion, Freidson cites the importance of Magali Larsok’smvor
professional knowledge, which brings together Foucault’s ideas on discourse with the
professions literature. Derived from Larson’s engagement with Fouchultdlupon
her work in establishing a stronger link between Foucault’s discourse analygieand t
professions literature, using the case of patient safety to investigatadpwiitical role
of the medical profession has recently changed, despite the assumed declirstabfishe
and power of the profession.

Often identified with her bookhe Rise of Professionalisimarson takes a

conflict-based assessment of the history of professions. She claim$éhatrigrgence

*0 Evidence of this is presented throughout the dissertation, but particularly in chapter 4,
which covers organizational patient safety efforts, such as lead by theashnd US

safety advocates, Dr. Lucian Leape and Dr. Donald Berwick.

> Collins (1990), p. 18.

>2 Freidson (1994), p. 7.
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of the professional model in the liberal phase of capitalism as the outcome ofca proje
tending toward market controt® In terms of how professionals secure power, for
Larson that “goes far beyond mere technical autonomy”, and instead “deones f
monopoly: a monopoly of competence legitimized by officially sanctioned “@gpgr

and a monopoly of credibility with the publig®” In other work, Larson would develop a
broader theoretical approach encompassing her earlier historicalisioélgsmpetence

and credibility, while asserting the added significance that knowledge pl#ysarizing
professions. Restating the quote that introduced this section, Larson proposes that, “a
theory of professions should be centrally concerned with the conditions under which
knowledge is produced and applied in ways that make a difference for the life of
others.® | take this statement as a guiding theoretical approach to patiegt-s#det

study the conditions under which patient safety knowledge is produced, and then the
ways that patient safety knowledge is applied — in order to develop an argumenhabout t
contemporary status of the medical profession.

The emphasis on professional knowledge is a major contribution of Larson’s
work on the professions. For example, Larson makes a connection between the
established concept of autonomy to her highlighting of professional knowledge as:
“autonomy, which has occupied a special analytical place in the sociology ofsproges
is justified in principle by the professionals’ claim of possessing aaew superior

knowledge, which should therefore be free of lay evaluation and protected from inexpert

>3 Larson (1977), p. 38.
> bid., p. 38.
> Larson (1990), p. 32.
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interference.® Overall, her perspective on the concept of profession is summarized in
the following extensive declaration:

Profession should be seen as a complex programme of research rather than

a readily usable and unproblematic conce&tucturally, profession is a

link between codified knowledge and practice, in a world of non-knowers

or of less knowing laity. As a structural link between the hierarchic

educational system and the hierarchic occupational order, profession seeks

in both orders institutional guarantees which only the state can offer.

Profession can thus become, structuralipeaterial link between the state

and the deployment of specialized knowledge in the civil sodigtyheir

structural characteristics, professions are a necessary part ireany ol

themodernstate. But this would be a state that resembles Foucault's

conception...: a state that equips society and is presented to all its citizens

as apositiveagency’’
In deriving guidance from Larson, my use of ‘profession’ is with the compldx a
contradictory aspects of the concept in mind, rather than assuming any ecedlyilale
applications of the concept. Patient safety knowledge is produced and applied with
complex and contradictory consequences for the medical profession. Still, the lend goa
of such an analysis is to investigate the connection that forms ‘betweenté¢hanstdhe
deployment of specialized knowledge in civil society.” With patient safetglibe
specialized knowledge developed in civil society, | argue how it has contfitoute
remaking the medical profession in line with recent political attempt$oatmi@g health
care. By the dissertation’s conclusion, | suggest that the medical poofessi
necessarily in complete unity but still with consistency, now has the opportunigyta pl
more active role in state interventions in health care delivery (notablysaFegli®rm).

Using Larson as a bridge between the professions literature and Foumaailytical

approach, the conditions of patient safety knowledge production, along with how that

*% | arson (1990), p. 31.
> Ibid., p. 44, (italics in original).
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knowledge becomes part of the medical profession through state interventionshin heal
care delivery, serve as the main theoretical contribution for the dissertati

That the concept of profession encompasses both conditions of knowledge
production (related specifically to patient safety) and a link to the statei¢h the
medical professions expanded role in health care reform) can be further ekplaine
through incorporating Foucault’'s concept of governmentality. Developed towanddthe e
of the 1970s, Foucualt’'s notion of governmentality provides a theoretical basis for
reassessing knowledge in the medical profession. Built around a series eSlectdr
unpublished works from late in his career, Foucault sketched out the historical
development of an analytically distinct ‘governmental rationality’ (or ggamentality’)
as “the institutions, procedures, analyses and reflections, the calculations and
tactics...which has as its target population, as its principal form of knowledgeagolit
economy, and as its essential technical means apparatuses of s&turtg.toncept of
governmentality places emphasis upon the ‘population’ as an object of study, and all the
forms of knowledge and techniques of intervention (such as risk assessment and
management) that are associated witf iln conceptualizing governmentality, Foucault
uses a unique understanding of power, theorizing, “the exercise of power consists i
guiding the possibility of conduct and putting in order the possible outcome. Basically
power is less a confrontation between two adversaries or the linking of one to the othe
than a question of governmefif."This notion of power is what Larson was referring to

in the above extensive quote about using Foucault’'s conception of the state. From this

*8 Foucault (1991), p. 102.
%9 Foucault (1994).
% Foucualt (1982), p. 221.
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notion of power (and related conception of the state), government is understood as “the
way in which the conduct of individuals or of groups might be directed: the government

of children, of souls, of communities, of families, of the sitk The concept of

‘government’ is fairly open since “it did not only cover the legitimately ttartied forms

of political or economic subjection, but also modes of action, more or less considered and
calculated, which were destined to act upon the possibilities of action of other,people
such that “to govern, in this sense, is to structure the possible field of action of 8thers.”
While the state is crucial in governing, the concept refers to all the waysich the

‘actions of others’ might be directed towards certain proscribed ends, though not
necessarily through coercih.

Later followers and interpreters of Foucault’'s ideas would elaborate orafbe m
aspects of governmentality, providing definitions and other applications of theptonce
Gordon describes how Foucault “proposed a definition of the term ‘government’ in
general as meaning ‘the conduct of conduct’: that is to say, a form ofyaafiviing to
shape, guide, or affect the conduct of some person or peféoB®an provides a similar
general definition of government “as the ‘conduct of conduct’ — the more or less
deliberate attempt to shape the actions of others or of on&séifitther expansion from
Gordon concerns how “a rationality of government will thus mean a way or sgstem

thinking about the nature of the practice of government (who can govern; what ggvernin

®l Foucault (1982), p. 221.

°2 |bid., p. 221.

%3 For more about the concept of governmental rationality and its relation tottheset
Lakoff (2005), p. 136.

% Gordon (1991), p. 2.

% Dean (1999), p. 198.
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is; what or who is governed), capable of making some form of that activity thinkable a
practicable both to its practitioners and to those upon whom it was praé&fisagddin,
in related terms, Dean explains government “...as an assemblage of praeticegjues,
and rationalities for the shaping of the behaviour of others and of oneself,” such that “our
study of government does not amount to a study of politics or power relations in general
it is a study only of the attempts to (more or less) rationally affect the cootothers
and ourselves® Dean then helpfully summarizes the theoretical approach - “An
analytics of government is thus a way of thinking about how we conduct ourselves and
others, and how we think about ourselves and others while we are doing this. It is thus an
attempt to gain clarity about the conditions under which we think and act in the
present.’® As will be shown throughout the dissertation, patient safety knowledge is a
form of governmentality — ‘a way of thinking about how we conduct ourselves and
others’ when it comes to medical errors, and ‘how we think about ourselves and others
while we are doing this’ when it comes to the organization of responsibility irhozet
delivery. If patient safety discourse has remade the medical professatrieast
attempts to do so, it is through a form of knowledge and advocacy that is focused upon
governing the conduct of physicians.

Governmentality, when matched with Foucault’s at-times related cootcept
probelmatization, provides an analytical approach to how patient safety discourse
constitutes changes to the medical profession — questioning how conduct in medicine is

both formally and informally, regulated. Using Collier and Lakoff's definition,

° Gordon (1991), p. 3.
" Dean (1999), p. 198.
%8 Ibid., p. 36.
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“Problematization is a term that suggests a particular way of argagziavent or
situation: not as a given but as a questfnFollowing Dean, then, a problematization
of government concerns the “calling into question of how we shape or direct our own and
others’ conduct® If we look at the recent history of patient safety with the analytical
guidance of problematizing government, | argue that patient safety ilydabout
guestioning the contemporary medical profession — specifically in terms bf wha
constitutes its professional culture and conduct — in order to the make the case for
transforming health care delivery, redistributing care responsibifitypailding an
overall improvement ethos. So what is at stake with the patient safety chaflenge i
guestioning of the profession that has the potential implication of remaking medicine
The questioning of conduct that is brought on by patient safety discourse disrupts the
profession’s conservative inclinations (such as was historically seen witlsgpoofal
dominance) and moves the profession toward pursuit of comprehensive health care
reform (albeit in an incremental manner).

By remaking the medical profession, in theoretical terms, | mean ‘prolkemgat
government’ of the medical profession. | ultimately argue that, in pratéicas,
evaluation of the medical profession has shifted through the incorporation of patient
safety knowledge, with the profession’s relationship to the state then taking actioee
role in health care reform. Professional dominance and decline assumes aparticul
concept of profession, resting upon a possessive conceptualization of power and a more

static notion of status. If the concept of profession, via Larson and then Foucault, is

% Collier and Lakoff (2008), p. 11.
O Dean (1999), p. 27.
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viewed from a different light — not in terms of evaluating a profession regarding
dominance or decline, but instead through ‘problematizing government’ as a way of
guestioning conduct in the profession — we can see how a new form of professional
knowledge has emerged and how the profession’s relation to the state has then shifted.
Patient safety discourse questions the culture and conduct of medicine that hatlatefine
earlier era and continues to this day despite observations of professionad.décli

seeking to reconstitute the profession with a revised politics of shared riedpgred

ethos of collective improvement, patient safety advocates attempt toad¢neak

profession by redefining its culture and conduct. | tell a story of how padifaty s
discourse remakes the medical profession in three iterations: how the conceptcaf medi
error has become an object of research and target for advocacy (discussed in zhapter 2
how patient stories of medical error transform both patients and providers (@apter

and how leading advocates and organizations attempt to change notions of culture and
responsibility in the organization of the healthcare workplace (chapter 43¢ Tiiree
dimensions together account for changes in the medical profession’s politcia rol

health care reform and the ongoing state interventions that result from recent
comprehensive legislation (chapter 5). At the end of the concluding chapter, | also
suggest where this project may be taken with future research, in hopes of building upon
the dissertation to construct a detailed history of patient safety discodrpeldits.

Before providing a brief preview of these arguments in each of the chdpiests

discuss the research methods used throughout the dissertation.
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Research Method: Text and Discourse Analysis

“Discourse is a practice not just of representing the world, but of

signifying the world, constituting and constructing the world in

meaning.”*

With the proliferation of discourse around medical error, safety and the
profession, the method I rely upon to investigate the patient safety chaleegeand
discourse analysis. Discourse analysis encompasses a very largerfielthofis from
both the humanities and social sciences. Influenced by the theoretical gwtlance
Foucault’s analytics of government, the methods that | employ in the digsedatnot
follow a strict methodological recipe. Instead, | rely upon a set of concepts asd tool
from areas of discourse analysis that utilize flexible, interpretiveadetogies. Given
my analytical emphasis upon the concept of governmentality, | draw upon the
methodological tradition of Foucault, as described by Dreyfus and Rabinow, but also
with general influence from Dean and Nade&ain addition to Foucauldian analytics, |
rely upon methodological guidance from Fairclough’s Critical Discourseysisaf In
this section | begin with general discussion of discourse, followed by atté¢otvard the
importance of interpretation and meaning in discourse analysis. Then, | look more
closely at Foucault’'s genealogical project and Fairclough’'salitiscourse analysis.
Finally I provide a description of the specific types of patient safety disedu

examined, in order to provide details as to how | conducted my analysis.

"L Fairclough (1992), p. 64.

"2 Dreyfus and Rabinow (1983); Also see Dean (1999) and Nadesan (2008) for other
discussions of methods that have been based upon Foucault’s concepts.

"3 Fairclough (1992).
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Though not encompassing all types, much of discourse analysis is inseparable
from the theoretical perspective that is taken. For studying languaget&ies this
general point emphatically as: “Method and theory cannot be separated, dedpité the
that methods are often taught as if they could stand alone. Any method of resaarch is
way to investigate some particular domain. In this case, the domain is languesge-i
There can be no sensible method to study a domain, unless one also has a theory of what
the domain is.* If method is derived from theory, then it also stands to reason that such
a perspective on discourse does not easily lend toward a formulaic method. &hairclou
expresses this notion by saying, “...there is no set procedure for doing discolysis;ana
people approach it in different ways according to the specific nature ofdjeetpas
well as their own views of discours€.”Thus, discourse analysis is a more open and
variable type of method, heavily dependent upon one’s theoretical perspective, topic of
study, and conception of discourse.

Given such methodological variance resulting from theoretical diffesefids
not surprising that the term ‘discourse,” and then subsequently ‘discourse ghatgsi
generally also given open-ended definitions. Avoiding a definition of discourse, Power
sees a “range of different and competing interpretations of what counscasrde.”
Speaking specifically about Foucault’s analytics, Mills also obseneegggen-ended
character of discourse, “The term discourse is not rooted within a largemsystully

worked-out theoretical ideas, but is one element in Foucault’'s work. This lagsteds

" Gee (1999), p. 5; See also Edwards and Potter (1992), p. 11 for a similar discussion in
the shift to discursive psychology.

’> Fairclough (1992), p. 225.

® Power (2000), p. 105.
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sometimes causes difficulty for theorists and may be one of the reasoiietbatre so
many different definitions of the term discourse, and so many modifications of the
meaning of the term. However, this lack of general system is also whas foalke
certain flexibility when theorists are trying to use Foucault’'s worlt tthiinging social
circumstances” While such lack of precision may be considered a weakness, Mills
points out the advantage that comes with a methodological flexibility of not bethtpti
fixed terms. Nonetheless, Mills does derive a working, though loose, definition as:
“Discourses are sets of sanctioned statements which have some instisdtf@ice,
which means that they have a profound influence on the way that individuals act and
think.””® She goes on to clarify, “What constitutes the boundaries of a discourse is very
unclear. However, we can say that discourses are those groupings ofrdatenieh
have similar force — that is, they are grouped together because of someansfituti
pressure, because of a similarity of provenance or context, or because they siatilar
way.””® This notion of discourse as having ‘institutionalised force,” despite unclear
boundaries, is what drives my approach to studying patient safety discourse. In
reviewing statements in technical reports, medical error narratives, gandzational
campaigns, | have identified claims and concepts that amount to ‘instituteahtdise’ -
efforts to influence a shift in professional conduct of medicine, based upon principles
promoting patient safety.

Fundamental to understanding how the term ‘discourse’ gets used has to do with

assumptions about language — that talk and text are constitutive of realitythather

" Mills (2004), p. 15.
8 bid., pp. 55-56.
9 Ibid., pp. 55-56.
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purely representational. For example, Wood and Kroger state, “the majorpdss of
discourse analysis is that the phenomena of interest in social and psycholsgaadire

are constituted in and through discoure Fairclough offers a similar rendering as
“discourses do not just reflect or represent social entities and relationsotistsuct or
‘constitute’ them; different discourses constitute key entities (be thegtahillness’,
‘citizenship’ or ‘literacy’) in different ways, and position people in differeays as

social subjects (e.g. as doctors or patierits)Fairclough and Wodak expand upon the

idea of constitutive in proposing the dialectical nature of discourse as, “...socially
constitutiveas well as socially shaped: it constitutes situations, objects of knowledge, and
the social identities of and relationships between people and groups of people. Iti
constitutive both in the sense that it helps to sustain and reproduce the social status quo,
and in the sense that it contributes to transforminff itX’s discourse constitutes objects

and concepts, along with being shaped by them, the methodological approach to language
must necessarily be flexible to account for such a dynamic process. An engohiee
constitutive significance of discourse offers a contrast to more traditesedrch
perspectives, which Wood and Kroger describe in terms of three major shiftsoth a
distinction between talk (discourse) and action to an emphasis astatkion, (b) from

a view of talk (discourse) as a route to internal or external events or eotiies

emphasis on talk as the event of interest, and (c) from a view of variabilipresus

feature of action to an appreciation of variability both within and between pé&dple.”

8 Wood & Kroger (2000), p. 4.

8 Fairclough (1992), pp. 3-4.

82 Fairclough and Wodak (1997), p. 258, italics in original.
8 Wood & Kroger, (2000), p. 4, italics in original.
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With patient safety reform, | look to talk of safety and error as the cenitradglforce in
efforts at reforming health care delivery and remaking the medical prafiesDiscourse
does not just represent such efforts, but actively constitutes them, whilesattbg¢ime
being shaped by the shifting political and cultural environment.

With the constitutive significance of language as discourse, interpretatd
meaning play central roles in discourse analysis. Connecting definition to meaning
Torfing theorizes how, “a discourse is a differential ensemble of signifgiqpgesces in
which meaning is constantly negotiatéd such that “all actions have meaning, and to
produce and disseminate meaning is to &ctairclough also draws upon meaning in
reiterating that “discourse is a practice not just of representingdhd, wut of
signifying the world, constituting and constructing the world in mearfthg@peaking of
Foucault’'s work, Dreyfus and Rabinow find that “the more one interprets the more one
finds not the fixed meaning of a text, or of the world, but only other interpretations.
These interpretations have been created and imposed by other people, not bydhs natur
things.”®” The lack of fixed meaning justifies an open and variable approach to
discourse, so that, methodologically, “the resulting interpretation is a ptiaglya
guided reading of the coherence of the practices of society... yet it is eaneeb
method.®® While not explicitly addressing discourse analysis, McCarthy derives the

implications that a focus on meaning and interpretation has for method:

8 Torfing (1999), p. 85.

% Ibid., p. 94.

8 Fairclough (1992), p. 64.

87 Dreyfus and Rabinow (1983), p. 107.
8 |bid., pp. 124-125.
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interest in the problem of meaning is linked to a methodological

framework that is neither causal nor explanatoryseatiotic The

semiotic study of culture is directed toward the study of symbolic and

signifying systems through which a social order is communicated and

reproduced. These signifying systems and social practices are what make

up a culture and its structures of mearfihg.

Examining patient safety discourse is thus a project in examining the pootdssilture

of medicine, exploring the problem of meaning through interpretation of such concepts
and practices as medical error, patient stories, and patient safety atigasiand

campaigns. Citing Clifford Geertz’'s famous assertion, McCarthy elsgsothat the

analysis of culture is “not an experimental science in search of law butgprative one

in search of meaning® By interpreting discourse, | am in search of the various

meanings of patient safety ideals, in order to explain how such concepts and claims
problematize the medical profession, and through that questioning then work to constitute
a new form of conduct and culture in medicine.

From these considerations about discourse, along with the significance of
interpretation and meaning, | supplement a mix of Foucauldian genealogigaisnal
with Fairclough’s Critical Discourse Analysis. In rather direchias, Dreyfus and
Rabinow exhort what the genealogist does and does not do:

The genealogist does not seek to discover substantial entities (subjects,

virtues, forces) or to reveal their relationships with such other entities.

Rather, he studies the emergence of a battle which defines and clears a

space. Subjects do not first preexist and later enter into combat or

harmony. In genealogy subjects emerge on a field of battle and play roles,

there and there alone. The world is not a play which simply masks truer
reality that exists behind the scenes. lItis as it appears.

89 McCarthy (1996), p. 20, italics in original.
0 Geertz (1973), p. 5 [quoted in McCarthy (1996)].
%1 Dreyfus and Rabinow (1983), p. 109.
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Similarly, | do not assume that patient safety discourse masks ary redle
uncovered. The discourse constitutes subjects who behave, with practices thatrfollow, i
terms of patient safety. Thus it can also be said that “instead of origins, hiddemgse
or explicit intentionality, Foucault the genealogist finds force mhatworking
themselves out in particular events, historical movements, and hi$tohy.the
following chapters, | look to identify what those particular events or hisloric
movements are that construct the patient safety project, as it emeiged #90s and
develops over the past decade. Recalling the methodological flexibilitycoldse
analysis, Tamboukou explains that, “Foucault’s genealogies do not offer methodological
‘certainties’; they persistently evade classification, but they dowage and inspire the
making of new questions to interrogate the truths of our wétldUltimately then,
according to Dreyfus and Rabinow, “drawing from these disparate components, one
seeks to establish a set of flexible relationships, and merge them into aapipgiatus in
order to isolate a specific historical probleff.In terms of genealogical analysis, |
investigate the relationship among concepts and subjects that play out througtathe b
field of patient safety discourse, in order to identify discussions of the problem of
professional conduct in medicine.

However, this endeavor is not strictly a genealogical project, as | boyd only

describe the emergence of patient safety but also derive a sense of tiendaret shape

%2 Dreyfus and Rabinow (1983), p. 109.
% Tamboukou (1999), p. 215.
% Dreyfus and Rabinow (1983), p. 121.
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of power relations that the discourse constriittBor that effort, | draw upon
Fairclough’s Critical Discourse Analysis (CDA) to supplement Foucaaldnalytics.
Not an uncomplimentary pairing, it is clear that Fairclough draws from Fducual
statements such as: “the immediate origins and motivations of change in theidésc
event lie in the problematization of conventions for producers or interpreters, which can
happen in a variety of wayS> Day Slater also notes the affinities between Foucault and
CDA when it comes to the linkage between power and discourse: “for [Foucault], power
is not confined to institutions or to the powerful, and does not act just to repress, but is
multiple and productive and dispersed across a range of discursive sites silxéscur
structures therefore act to express, legitimate and maintain parpowar relations.
But discourses cannot, ultimately, be determining, as they are alway$asoopen to
contest and change, and oppositional discourses can and do emerge to challenge the
dominant and privileged one’” It is in the connection between power and discourse,
specifically from any oppositional discourses that arise, which links Fouoahk work
of prominent CDA scholars like Fairclough.

| follow in the path of CDA by subscribing to the notion that “describing
discourse as social practice implies a dialectical relationship betwssetiaular
discursive event and the situation(s), institution(s) and social structuta¢$) frame
it.”% This assertion is qualified by saying, “it is important that the relatipriztiveen

discourse and social structure should be seen dialectically if we are to avpitdfiatfeof

% This comes to fruition in chapter 4, about redesigning control in the healthcare
workplace, and chapter 5, with discussion of the politics of healthcare reform.

% Fairclough (1992), p. 96.

" Day Slater (2000), p. 131.

% Fairclough and Wodak (1997), p. 258.
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overemphasizing on the one hand the social determination of discourse, and on the other
hand the construction of the social in discourSeA&s a result of such a dialectical
discourse analysis, the broader implications concern how “CDA sees itself not as
dispassionate and objective social science, but as engaged and committed” but which
“does not imply that CDA is less scholarly than other research: standardsfaf,ca
rigorous and systematic analysis apply with equal force to CDA as to other
approaches™ Like the CDA approach, | am committed to understanding the dialectical
relationship between discourse and social structure when accounting for thegadieignt
challenge. As a cautious observer, | see that patient safety holds both @Enodnpseil
in its connection to remaking the medical profession. | hope that the outcome of this
research can actively participate in debates over the direction of jpwofdssare
throughout the contemporary reform wave of the American health care system.

Based upon these guiding methodological influences in discourse analysis,
specifically from Foucault's genealogical approach and Fairclough’, @i2 specific
way in which | analyzed patient safety discourse now follows. Overall, tjugitp@f
my research material is written text. | placed these textual documehtse (not
mutually exclusive) categories that comprise patient safety discqlyseientific-
technical discourse (for example, research reports on medical erroppp{#ar-ethical
discourse (for example, media narratives of patient injury), and (3) policyepblit
discourse (for example, organizational advocacy campaigns). Though not exclusive to

each chapter, the scientific-technical discourse tended to structurerchapt the

% Fairclough (1992), p. 65.
19 Fairclough and Wodak (1997), pp. 258-259.
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shifting concept of medical error; popular-ethical discourse guided clgaptepatient
stories; and policy-political discourse informed chapter 4 on safety culture
standardization in the health care industry. Recalling Mills, “discoursesinaly
written text aims to make explicit those implicit norms and rules for theéugtion of
language.*** Thus, | extracted repeated notions, arguments, sentiments, premises and
assumptions from these documents, trying to make explicit the norms and rulesrdf pati
safety discourse. In making sense of patient safety discourse, @ @@adsal to bring
forth those ideas that underlie explicit statements, but which are neciesghey
discourse to bear logical coherence and consistency. Getting at suchtimplici
assumptions can be tricky, but | have tried to call attention to them wherevibigaoss

As a supplement to the documents collected, | also conducted some participant
observation, along with informal conversational interviews. This supplemental data
collection was somewhat more limited in scope compared to the document analysis
However, | did attend the 2007 National Patient Safety Foundation Annual Congress in
Washington, DC (reported mostly in chapter 4). There | attended various moééss
panels, and observed patient safety presentations, and conversed with some attendees and
exhibitors in the exhibit hall (the bibliography lists the panels that | atndnformal
conversations with local contacts at the UCSD School of Medicine, and Scripps
Healthcare System, also provided general direction for my analysis.

There is a vast amount of patient safety discourse, but the most prominent voices
and texts became apparent based upon repeated reference over time and amuess vari

sources. Over the course of nearly four years, | searched for matlatdsl to patient

191 Mills (2004), p. 124.
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safety and medical error, coming to observe those documents and names that get
mentioned over and over (reports such as the Institute of MedidiadZsr is Human
for example, is mentioned in nearly every discussion of patient safety, and ranes |
Don Berwick and Lucian Leape are ubiquitous). Other key perspectives on pafeeynt s
for analysis would include: researchers and policymakers in the field df lceadt
guality; patient safety advocates; patients who were victims; patiety saganizations
and advocacy groups; state and federal government health and welfaiesag8oarces
for these figures include: reports and scientific articles; policymtaits; media
accounts; presentations, websites, pamphlets of organizations; governmentaindecume
From these perspectives and sources, | created lists of prominent momentgdompil
analytical terms as discursive shifts, which constitute a conceptuatitaradout error
and safety, establishing the contours of discourse on patient safety. To afialyze
documents, | did close reading, took notes, re-read, pulled out significant quoted, re-rea
and then organized quotes based upon themes that help construct a historical description.
Ultimately this method helped to build a theoretical case for the remakingfesgional
conduct as exemplified in patient safety discourse.

The analysis of patient safety discourse is used to present a narrative of the
politics of patient safety, particularly related to how the debate overab&epr of
medical error is both questioning and redefining the medical profession. Aactrdin
patient safety advocates, the health care industry needs to undergo a massive
transformation - from a traditional culture of secrecy and mistakes to a tiewt gafety
culture of openness and learning. Resting upon an ideal of safety improvement, a

discourse of patient safety has become ubiquitous in health care, referersgatdrio
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nearly any issue that can be connected to questions of safety. Based upon the overall
theoretical review and methods of discourse analysis, the following chaptemgrevie
provide a brief account of how a new discourse emerges in health care, the ways that w
see it substantiated in public documents, and how certain consequences (unintended or

not) follow from such a novel field of discourse.

Chapter Previews - risk, narrative, & safety culture

Chapter 2 — Redefining the Concept of Medical Error

Out of the medical malpractice insurance crisis of the 1970s, the California
Medical Insurance Feasibility Study (MIFS) was the first syatemattempt to assess the
statistical rate of medical error. Taking guidance from the MIFS, the robuost
Harvard Medical Practice Study (HMPS) garnered broader nationali@ttémt the
study of medical error, at least within the field of health care researchy dse
dissemination in the prestigiotew England Journal of Medicinél'he watershed
moment for awareness of medical error, though, came from the US Institute of
Medicine’s (IOM)To Err is Humarreport. Published in late 1999, the IOM’s
groundbreaking report marks a significant turning point in the development of the
movement for patient safety. This report, along with the publicity it receiveddedy
credited with securely placing patient safety on the agenda of any (ap)l lee@lth care
organization. Much of the attention and fervor circling the IOM report resultsifsom

most famous statistical assertion, an estimate of between 45,000 and 98,000 fsmerica
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deaths every year as a result of preventable medical mistakes. lfeogethe power

and publicity of that number, the problem of medical error, and the developing patient
safety movement, would jump from the confines of a relatively narrow heaéth car
constituency to a prominent spot on the national health care reform agenda. Sttrting w
the MIFS in 1977, advanced by the HMPS in 1991 and culminating in IOM reports of
2000 (and also of 2004), | explain how the risk-based understanding of medical error
came about, both challenging the liability model of medical error and fortménigasis

of the patient safety interventions discussed in subsequent chapters. As the upper
estimate of the annual number of US deaths due to medical error, ‘98,000’ is repeated
again and again in nearly any discussion of patient safety. As a method from 1977
inspired a study in 1991 that is eventually made popular in 2000, this chapter follows the
circuitous path of how medical error is redefined, from an object of risk réaseaac

target of policy reform, through the discourse of scientific-technical iport

Chapter 3 — Narratives of Patient Tragedy and Empowerment

Where is the patient in the story of medical error and patient safety? \Wieen gi
a spotlight by the popular media, patient tragedies bring significant pulelitiatt to the
concern over medical error. One of the most well known stories of patient tradledly is
of the Boston Globe Health reporter Betsy Lehman, who died in 1994 from an accidental
overdose of a chemotherapy drug. Adding to the shock of a deadly error happening to a
health reporter and highly-educated patient, was the fact that the mistakedatwone
of the most respected hospitals in the nation, the Dana Farber Cancer Instingom B

Tragedies such as Betsy Lehman’s death are a stark reminder that exedrda a not
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only a technical problem understood in terms of research reports and statisics)|smut
one of patient tragedy and public response. Besides Betsy Lehman’s deatigpites c
also reviews the medical error narratives of Sorrel King, who lost her galgisie to a
series of medical errors at Johns Hopkins (Baltimore) in 2001, as well as the Actor
Dennis Quaid, whose newborn twins narrowly survived an accidental overdose of a
blood-thinning drug at Cedars Sinai (Los Angeles) in 2007. Although patient deaths
from medical error have not translated into a massive patient-led movemeantt pati
stories and advocacy are linked, through the stories of Lehman, King and Quaid, to the
prevention politics of the patient safety reform agenda. Patients are takorg active
role in national (and even transnational) patient safety advocacy, and | dxplore
medical error narratives imagine the patient role as not simply a paggiue of error

but rather as an active agent for change. In collaboration with patietyt sgberts who
also argue that patients themselves are among the best safety adBuwrate&ing and
Dennis Quaid each share their transformational story, told to promote the atgoate

patients are fundamental partners in the prevention of unnecessary harm.

Chapter 4 — Work System, Safety Culture, and the Reorganization of Medical Work
Facing pressure from such sources as the IOM’s rousing report and media
coverage of patient tragedies, a series of health care advocacy canepaggged to take
the lead on patient safety - setting priorities, goals, and further shapipagtitiet safety
reform agenda. Among the massive field of health care advocacy organizations, the
National Patient Safety Foundation (NPSF) and the Institute for Healtingarevement

(IHI) are the two main organizational players in US patient safety advodadlge wake
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of the IOM report, both organizations launched extensive campaigns to raise gawarene
and garner support for the patient safety cause, including the inauguration &Ské&N
annual meetings and the commencement of the IHI's 100,000 lives campaign. Promoting
these advocacy campaigns are leading figures such as Lucian beldperald Berwick,
who disseminate a growing science of patient safety and quality improvemestify

and rationalize the massive (attempted) changes such initiatives bringnaihuthe

health care industry. The NPSF and the IHI push an organizational commitmeptyo saf
cultures in the health care workplace, along with the complementary ideagfidgsi
safety systems, as the major methods for reducing the risk of medicalredromiting
patient harm. Outside of the US, the World Health Organization has gotten involved by
forming the World Alliance for Patient Safety, which seeks to spread the gedssa

health systems across the globe. For any of these advocacy efforts, an bogahiza
culture committed to safety, a recognition of the inevitably of human error, anficspec
techniques such as reporting systems are all asserted as necesgpy ttferhealth

care systems, along with the medical profession, must take for patiegt 3Afigtin the
health care workplace, a tension between individual accountability and system
improvement belies the assumed easy implementation of a standardizedisafety c

As a force of consensus-building, patient safety advocacy campaigns havedhefef
institutionalizing a conception of medical error as an urgent risk. Particulaen

pushing for an alternative politics of responsibility, these campaignsseessisure the
health care industry to reorganize work culture and organization towards the goals of

patient safety (and quality improvement).
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Chapter 5 — Patient Safety and Health Care Reform

In a brief concluding chapter, | consider how my discussion of medical error and
patient safety encompasses broader health care reform by returning totbgdhle
argument about the remaking of the medical profession and its relationship to the state
Beginning with an overview of some important ways that patient safety hasdenter
health care reform at the federal level, | then contemplate how the link bepatent
safety and health care reform matters for remaking the medical poofegsmidst
remarkable advancements in medicine over the last decade, the politicalalebate
guality and safety has potentially arrived at a significant moment of trameion.
Though it remains to be seen how major this transition will be in the coming years, a
conceptual and organizational shift in the delivery of health care, as witngstbed b
story of patient safety, is already under way. With high stakes in the thizdbealth
care delivery takes in the next decade, the medical profession has become more
collaborative regarding comprehensive reform, through the discourse of pateyt s
and quality, to join the federal government in reorganizing American medieal car
Finally, at the end of this concluding chapter, I look to what the future holds — both for
the ongoing politics of patient safety and for an expansion of this project. At the
conclusion, and in pursuing future work, | suggest that the federal government and the
medical profession have a shared interest in advancing patient safety atyd qual
improvement. For the government, this comes through as an avenue for reform and for
reducing health care costs; while for the profession, it provides a way to bésbsta

social position that has been undermined by managed care.



CHAPTER 2 —
From Risk to Reform: Changing the Concept of Medical Error

The public has been led to expect that doctors ‘do good,” and when they
don't, it is because of personal negligence or bad practice. The public
(and even much of the medical profession) has not been sufficiently
educated to realize that there is some measurable risk in every medical
intervention, and when that risk is spread over thousands or millions of
persons subject to intervention, it results in countable numbers of
individuals paying the whole price for the benefit provided to the larger
population’?

--Gelfand, Quoted iMedical Insurance Feasibility Study977

...at least 44,000 Americans die each year as a result of medical
errors...the number may be as high as 98,000. Even when using the lower
estimate, deaths due to medical errors exceed the number attributable to
the 8"-leading cause of death. More people die in a given year as a result
of medical errors than from motor vehicle accidents (43.458), breast
cancer (42,297), or AIDS (16,518)

--From the preface of the IOM®o Err is Human 2000

From the late 1970s to the early 2000s, the conceptualization of medical error
underwent a significant change. ‘Countable numbers’ of deaths from medical esror wa
not known in the late 1970s, as the quote above argues that error should be considered a
necessary risk for the benefits of medical intervention. By the early 200@sjgtitthe
exact toll was still not precisely known, estimates painted a shockingepadtup to

98,000 annual US deaths due to medical éffoEspecially when matched with stories

192 Gelfand, H.M. quoted in Medical Insurance Feasibility Study (1977), p. xiii Gatigi
source -Sciencel95:728-9, 1977).

193 |nstitute of Medicine (2000), p.1.

194 An April 2011 report estimates the rate to be even higher than what was used to
calculate the 98,000 statistic. See Classen (2011).

42
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of individual tragedy®® statistical estimates of error mortality garnered widespread
publicity, marking the emergence of a safety and quality challenge tacgioy of
‘acceptable risk.” Over the course of about two decades between the above quotes, the
concept of medical error shifts from being described as an acceptablemskiictl
intervention to a target of reform policies centered upon prevention.

In this chapter, | explore this transition in understanding of error in medicine, as
witnessed by analyzing influential reports on medical error. The Mddmalance
Feasibility Study, published in 1977, takes a tempered response to its findings on the rate
of error, with an interpretation that risk is inseparable from medical imtove Over a
decade later, the Harvard Medical Practice Study, published in 1991, would come to
mostly similar findings on the rate of error, but with a distinct interpogtaf pursuing
risk reduction and establishing an agenda of further research on error prevehgaith
care delivery. Attention toward medical error, though, is most prominently dedrtec
the US Institute Of Medicine’$o Err is Humarreport, released in late 1999 and
published in early 2000. With the famous statistic of 98,000 annual deaths attributable to
error, the conventional story in health care marks the Institute of Medicine asport
watershed, when medical error became an issue of national public concern. The report
however, actually represents the culmination of a shift toward thinking aboutainedic
error in terms of risk reduction and error prevention. Over the course of these thre
reports, medical error becomes an object of research and policy, formiriget gistient
safety discourse that challenges the medical malpractice systemfiagemigfadversarial

and ultimately counterproductive for ensuring medical care is safe.

195 patient Stories are discussed in the next chapter.
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Patient safety discourse shifts medical error outside of a strict ahédhality
model, instead conceptualizing error as preventable and subject to collective
interventions. Whereas the malpractice system views mistakes as meghdesubject
to financial restoration, patient safety discourse instead describesasioevitable
byproducts of a complex system that should instead be subject to preventivees\&asur
mitigating harm. A keystone in the development of patient safety discoursedaas t
with creating a conceptual space outside of the malpractice system éostamding
medical error, which is accomplished through scientific-technical repat€onstruct
error as a distinct object of research and preventive intervention. Pateipt a8 a
growing field of health care research and reform, offers another avénnees
complimentary but ultimately in competition, for the understanding of medical €fhe
conceptual change in medical error is significant not only for challgngemdominance
of the medical malpractice system, but also sets the stage for how thelpexfession
is remade (which becomes more apparent in the following chapters).

From an analysis of scientific-technical reports on medical error,drchi@pter |
construct a history of how medical error was transformed into an object ofctesaalr
target for prevention policies. Starting with the Medical Insurance Fetgs8iudy in
1977, advanced by the Harvard Medical Practice Study in 1991 and culminating in
Institute of Medicine reports of 2000 and 2004, | explain how medical error came to be
understood in terms of risk and eventually as an objective for reform in health care.
Much of the shift from risk to reform is derived from the power of a number. As the
upper estimate of the annual number of US deaths due to medical error, ‘98,000’ is

repeated again and again in nearly any discussion of patient safety, $enioas by
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staunch advocates of quality assessment to casual mentions by neutral obséreers
media. As a method from 1977 inspired a study in 1991 that is eventually made popular
by the IOM in 2000, this chapter traces the circuitous path of how that prominent number
came to be constructed. Ultimately, following the reports in this way showsdiety s
advocates and reformers attempt to convince both the public and policymakers that
medical error is a serious risk that will require transformationalmetirhealth care

delivery. To tell this story, | begin with a brief review of research dn(akng with

some on classification), which will serve as a theoretical guide folafestudies of

three medical error reports that take up the bulk of the chapter, before foradluding

with a discussion that both compares the three reports and assesses theaursigridir

establishing a broader discourse on patient safety.

Risk and Medical Error

The modern ideologies of prevention are overarched by a grandiose
technocratic rationalizing dream of absolute control of the accidental,
understood as the irruption of the unpredictable. In the name of this myth
of absolute eradication of risk, they construct a mass of new risks which
constitute so many new targets for preventive interventfon.

The proliferation of risk has been a significant historical development, leading
scholars to examine risk as its own area of study. As noted by Castels in the abeye quot
the relationship between risk and preventive intervention is an uneasy one, as the

‘modern ideologies of prevention’ seem to constitute the very risks that tHejosee

196 Castels (1991), p. 289.
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manage. This chapter focuses upon changing ideas of medical error, on one level in
terms of what error is but more fundamentally for how conceptions of errar telat
conceptions of risk. How error is defined and counted rests upon assumptions about the
role of risk in medicine. | argue that the three reports reviewed oveouingecof the

chapter signify a transition in the relationship between the concepts of miraosla As

a theoretical guide for analysis of the case studies, in this sectiaw Lgon major

theories of risk, especially interested in how risks are treatedad'soréconstructed.’

One framework for studying risk has been derived from Foucualt’'s work on
governmentality and biopower, which provide a theoretical basis for later work
specifically on the concept of risk. Built around a series of lectures, interaigivs
unpublished writings from late in his career, Foucault sketched out the historical
development of an analytically distinct ‘governmental rationality’ (or gamentality’)
as “the institutions, procedures, analyses and reflections, the calculations and
tactics...which has as its target population, as its principal form of knowledgegolit
economy, and as its essential technical means apparatuses of sétufitigéussed in
more detail in the previous chapter, Foucault’s concept of governmentalitysbdseah
influential in spawning a tradition in Risk Studies that places emphasis on itnesvair
forms of knowledge employed to study populations. Descending from his emphasis on
governmental rationality and populatiti subsequent historical work by other scholars

continued with more specific reference to ri&k.For example, Hacking traces the rise of

197 Foucault (1991), p. 102.

198 Egucault (1994).

199 |n addition to governmentality, Foucault's concept of ‘problematization,” understood
as “what has made possible the transformations of the difficulties and obstaxles of
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statistical thinking in the f9century, as the so-called ‘avalanche of numbers’ provided
the basis for determining risks related to crime, accidents, and p&¥e8yatistical
techniques formed an essential basis in calculating risk for the purposes aféasura
Ewald’s terms, insurance is a ‘technology of risk’ - the central poltigcdinology for
the early 28§ century development of social welfare modétsAccording to Ewald,
risks are not given, but are constituted through an historical process of knowledge
construction, political intervention and economic justificafithBased upon risk
sharing over the population, welfare policies expanded over the flidez@ury with the
rise of actuarial techniques, which Simon argues has had lasting ideological
consequences® More recently, Rose has argued that we find ourselves in a phase he
calls ‘advanced liberalism,” a governmental rationality that asgertgrimacy of market
mechanisms, leading to more privatized notions of fiSkRenaming a similar shift as
‘prudentialism,” O’Malley asserts that a new combination of actuaribhtqaes is
forming, such that a collectivized risk model is losing ground to a privatizetf'dne.
Reviewing the governmentality approach to risk, O’Malley summarizeés tha

“...risks are not regarded as intrinsically real, but as a particularrwaliich problems

practice into a general problem for which one proposes diverse practical sglusions
also related (and discussed in chapter 1). For more on problematization see Foucault
(1994), p. 118; and Collier, Lakoff, et al. (2004).

10 Hacking (1991).

111 Ewald (1991).

12 bid.

113 Simon (1988).

114 Rose (1996).

115 O0'Malley (1996).
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are viewed or ‘imagined’ and dealt with:® With more detail, Dean offers this
explanation of how governmentality theorists conceive of risk:

There is no such thing as risk in reality. Risk is a way — or rather, a set of

different ways — of ordering reality, of rendering it into a calculadenf

It is a way of representing events so they might be made governable in

particular ways, with particular techniques, and for particular goals.alt i

component of diverse forms of calculative rationality for governing the

conduct of individuals, collectivities and populatidns.
Taken together, governmentality theories provide a framework for understameling t
emergence of new rationalities governing risk. According to Silbey, ot diey
perspectives within this disparate field of work, “embracing risk mear®taeeive and
address social problems in terms of risk® Once something is understood in terms of
risk then that leads to specific ways of managing it in terms of risk. In cotatras
malpractice reform (which is associated with tort reform), patieetyseéform assumes
medical error as a risk, which then organizes solutions through prevention policies. Fr
the perspective of governmentality theories, the history of patient safeiges an
example of the social construction of risk, with ways of thinking about the problem as a
risk (such as statistical rates of error in patient populations), and theig sgttivays for
managing it in terms of prevention (such as reporting systems that morowr err

In contrast to the constructivist perspective of Governmentality theaibey

theoretical approaches do in fact regard risk as more ‘intrinsically @arman

1% 5'Malley (2008), p. 57. For an extended analysis of the theories and methods of the
governmentality approach, with a chapter on risk, see Dean (1999a).

7 Dean (1999b), p. 131.

118 Sjlbey (2009), p. 345.
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Sociologist Ulrich Beck has advanced one of the most well known realist posttions.
According to Beck’s influential ‘Risk Society’ thesis, social organarath the 28

century has become increasingly structured based upon responses to veryatsabthre
humanity, such as nuclear war and environmental degradation. Beck asserts the
provocative claim that risk has eclipsed traditional categories, suchsasinlarganizing
politics and society’® Joined in part by British sociologist Anthony Giddens, Beck has
also developed the concept of reflexive modernization, claiming that risks are an
inevitable condition of complex, modern technological systémahus, risks cannot be
eliminated, but rather must be acknowledged as inherent consequences of these syste
From the perspective of American Sociology, Perrow and Vaughan put forth argument
with similarities to Beck and Giddens’ reflexive modernization, in writing aboutriskv
becomes normalized — as an inevitable product of complex organizations for Bedow
as result of organizational culture for Vaughan. Despite best intentions, acdording
Perrow complex organizations (many disparate, specialized parts make umptae w

with tight coupling (close connection between parts or events in the organization) canno
completely assure that an accident will not happen. Perrow’s anatgsigpts to

prioritize acceptable risks, thus allowing for some choice in how to mitigatedhty

and inevitability of system accidertS. Vaughan's research traces how the

‘normalization of deviance’ in NASA'’s organizational culture resulted in tloesoha to

19 This separation between, roughly, Foucault-influenced risk theories and Beck-
influenced risk theories is confirmed in Dean (1999b). For an expanded discussion of
comparing a broader range of theories of risk, see Zinn (2008).

120 Beck (1992).

121 Beck and Giddens (1994).

122 perrow (1984).
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launch the Challenger, when risk was known to exist. Vaughan shows how work culture
can lead to the acceptance of certain risks, such that ‘risky’ decisions, antch#lyent
accidents themselves, can occur without ever breaking anyftiléscording to these
theories from European and American Sociologists, risk has a real oceuwviémany

social advancement, complex organization or technological endeavor. Inggyesti

patient safety advocates have themselves been influenced by such thpeciésaby

using ideas from Perrow and Vaughan —both Sociologists are cited in theténstit
Medicine’sTo Err is HumarReport for their work on organizational culture.

Seemingly divergent perspectives on the reality of risk, the historical grouniding
the interdisciplinary Governmentality approach (such as Rose, Simon and €/Mzalh
actually complement the political and organizational imperative of prominent
Sociological accounts (like that of Beck, Perrow and Vaughan). RecallinglCasiote
from the beginning of this section, whether an emerging discourse of risk (iaskis c
related to patient safety) identifies a novel and real danger may actualigdmedary to
the organizational, political, and technological imperative to assess and manage
everything as a risk. O’Malley observes the power that risk conveys, “thd aofosk
itself — the use of predictive statistical knowledge linked to techniques of harm
prevention — overwhelmingly has been regarded as one of the benefits bestowed by
science.*** Leaving aside the constructivist versus realist debate that hangsoster
scholarship on risk, allows research to concentrate on the proliferation of rilartse

investigate how such discourses on risk change over time. As noted by Dean, “the

123\yaughan (1996).
124 0'Malley (2010), p. 3.
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significance of risk does not lie with rigiself but with what risk gets attached t§”
implying that what risk is conceptually related to will be what makes askexjuential.
With shifting interpretations of medical error leading to different methods for
understanding and managing it as a risk, the scientific-technical repamedical error
in this chapter are part of a broader story of the proliferation of risk.

As will be seen over the course of the reports, when risk reduction gets étiache
medical error, the focus of reform becomes advancing prevention policiestim ¢eal
delivery. This chapter traces a historical process in which governmertalyes on
the construction of risk can work together with the political-institutional emploasisk
society and organizational approaches to risk. Through an emerging sctechficcal
discourse of patient safety, understandings of risk and medical erroffigsesden in a
state of flux — continually redefined in terms of a changing context. Aenpatafety
discourse becomes more established, though, the connection between risk and medical
error takes on a more settled relationship, most notably as a result of theimfluent
Institute of Medicine report. As a consequence of that report, ways of thinking about
error as a risk (in terms of a system property to mitigated) are conneetegd of
managing error (for example, through reporting based upon improvement rajionales
Guided by a loose synthesis of major theories on risk, the three reports on mealical er
constitute a crucial link in the development of patient safety discourse. Antfiseie
technical discourse that defines the problem of medical error, each of thegboets
offers a distinct interpretation of how to approach medical error as a riskysig

changes in both the concepts of error and risk over the course of the decades between

125 Dean (1999b), p. 131 (italics in original).
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each report. | handle each report chronologically, starting with the néxinsen the
Medical Insurance Feasibility Study (1977), followed by a section on the Harvard
Medical Practice Study (1991), and ending with analysis of the Institute of iMedic

Reports (2000 and 2004).

Medical Error as Object of Study and Acceptable Risk

- Medical Insurance Feasibility Study (1977)

National concern in the US over rising medical costs can be traced back to the
1970s, as health care expenditures rapidly increased. Political pressurerfomgf
malpractice, and thus understanding the incidence of medical error, develupsawi
context of cost considerations, but can be more specifically traced to cyadipahactice
insurance crises. As insurance rates drastically increase (probkffordability) or
insurers drop out of the liability insurance market altogether (problem o&bnigy),
political urgency for reforming the medical malpractice system quielkles shap&®
From 1972 until about 1975, a medical malpractice crisis hit nationwide, with particular
pressure in the state of California. As liability insurance became smocgbaunavailable
or unaffordable for many physicians, the California Medical Associahdritee
California Hospital Association commissioned a study to determine the ineidénc

medical injury in the course of health care delivery.

126 See Richmond and Fein (2005) for more on the history of rising costs and malpractice
reform in health care.
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Published in 1977, the Medical Insurance Feasibility Study (MfE@&jas the
first effort to establish a statistical analysis of the rate of meeicar'?® Lead by
principal investigators Don Harper Mills, John S. Boyden, Jr. and David S. Rub¥dmen,
the goal of the MIFS was to assess the scope of medical error, as a bagsithng
policymakers with an empirical foundation for considering alternative cosapien
systems. As stated in the report, “the purpose of this Study was to accumulate data
adequate to determine the cost feasibility of almost any non-fault coatipensystem,
the reported data include the type, frequency, and severity of patientitdesabdused
by health care management in California, without regard to legal fatilhile a
malpractice crisis may have been a significant contextual factoomalucting the study,
“the statistical data on [medical error] incidences and charactengtice primarily
developed for actuarial employment to determine the costs of alternatngensation
systems.*** Consequently, the MIFS did not evaluate the malpractice system, nor did
the report provide any specific policy recommendations for liability refofime research
objective was strictly to provide statistical data on the incidence of alesior, which
could then be used by policymakers to consider alternative compensation systems.
Reviewing a sample of approximately 21,000 hospital records from 28 California

hospitals during calendar year 1974, Mills and colleagues recognize that “most

127 Besides published as a stand-alone report in 1977, the California MIFS wasdelea
as a technical summary, focused upon methods and resultsVifesiiern Journal of
Medicine128:360-365, April 1978.

128 |nstitute of Medicine (1978), p. 75.

129 Mills is the principal author of the report, listed as administrator, editor anchctort
of the MIFS.

130 california Medical Insurance Feasibility Study (1977), p. 2.

131 bid., p. 107.
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admissions were for diseases and conditions for which no one had causative
responsibility...[but] sprinkled among these hospitalizations were patients wiroeidc
disabilities from the very medical management they sought& complicated research
dilemma, as will reoccur in the subsequent studies on the incidence of medicakerr
what exactly constitutes the object of analysis when reviewing thousands déhospi
records. As a technical problem of definition, what exactly is a medicaPeffrom a
common sense viewpoint, what makes for a medical error may seem to be obvious.
However, for any statistics to be produced, medical errors must be firsfietkmtio
categories and then classified accordingly. Research in the social ciomstodic
knowledge (specifically, from the interdisciplinary field of Science Stidias

established that classification, and related processes like commensundtion a
standardization, are not straightforward endeavors. For example, Wynne has argued,
“classification is not simple or absolute. What we are doing is choosing foicpract
purposes to emphasize a certain constellation of attributes of these individied enti
some contexts, and another in othérs.In the process of classification, seemingly
distinct medical issues and events are made commensurable to one another welden plac
under the same category of medical error. Espeland and Stevens have atgued tha
commensuration “offers standardized ways of constructing proxies for uncerth

elusive qualities*** In the MIFS, as well as subsequent reports, classification and

commensuration are part of the process of defining events as errors.

132 California Medical Insurance Feasibility Study (1977), p. Xiii.
133\Wynne (1989), p. 24.
134 Espeland and Stevens (1998), p. 316.
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When the MIFS was undertaken, guidance in defining medical error could not be
gleaned from any previous research on the issue, as Mills and colleaguesheatent
“...defining appropriate compensable events is a difficult ta¥k As a result, the MIFS
established the first working classification system for medicat,@maving to make all
the information seen in hospital records standardized into a framework of whether an
error took place. To accomplish this, Mills and colleagues argue the focus should be on
outcomes analyses, not process, such that “data reported here may stintakte fur
investigation of identified patterns of disabilities for prevention purposes, but the
development of those patterns ought not to be biased by antecedent conceptions of
preventability.**° In other words, the authors propose that any conceptualization of
medical error should derive from patterns in the data, as opposed to coming from an
assumed theoretical notion of prevention. Given the politics of malpractice reform, it
would appear that Mills and colleagues did not want to be criticized for reading any
assumptions into their data. While subsequent reports would not explicitly contradict
such a proscription, assumptions would not be so neatly ignored or dismissed. What
constitutes a medical error, as with all of the reports discussed in this cigpter
intimately tied up with perspectives on the rational organization of healthdeserygle
understood through an emerging discourse on quality and patient safety in hrealth ca

Based upon a context of malpractice crisis and reform, an important assumption
behind the data collection task of the MIFS is to assess, using the wording in the study

title, the feasibility of alternative compensation systems. As a resuie, common

135 california Medical Insurance Feasibility Study (1977), p. 5.
138 Ibid., p. 7.
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terms like medical error, accident, or mistake would be conceptually ambigliouse
more analytically precise, the MIFS uses the technical term “potgrt@ihpensable
event (PCE),” defined as “ a disability caused by health care managériemmt.turn,

each component of this initial, basic definition is also defined: disability isd=yes “a
temporary or permanent impairment of physical or mental function (including
disfigurement) or economic loss in the absence of such impairment,” causation is
determined “when the disability is more probably than not attributable to headth car
management,” and finally health care management “includes both affirraatioas
(commission) and inactions (omission) of any health care provider or attewtiather

or not such actions or inactions constitute legal fddft.Such a careful definition is
made even more rigorous through a complex methodology that includes five criteria for
determining the minimum threshold for what makes a disability countable, all df ghic
then organized into six classes of Potentially Compensable EVéms. the concept of
medical error had very scant research history before the MIFS, the proessabdithing
and defining a term for study is a significant contribution. Even though future studies
would depart from use of the technical term ‘Potentially Compensable Event,’ idafnit
of error, as well as methodologies for studying it, can be traced backutodgrork laid

by Mills and colleagues in the MIFE®

137 California Medical Insurance Feasibility Study (1977), p. 8.

138 Ibid., p. 8.

139 The very extensive criteria for what makes a disability countable@anel fon pp. 8-9

of the MIFS, with all six of the classes of PCEs found on pp. 10-15.

140 More on definitions and methodology can be found in MIFS section 3 (‘Potentially
Compensable Events’), section 6 (‘Data Collection Methods’), and section 7 (‘Sample
Design’).
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Amidst an array of statistical data on medical error, the central firoditige

MIFS, much to the surprise of Mills and colleagues, is that Potentially Compensable
Events occurred in a relatively small percentage of total hospitalizationstatéd by
the researchers, “only 4.65% of hospitalized patients were found to have incurred PCEs
and less than 1% of all hospitalized patients had PCEs due to legal fault [which would
satisfy the legal standard of negligencé}-"For research driven by a context of
malpractice crisis, the percentage classified as due to negligetess ttan 1% of
hospitalizations, was unexpected for Mills and colleagues. Suggesting tih@eneif of
the malpractice system for compensating medical injury, they would explaliotia
those few with the more severe permanent disabilities have better thacthenees of
successful lawsuits, but most of these individuals are probably already itngéuoin
arena, if they are to enter at alf* Whatever expectations might be reasonable regarding
the success or failure of litigation, Mills and colleagues ultimatehclude that the risk
of error has to be accepted as part of medical interventions, stating:

This study should leave everyone with the realization that there are

finite risks associated with health care management, most of which

are unrelated to conduct characterized as legal fault. Society

deserves the right to nourish great expectations from the advances in

modern medicine, buto oneshould remain unaware that benefits

and adverse risks are inseparable. When considering the

circumstances under which these risks arise, their incidence rates are

remarkably low*?

The assumption, as stated outright, is that “benefits and adverse risks arebisgpar

which forms a basis for the interpretation that medical error “rategisuakably low.”

141 California Medical Insurance Feasibility Study (1977), p. 105.
12 bid., p. 105.
143 California Medical Insurance Feasibility Study (1977), p. 105 (italics gir).
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Given this assumption and interpretation of the data, Mills and colleagues seem to
suggest, from their detailed analysis of the data, that medical error pr@s@cteptable
risk. If the benefits of medical intervention are desired, then the risk of error asidl@os
injury has to be accepted as well. From the perspective of the authors of theiIFS
ratio of high benefits from modern medicine compared to a ‘remarkably losvofat
injury found by the study, yields the conclusion that medical error should be considered
an acceptable risk.

An interpretation of ‘acceptable risk,” matched with the fact that the nationa
malpractice crisis had largely subsided by the time the MIFS was pubirsthéd?,
meant that little specific change would result directly from the ssufitydings. In
addition, the methodology of using hospital records to assess the rate of megligal inj
was considered a limitation in the wake of the study. From a more hesitardrptisain
what the Institute will take a couple of decades later, a 1978 Institute of theidedi
report entitledBeyond Malpracticasserts that “the reliability of estimates of injury
incidence based on patient records is questionafleThe IOM explains this critique by
saying that “such records are admissible as evidence in malpractsdtaus, if
providers are sensitive to situations of potential liability, they may produempat
records that tend to under-report the incidence of medical injuries, whether odunced
by provider fault.**> According to this criticism, the MIFS relies upon a data source that
carries a bias to under-report error and injury. Recognizing the “limitatidmsspftal

records as a data source,” the IOM nonetheless commends the MIFS ast't&tibate

144 nstitute of Medicine (1978), p. 3.
145 bid., p. 3.
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to date of the incidence of medical injuri¢&®” The IOM confers that the lack of reliable
statistics on the incidence of medical injury is due to the problem of defining medical
error, since “there is no consensus on the definitions of medical injury or compensable
injury,” then, “effective data collection and analysis are difficult and ettanable
value.™’ A stubborn challenge, widespread consensus over the definition of medical
error would remain elusive beyond the 1970s.

In the malpractice system, a practitioner’s liability for a medigary is decided
by a court’s determination of negligence. Outside of the courtroom, the defifati
what constitutes medical injury would continue to evolve through a scientifioitad
discourse on error that emerges with the MIFS. An investigative projecteskassthe
statistical incidence of medical injury made the MIFS unique amidst a context of
malpractice crisis in the 1970s. More directly, the problem of medical ersor wa
completely surrounded by the political pressure of malpractice refaamnéglittle space
for an understanding of error separate from the liability system. While #6® Marks
the origin of research focused upon medical error as an object of analysis, furthe
investigations carrying forward the study of error would not occur until the 1990s.
Despite having little direct influence, the historical significance oMHeS is in
providing an early analysis using hospitals records in order to determingcstiatzes
of medical injury. Asserting the inevitably of risk in any medical interventton, t

authors interpret the rate of error as low. Working past the problem of definingainedic

1% bid., p. 75.
147 bid., p. 67.
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injury, similar data would come to be viewed in a new light by researcheriragser

distinctive understanding of the relationship between risk and medical error.

Medical Error as Agenda for Research and Risk Reduction

— Harvard Medical Practice Study (1991)

When malpractice insurance underwriting cycles leave the crisisatdgeturn
to some form of normalcy, political pressure to reform malpractice wandghen so
does the associated interest in assessing rates of medical injury. The 19r8stival
crisis, as the impetus for the California Medical Insurance Feastbilidy, subsided a
couple of years before the end of the decade. A few years of relatigastds liability
insurance market would be shaken by the return of another malpractice chsisnitt
1980s. Even more significant for the ongoing story of medical error, the landscape of
health care delivery undergoes remarkable change as managed canecga@rgum
throughout, but especially ramping up toward the end, of the 18804anaged care
refers to a general trend within health care organization that emghasit
containment, leading to innovative, and often controversial, strategies for shifting
financial risks and incentives in the delivery of cHreTypes of plans vary widely, and
in extremely complex ways, but ultimately managed care employs methodsdssiag
the efficient utilization of medical resources. Managed care typicdihg nepon the use

of a market model to control cost, and also has the effect of expanding efforts in the

148 Again, see Richmond & Fein (2005) for more on the history of rising healthcase cost
149 See Bodenheimer and Grumbach (2009), p. 43-70, for more on managed care and the
organization of health care in the US.



61

evaluation of quality (and performance) in health care. From a markpeptve, cost
and quality go hand-in-hand when evaluating any good or service. Whether the
encroachment of market forces, as brought about by managed care, is &lenefici
continues to be hotly contest&d. The shift to managed care and the market model,
though, provides a significant context for the expansion of a scientific-tecdrgcalirse
about medical error.

The hiatus in the study of medical error would come to a permanent end in 1991,
with the publication of the Harvard Medical Practice Study in the Febrifaedifion of
The New England Journal of MedicinBublished in two partS* and with funding
acknowledged from the New York Department of Health and the Robert Wood Johnson
Foundation>? the authors of the study include up to 11 faculty members of Harvard
University — drawing from the School of Public Health, School of Medicine, Kennedy
School of Government and Law School. Among the authors, Lucian Leape of the
Department of Health Policy and Management at the Harvard School of Pualib,He
along with Troyen Brennan of Brigham and Women’s Hospital and Harvard Medical
School, would become two of the most well-known figures in the expanding field of

patient safety research and policy.

130 pyblic discourse from 2009-2010 regarding Congressional comprehensive health care
reform legislation is one such example.

51 There was also a third part of the HMPS published in the Jul. 25, 1991 edition of the
NEJM which examined malpractice claims. Focusing specifically on ratesdiahe

error, the two parts reported in the Feb. 7, 1991 edition dfEdare more relevant for

the discussion of risk and error in this chapter.

152 Harvard Medical Practice Study Il (1991), p. 377.

153 Besides LL Leape and TA Brennan, the other authors involved in the HMPS include
AR Localio, AG Lawthers, NM Laird, LE Hebert, LM Peterson, JP Newhde€e

Weiler, HH Hiatt, and BA Barnes.
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With influential authors and a prestigious venue for disseminating findings, the
Harvard Medical Practice StuddMPS) would update, and indeed reinvigorate, the
research on medical error that began with the California Medical Insuraasiffity
Study Leape, Brennan and colleagues clearly reference the MIFS as “the ichelgt w
guoted estimates of the incidence of iatrogenic injury and substandard carey'that
research on medical error has since been largely dofiifa@iven more than a decade
of such dormancy, the main purpose of study, as stated by the authors of the HMPS, was
“to develop more current and more reliable estimates of the incidence of adwartse e
and negligence in hospitalized patient¥.”Using a distinct term for medical error,
Leape, Brennan and colleagues “defined an adverse event as an injury theaseashy
medical management (rather than underlying disease) and that prolonged the
hospitalization, produced a disability at the time of discharge, or both,” and “defined
negligence as care that fell below the standard expected of physicians in the
community.™® Though the MIFS report was very much concerned with technical
aspects of classification and coding, the general definitions found in the HMPS do not
depart radically from the earlier study. Similarly, the findings of theP3Nvould not
differ remarkably from that which was found by the MIFS. Derived from a sample of
New York hospital records, the HMPS cites comparable results to what the MIFS

found ™’ with rates of medical error within one percentage point - 3.7% of

154 Harvard Medical Practice Study | (1991), p. 370.

155 bid., p. 370.

156 bid., p. 370.

157 again, despite different terminology (MIFS used category of ‘potentialiypensable
events’ while HMPS used category of ‘adverse events’), both studies Ugasifaitar
definitions of medical error.
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hospitalizations in the HMPS, while 4.6% in the M©%.The finding for
hospitalizations due to negligence is even closer, at 1.0% in the HMPS versus 0.8% in the
MIFS.**® Given similarities in definitions and results with an older study, then what
makes the HMPS so consequential for an emerging scientific-technicalidis®n
medical error?

Produced under time constraints in order to advise on policy options for the 1970s
malpractice crisis, the MIFS did not employ a random sampling strateg@ypntrast, the
HMPS was conducted with more tiff& allowing for a robust, random sample.
Consequentially, a population estimate can be reliably derived from a randone.sampl
Leape, Brennan and colleagues are thus able to determine from the results of the
random sample that when, “extrapolating to the state of New York in 1984, we estimated
that 2550 patients suffered permanent total disability and that 13,451 died at least in part
as a result of adverse event&:”While definitions and results may be similar, a
population estimate carries much more weight when reporting statisticsdocahezror.
Rates and percentages, while important as technical data, do not have the same power to
grab public attention and call for urgent action in the way that a generalizab#dityiort
number does. Although the number reported in the HMPS would gain, at least upon its
release, only modest attention outside of the health care industry, the study’ssuse of

random sample will later become very consequential for the watefshd is Human

158 Harvard Medical Practice Study | (1991), p. 373

159 bid., p. 373 lists comparison data with the MIFS.

180 And, not to be overlooked, the HMPS had a larger, prestigious source of funding
(namely, the Robert Wood Johnson Foundation) and a prominent team of authors with
the vast institutional resources of Harvard University.

181 Harvard Medical Practice Study | (1991), p. 371.
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report, as a distinct interpretation of the data takes hold. To say that acspaaiber of
deaths can be attributed to error makes for a powerful rhetorical stratedlying for
wider industry support and in awakening public attention. The methodological
improvement of the HMPS will bear more significance as it is used to construct a
national population estimate in tfie Err is Humarreport (discussed later in this
chapter).

Where the HMPS breaks completely from the MIFS is in a new interpretation of
risk and medical error, building a foundation for patient safety research angamhc
separate field of study and advocacy, distinct from malpractice reforstinG@anedical
error in a new conceptual light, the agenda for patient safety researcbliagaipvelops
alongside the quality movement that was gaining ground in health care durtmgehe
that the HMPS was conducted and published. Quality is a major focus for the authors of
the HMPS, which was not the case over a decade earlier with the MIFS. The new
interpretation of medical error and risk, as found in the HMPS, runs parallel to atconte
of growing attention to quality assurance in health care delivery. Leagrendr and
colleagues question how quality is connected to the liability system, stating that
“malpractice litigation should in theory be linked to quality assurance,” since
“malpractice litigation is intended in part to promote better-quality bafixing
economic sanctions on those who provide substandard care that leads to itffuries.”

Given the adverse events discovered by research team of the HMPS, such noble
intentions of how the malpractice system should work to assure quality, regretttnly, o

fall short in practice. Describing “the burden of iatrogenic injury” aggdd the authors

182 Harvard Medical Practice Study | (1991), p. 372.



65

of the HMPS assert that “even more disturbing was the number of adverse evesds caus
by negligence,” tallied as 27,179 injuries, 6895 deaths and 877 cases of permanent and
total disability*®® This is taken even further - “medical records are probably a poor
source of information on negligence that does not cause injury,” such that the HMPS
findings “reflect not the amount of negligence, but only its consequeffée$tat the
numbers of adverse events caused by negligence were describedudsirgistmatched
with the admission that the study did not catch negligence if no injury resultecesmpli
that Leape, Brennan and colleagues find the malpractice system lacksguality
assurance capabilitié® Any separation between defining error and providing solutions
will only become further blurred in subsequent patient safety advocacystsaupen the
foundation laid by this researff. Also dispelling a related justification of the liability
system, tied to the variation in malpractice rates of different medicamalties, “our
data suggest that variations among specialties in rates of litigation do act défiering
levels of competence, but rather differences in the kinds of patients and diseases f
which the specialist care$®* Based upon such findings, the authors of the HMPS
guestion how effective the medical malpractice system actually cam bhssuring
guality in health care delivery.

The tenuous connection between the malpractice system and quality assurance

leads Leape, Brennan and colleagues to assert a new interpretation @i eredran the

183 bid., p. 373.

154 bid., p. 373.

% This is also supported by Harvard Medical Practice Study 11l (1991), which asks
“whether malpractice litigation promotes high quality in medical care” (p..249)

18 Discussed further in chapter 4, in the context of Lucian Leape’s advocacy.

187 Harvard Medical Practice Study | (1991), p. 374.
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context of their results. Citing research and court cases that define neglitieey are
more emphatic than the authors of the MIFS that, “error is not the same gemegli In
tort law, medical negligence is defined as failure to meet the standarctég@et an
average qualified physician practicing in the specialty in questf8nErom the basis of
those referenced statements, follows the original claim that “negégeuairs not
merely where there is an error, but when the degree of error exceeds an accepted nor
The presence of error is a necessary but not sufficient condition for the determafa
negligence.*®® In order to improve quality, attention needs to be focused first and
foremost upon error itself, along with the norms that govern them. That there is a
conceptual distinction between negligence and error is a significant caotmikust
started with the MIFS, but when reinterpreted through the lens of quality mssura
justifies targeting medical error as a field of research and policy. THeS;kkising
from a different context than the MIFS, advances the consequential idea thaselfror i
provides an agenda for research and policy. What makes the HMPS distinct is that this
agenda can be considered independent, and perhaps even supersede the signifiéance of,
research and policy on negligence and the malpractice system.

Given the ongoing political and intellectual stakes in debates over liability
reform}’* Leape, Brennan and colleagues are careful to provide some caveats and further

explanation regarding the idea of medical error as a distinct conceptdaralesnd

1%8 bid., p. 381.

199 bid., p. 381.

170 As will be developed later with thio Err is Humarreport.

171 Not only with medical malpractice reform, but this also relates to tornein

general. See Haltom and McCann (2004) for an excellent discussion of the reocent his
tort reform in the United States.



67

policy. Just as medical error does not automatically align with negligeadbesrse

events do not, of course, necessarily signal poor-quality care; nor does theieabsenc
necessarily indicate good-quality caré® This is, in part, because “with the present state
of medical knowledge,” some adverse events “are unavoiddbl&s a result,

“perfection can never be the standard of practice, since the vagaries of bimdogy a
human behavior make perfection unattainable, in either execution or outcome, for any
form of treatment,” such that, “standards of practice must always inatudecaptance

of some degree of errot™ Following the axiom that some degree of risk is always
present in any activity.® the authors of the HMPS similarly affirm, though not with the
same implications as the acceptable risk notion of the MIFS, that it is not pdssibl
eliminate every single medical errdf. Citing Sociologist Charles Perrow’s influential
bookNormal Accidents’” Leape, Brennan and colleagues justify this by explaining
“...some degree of error is inherent in all human activity. In highly technical
complicated systems, even minor errors may have disastrous consequencesmeMgedi
no exception; errors in the performance of highly technical procedures, sucmas brai
open-heart surgery, can also have catastrophic res{fitsf error cannot be completely

avoided, and if the consequences of error can be a matter of life and death, then the

public may have to look beyond the malpractice system for advancing safety.

172 Harvard Medical Practice Study | (1991), p. 372.

173 Harvard Medical Practice Study Il (1991), p. 381.

174 bid., p.381.

17> This is still distinct, at least in consequences, from the assertion found infiSe Ml
that risk (of injury) and benefit (of medical care) are inseparable.

17 While every medical error cannot be prevented, the key difference between the logi
of the MIFS and that of the HMPS is that harm to patients can be prevented.

177 perrow (1984) is cited in HMPS 11 (1991).

178 Harvard Medical Practice Study Il (1991), pp. 380-381.
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Focused upon the improvement of health care quality, an emphasis on error
prevention - rather than error elimination - is a central tenet of the HM@&pel
Brennan and colleagues are careful to make a distinction between “preveanable
“unpreventable” adverse events, with the former (“preventable”) subject teant®n
based upon current knowledge, while the latter (“unpreventable”) would be the subject of
future interventions that “require advances in biomedical knowletdgeExplained
further, “as knowledge increases, in theory more adverse events will become
preventable,” because it has been historically the case that “the aaflet§fectiveness
of many current medical treatments result from the earlier r@shuctielimination of
complications similar, or identical to, those we have identified as advezatséere *°
Despite the distinction between ‘preventable’ and ‘unpreventable,” as wb# aaveat
about the impossibility of totally eliminating error, the authors of the HMR&udethat
“most adverse events are preventable...particularly those due to errofigemesg ™%
The findings of the study are couched within a forthright assertion that, “preyenti
medical injury will require attention to the systemic causes and consequerereors,
an effort that goes well beyond identifying culpable pers&#fsApproaches to
preventing error from resulting in disaster “...have paid off handsomely in othdy hig
technical and complicated enterprises, such as aviation” so that “a sinatagg may

work in medicine as well*®® The suggestion to borrow ideas from other industries is

179 Harvard Medical Practice Study Il (1991), p. 380.
180 bid., p. 383.
181 bid., p. 380.
182 bid., p. 383.
183 bid., p. 383.
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taken from leading quality advocate Dr. Donald Berwfékyho argues that the health
care industry has been (and even continues to be) decades behind other industries in
terms of innovative and effective quality assurance.

While the 1977 Medical Insurance Feasibility Staay not include an explicit set
of recommendations, no such reservations are present in the 1991 Harvard Medical
Practice Study. Prevention of adverse events requires more than ‘identifipadple
persons,” as the medical malpractice system attempts. Insteadyabetestanding of
the ‘systemic causes and consequences of errors’ is needed in order to prenent inj
This conceptual transformation is evident in the following agenda-settiegntat from
the authors of the HMPS:

Our description of adverse events represents an agenda for research

on quality of care. Adverse events result from the interaction of the

patient, the patient’s disease, and a complicated, highly technical

system of medical care provided not only by a diverse group of

doctors, other care givers and support personnel, but also by a

medical-industrial system that supplies drugs and equipment.

Reducing the risk of adverse events requires an examination of all

these factors as well as of their relation with each dffier.
In contrast to the MIFS, risk is not understood as an inseparable consequence df medica
intervention. Rather, the authors of the HMPS, while not advocating for the outright
elimination of risk, posits risk reduction as a goal for further research onahediar (or
adverse events, the technical term used in the study). The malpractre, sysh a

focus on determinations of liability and financial compensation, is langelgvant to

risk reduction. In the decade since the MIFS was released, another maprettiance

184 See Berwick (1989) for an early and influential statement on importing iralustri
guality ideas to medicine.
185 Harvard Medical Practice Study Il (1991), pp. 383-384.
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crisis emerged in the mid-1980s to provide an impetus for the HMPS to revisit the
guestion of how much medical error was occurring. If insurance crises come, ad g
rates of medical error remain similar from the MIFS to the HMPS, then tlhpranate
system must not be the sole target of reform. The HMPS promotes furthechiesea
the quality of the health care delivery system - so that with a better undargtahdi
medical error, the harm to patients can be prevented or mitigated. A researdh ag
targeting error prevention, then, marks a discursive shift toward risk reduction.

With a new conceptualization of medical error and risk, the authors of the HMPS
list some limitations to the study, and offer some recommendations and futut®d#&ec
for “an agenda for research on quality of cdf8.’As noted above with the MIFS,
hospital record reviews carry an underreporting bias, since records can be subpoenaed i
a malpractice suit there is then an incentive to hide any possible mistakgsigRpbn
hospital records, the authors of the HMPS recognize this potential source eoneleor
reporting*®’ As a review of hospital records, the HMPS does not include any data on
outpatient visits, which greatly outnumber hospital admissions, and therefore could be
another source of underreporting of effdr.The scope, prevalence, and significance of
error in an outpatient setting could be explored in future resé&rdbnlike with the
interpretation of ‘acceptable risk’ found in the MIFS, underreporting need not be

weakness of the HMPS. With Leape, Brennan and colleagues trying to caibatte

186 Harvard Medical Practice Study Il (1991), p. 383.

187 bid., p. 383.

188 |hid., p. 383.

%9 To my knowledge, this data still does not exist. Given that hospital record reviews
have established the problem of medical error, the methodological issues (such as
sampling strategy and obtaining access) would seem to forestal eff@anducting a
thorough review of error in an outpatient setting.
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the problem of medical error, any sources of underreporting would mean thaetbe rat
error is actually larger than what can be determined through a hospital raexd. r

Besides limitations related to underreporting, the HMPS contains research
recommendations toward advancing quality and safety. At first glanceiblposs
shortcoming, the physician-reviewers of the hospital records were genteraists and
surgeons, rather than specialists, potentially leading to discrepancies on whattesnst
an adverse eveht® The possibility of such understandable differences, though, leads
directly to the recommendation that “norms for acceptable levels of variousadver
events need to be established.” Once set in place, “hospitals can then targetlityeir qua
assurance activities to the areas most likely to respond to such effbrisdvancing
guality assurance will ultimately rest upon bolstering research into rhedioaand then
education of all health care workers:

Future reductions in the occurrence of adverse events also depend in part

on research into causes. In the case of adverse events that are currently

unpreventable, progress will come from scientific advances...in the case

of events due to error, control will require scientific advances in some

instances, but we believe that progress will also depend heavily on

systems analysis, education, and the development and dissemination of

guidelines and standards of practie.
The research agenda, and associated educational campaign, put forth in theg#VIPS
out an ambitious ideal for assuring safety in health care delivery. As eptoakshift,
error has a distinct existence outside of the field of negligence. Establsshrahbject

of analysis for research and policy, reducing the risk of medical error now eeeameev

avenue for health care reform.

19 Harvard Medical Practice Study Il (1991), p. 383.
19 bid., p. 382.
192 |bid., p. 383.



72

Among the authors of the HMPS, Lucian Leape has become the most
recognizable advocate for new ways of thinking about medical error. HEaaamfor
redesigning health care delivery to be more sensitive about error beginsedidMPS,
and is followed with an influential article “Error in Medicine” from the Decenitie
1994 issue of thdournal of the American Medical Associatiobeape argues that “the
literature of medical error is sparse,” since, like the HMPS, most stiodies upon
injuries rather than specifically upon error itséff. The lack of attention to error,
according to Leape, is not because physicians and nurses do not experienas error,
“they have a great deal of difficulty in dealing with human error when & doeur.***
Leape argues the problem is with the culture of medicine, centered upon perfeation i
way that makes physicians ask: “How can there be an error without neglig@nce
way forward is “if it were recognized that both systems and individuals conttitso
that “prevention efforts must focus on root causes — system errors in design and
implementation.*®” The conceptual shift that detaching error from negligence, and thus
seeking to reduce the risk that medical error poses means that “errotseragsepted as
evidence of system flaws not character flaws.’As a fundamental departure from how
medical error has been understood, Leape argues that the way forwagekifog hrealth

care safer is in changing the culture of medicine itS&lf.

193 | eape (1994), p. 1851.

194 bid., p. 1851.

19 |bid., p. 1851.

19 bid., p. 1852.

97 bid., p. 1854.

198 |bid., p. 1857.

19 This line of reasoning, along with Leape’s other work, will be discussed in mork detai
in chapter 4 of this dissertation.
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Providing an intellectual context through which error can be separated from
negligence, the HMPS serves as a foundational report for the emerginof fpeltient
safety. Though the term ‘patient safety’ is not used at all in the report tteelf
significance of the HMPS lies in developing a new understanding of error icimedi
Using a scientific-technical justification to establish a new resegemda, the concept
of medical error takes on a different form and consequence in the HMPS. When a
number of influential studies on the scope and prevalence of medical error were
subsequently published throughout the 1990s, medical malpractice begin eroding as the
predominant lens for understanding medical accid@tsith a patient safety discourse
emerging to rearticulate medical error instead in terms of risk and pievenio longer
would error be strictly associated with medical malpractice refbuninstead would
become connected to the growing quality movement in health care, and spgtditad
notion of changing the culture of the medical profession. However, action would be
gradual®* and not extend beyond discussions within health care policy circles for much
of the 1990s. It would take stronger public recognition from the influential Institute of

Medicine for the problem of medical error to gain widespread, national notice, and

jumpstart efforts to remake safety in health care delivery.

200 5ee Baker (2005) for some of the other studies, and how that research undermines
arguments made in support of medical malpractice crises.

21 some of the early efforts, such as the response to Betsy Lehman’s deathefiaral
error and the founding of the National Patient Safety Foundation, are covered ershapt
3 and 4, respectively.
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Medical Error as Call to Action and Target for Reform

- To Erris Human (2000) & Patient Safety (2004)

In the wake of the failure of political reform of the health care system iedathe
1990s%*? efforts to change the organization of care delivery would have to find new
avenues in the national policy agenda. Within a context of the developing quest for
quality in health care, transitioning from an emphasis on quality assurance tp quali
improvement®® a report by the Institute of Medicine (IOM) would considerably raise the
profile of medical error as a major problem in health care. First releatseé 1999 and
published in early 2000, the IOM®0 Err is Human: Building a Safer Health System
marks a watershed moment in the promotion of patient safety as a field of ptbecy ac
extending beyond the research focus on medical error found in the HMP S0 Hneis
Humanreport, along with the publicity it received, is widely credited with sdgure
placing patient safety on the agenda of every health care organZatifith financial
support from the National Research Council and the Commonwealth Fuigalr is
Humanwas created by the ‘Committee on Quality of Health Care in America,’ ceeapr

of 19 influential member¥” from a diverse array of health-related institutiéfisUnder

202 pgain, Richmond and Fein (2005) provide an excellent history of the US health care
system, which includes discussion of the failure of President Clinton’s plan. sBee al
Skocpol (1997) for a more specific explanation of the Clinton failure.

203 See Wiener (2000) for an extensive account of the Quality Movement.

204 Almost any text on patient safety will cit® Err is Humaraes the impetus for action

on medical error. See, for example, Hurwitz and Sheikh (2009).

293 Including Lucian Leape and Donald Berwick, discussed in the previous section on the
HMPS (as well as later in this section, and in Chapter 4 of this dissertation).

208 Committee members hailed from wide-ranging stakeholder groups: unie(sitie
Harvard) and academic medical centers (e.g., Mount Sinai School of Medzaéh
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its congressional charter (as part of the National Academics), this 2600u@lication,
which was produced to publicize the problem of medical error in American health care
delivery, fits with the Institute’s larger mission to provide advisement uporrs ait
public health and identify issues of general medical corf@érAs the first in a series of
reports investigating safety and quality issues in the US health care syet&m is
Humanwas followed in 2001 by a broader report entitB¥dssing the Quality Chasfff’
and then in 2004 by another publication focused specifically upon s@édtgnt Safety:
Achieving a New Standard for C&¥

Much of the attention generated By Err is Humarderives from its most famous
statistical assertion - an estimate that up to 98,000 Americans die eaegsyeresult of
preventable medical mistak&9. This astounding number is derived from extrapolating
the HMPS data (based upon the review of New York hospital records) to the US
population as a whole. Estimates from another study based in Colorado affd Utah
would be less, with the IOM offering a lower range of 44,000. Despite thisrgggm
divergent estimate, such numbers would prove powerful in obtaining public attention,
and securing political urgency, about the problem of medical error. Even at the lower

estimate of 44,000, deaths attributable to medical error would rank higher th&h the 8

policy groups (e.g., Institute for Health Care Improvement), health plansB&ie Cross
Blue Shield), employers (Delta Airlines).

297 |nstitute of Medicine (2000); For a self-sponsored history of the Institute dicive,
written beforeTo Err is Humansee Berkowitz (1998), who describes the IOM mission
as “to educate the general public and health policy decision-makers on impspestsa
of health science and health practice” (p. 274).

208 |nstitute of Medicine (2001).

299 |nstitute of Medicine (2004).

219 |nstitute of Medicine (2000).

211 studdert, et al. (2000).
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leading cause of death in the US, more than such prominent, well-known sources of
mortality as AIDS, breast cancer and automobile accid&ntshe IOM cites the total
national cost of medical error as estimated between 17 billion and 29 billion dbllars
Morbidity, mortality, and economic output can be estimated, but according ©Nhe |
“not all the costs can be directly measured. Errors are also costly sxdéloss of trust
in the system by patients and diminished satisfaction by both patients and health
professionals?™* Despite the seemingly obvious severity of medical error, “silence
surrounds this issue,” since “for the most part, consumers believe they actefosad
because “media coverage has been limited to reporting of anecdotal’¢as&isibst a
decade after the HMPS, the IOM questions why “must we wait another decade,”
asserting “a call to action to make health care safer for patféfit&rom its
organizational complexity, presentation of statistics, and outright caltfimnathe IOM
report departs significantly from the relatively more subdued tone of th8 EHe
HMPS reports.

The IOM’sTo Err is Humarreport would garner wide publicity on account of
such differences, though, especially from the use of statistics and the @ifjemaction.
Rather than disseminate original data, like the MIFS and HMPS did, the IOM report

reviews research in order to set a national policy agenda for health chine ditee

212 |nstitute of Medicine (2000), p. 1.

3 1bid., pp. 1-2. Itis also important to note that the HMPS data shows that elderly, and
often very ill, patients are most at risk of injuries from medical error, $attitte

estimates reported by the IOM may not be directly comparable in termseaxfdhemic
significance. See Harvard Medical Practice Study | (1991), pp. 373-75.

2% nstitute of Medicine (2000), p. 2.

213 1pid., p. 3.

1% 1pid., p. 5.
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committee “has focused its initial attention on quality concerns that fallnatoategory
of medical errors” for these five specific reasons:

First, errors are responsible for an immense burden of patient injury,
suffering and death. Second, errors in the provision of health services,
whether they result in injury or expose the patient to the risk of injury, are
events that everyone agrees just shouldn’t happen. Third, errors are
readily understandable to the American public. Fourth, there is a sizable
body of knowledge and very successful experiences in other industries to
draw upon in tackling the safety problems of the health care industry.
Fifth, the health care delivery system is rapidly evolving and undergoing
substantial redesign, which may introduce improvements, but also new
hazard$’

The blunt nature of these statements is a clear departure in tone from theegzotis.
Asserting that errors are “an immense burden,” “shouldn’t happen,” and “dily rea
understandable to the American public,” takes a position on the problem in a way that
elicits action on behalf of the audience or reader. Neither the MIFS nor the HMPS, in
attempting to maintain legitimacy through scientific objectivity, had suttight
proscriptions for policy change. The political ambitions of the IOM report goiecity
stated as:

The goal of this report is to the break this cycle of inaction. The status

guo is not acceptable and cannot be tolerated any longer. Despite the cost

pressures, liability constraints, resistance to change and other sgemingl|

insurmountable barriers, it is simply not acceptable for patients to be

harmed by the same health care system that is supposed to offer healing

and comforf:'®

The IOM report is marked as a watershed because of this unwavering cathro act

After medical error has been targeted as an object of research througlrthamd

27 |nstitute Of Medicine (2000), p.
218 pid., p. 3.
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especially due to the HMPS, medical error takes on a political dimensionrgstdda
policy reform through the IOM’$o Err is Humarreport.
While the HMPS and the MIFS established the empirical basis of medical error,
with some implications for health care reform, the significance of the €pdrt is in
how its call to action makes a case for the reorganization of health daexydellhe
IOM report has similar definitions for what constitutes error as was fouie in t
HMPS?2* but adds a distinct definition of safety as “freedom from accidental inféty.”
From this definition, “we must systematically design safety into proceésese,“** a
connection that draws together a way of thinking about error with how to managesit. Thi
is spelled out in the IOM report as:
Preventing errors means designing the health care system aekllttev
make it safer... The focus must shift from blaming individuals for past
errors to a focus on preventing future errors by designing safety into the
system. This does not mean that individuals can be careless. People must
still be vigilant and held responsible for their actions. But when an error
occurs, blaming an individual does little to make the system safer and
prevent someone else from committing the same &for.
Shifting responsibility is at the forefront @ Err is Human As opposed to the MIFS,
prevention is asserted as fundamental and there is little notion of acceistablesuch
statements. Instead, witness the implied reference to quality improvewhéstt gained

prominence in health care over the course of the 1990s, when advocates began looking to

other industries for new management models. Rather than target individuals, quality

219 The IOM follows the definition of ‘adverse event’ used in the HMPS, and also
follows, like the HMPS, from James Reason’s distinction between errors of@massl
commission, as well as the inevitably of error. See Institute of Medicine (200D)
220 |nstitute of Medicine (2000), p. 4.

22 pid., p.ix.

222 bid., pp. 4-5.
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improvement places emphasis on the system as a whole, shifting from an indvodisal f
and negative sanctions to collective effort and system improverieRtrors are
prevented and safety results when the system is robust, rather than when ihdividua
physicians, or any other professional, are perfect. This shift toward tbeensysans,
according to the IOM, that “errors can be prevented by designing systemsaiteitt
hard for people to do the wrong thing and easy for people to do the right #fing.”

The IOM’sTo Err is Humarchallenges the health care industry to improve
guality and safety through reforming the system and culture of medical practioeder
to make reform effective, the IOM committee “seeks to strike a balahwedre
regulatory and market-based initiatives, and between the roles of professiodal
organizations2?®> This balance will be accomplished by targeting factors in the external
environment, including “availability of knowledge and tools to improve safety, strong
and visible professional leadership, legislative and regulatory initiaaneisactions of
purchasers and consumers to demand safety improvements,” as well as fad®rs insi
health care organizations, identified as “strong leadership for safety, anzatgaral
culture that encourages recognition and learning from errors, and aiveffetient
safety program?*® Through developing these factors in the external environment and
within organizations, the IOM sets a goal of 50% error reduction in 5 $8alhe
stakes that justify this lofty goal, amidst such an ambitious reform ageedauad in

the medical error mortality statistic. The power of the number 98,000 (annual deaths due

223 Chapter 4 discusses more about quality improvement. See also Wiener (2000).
224 |nstitute of Medicine (2000), fix.

222 bid., p. 6.

228 pid., p. 6.

227 bid., p. 4.
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to error) is what the IOM report is known for and what is continually used to mobilize
action??® The risk related to medical error is no longer acceptable when matched with a
statistic so alarming. Instead, medical error, classified and counted,dsadarget for
preventive intervention in the name of patient safety.

As stated early iffo Err is Human*“unsafe care is one of the prices we pay for
not having organized systems of care with clear lines of accountabffity.taditionally,
error reporting is seen as a method for securing accountability froth bast providers.
State health departments, federal agencies, health care acaneditgainizations, and
individual hospitals each serve as repositories of various types of reportingin But
order to more effectively prevent medical error, the IOM pushes for tegrogting not
only for accountability purposes but also for system improvement. As one of the main
reform recommendations &b Err is Humanthe committee proposes “identifying and
learning from errors through immediate and strong mandatory reportontseés well
as the encouragement of voluntary efforts, both with the aim of making suretéma sys
continues to be make safer for patiedfS."While an array of error reporting efforts are
found across the health care industry, the IOM repda<£rr is Humaralong with a
subsequent publication entitl€atient Safety: Achieving a New Standard for Cate
focus upon making error reporting a major tool for developing patient safety idtal

practice.

228 |n many ways similar to how the number of uninsured, at about 47 million, becomes
powerful for mobilizing action in support of the comprehensive health care reform
legislation of 2009-10.

229 |nstitute Of Medicine (2000), p. 3.

230 pid., p. 6.

231 Institute of Medicine (2004).
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Among explanations of the problem of medical error and recommendations for
patient safety policy, the Committee on Quality of Health Care in Amdadaates
nearly a quarter of tho Err is Humarreport® to the discussion of error reporting.
Reporting is classified into two broad categories, based upon a system’s main
justification. According to the IOM report, “reporting systems whosaguny purpose is
to hold providers accountable are ‘mandatory reporting systems,” while “mggport
systems that focus on safety improvement are ‘voluntary reporting systéhasdatory
systems typically target major errors that result in serious harm tbr, ddale voluntary
systems address more minor mistakes (sometimes called ‘near-jrisgedo not
generally result in harft> The IOM'’s categorization makes a clear distinction based
upon injury outcome. On the one hand, providers and institutions are held accountable
for major harm through the requirement of reportitigOn the other hand, mistakes that
do not result in major harm are subject to voluntary submission for data analysis and
review for improvement of delivery systems. Ultimately, the 2000 IOM refairs
that this diversity of reporting cannot just be classified via the two majations of
accountability and improvement, but can also be structured in a complemertég.fas
The far fewer errors that result in serious injury necessitate mapdeparting and
public disclosure (for accountability), while the more numerous minor errors andahini

injuries are subject to voluntary reporting and kept confidential (for improvéAient

232 This amounts to 2 chapters, out of the 8 chapteFf® drr is Human

233 |nstitute of Medicine (2000), pp. 86-87.

234 Importantly, though, this is still distinguished from legal liability. Onéhefmain
hurdles to reporting based upon accountability is the fear of legal discovery that would
place providers subject to malpractice suits.

3% Institute of Medicine (2000), p. 101.
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Spurned by the impassioned recommendations and extensive publicity that the
2000 IOM report generated, most health care organizations reassessed tloail enemxti
policies, resulting in guidelines that would be explicitly formulated in theenafrpatient
safety. In a similar spirit, many states passed regulations aittgnpiprovide further
oversight of the health care industry in regards to patient safety issuesalltpatient
safety disturbs customary norms that have traditionally managed relattaeebeare
providers and their patients, as trust and responsibility are thrown into doubt and flux.
Such a diverse mixture of reporting policies and regulations, couched in a reWdgd sa
ethos, has proved difficult to implement with the unified vision of patient safettheéhat
IOM, and other safety policy advocates, would hope to realize. As a result, a 2004
follow-up report from the IOMPatient Safety: Achieving a New Standard for Care,
places significant attention upon the need for standardization of reportiegisysin
calling for more data to study patient safety, the IOM recognizes.thasearchers need
standard, nationally accepted ways of defining, classifying, and chazagexdverse
events and near misse8> Not only for the sake of researchers, but also to effectively
enroll health care providers to actively participate in improving care througtingpor
the IOM states “[the] lack of standardization imposes unnecessary burdkisssamajor
disincentive to reporting adverse everfts.”

More generally, standardization is one of the most significant objectivesi@fitpa
safety reform, with advocates arguing that lives are saved and costdiaredrevhen

care is standardized along best practices. In tracing the rising e aleevidence-

238 |nstitute of Medicine (2004), p. 248.
237 bid., p. 248.
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based medicine, Science Studies scholars Timmermans and Berg emphasize the
investigation of “...both the form and content of standardization: to look at what is
standardized, how it is standardized, what is included and what is excluded, what novel
configurations of things and people are brought into being, and how much uniformity is
actually achieved®® Since standards often bring an assumption of objectivity, the
politics behind standardization are often overlooked. Timmermans and Berg call our
attention to the assumptions, interests and justifications behind standardiZation.

As with To Err is Humanreporting is justified with the rationales of
accountability and improvement; however, the language of ‘improvement’ isigtbthf
‘learning’ or ‘system redesign.” More significantly, the previousiynal distinction
between accountability and learning from the 2000 report is subsequently regresente
existing along a continuum of practices in the 2004 publicéffofOM advocacy in this
updated report is summarized as: “the health system has under-investedjeynaagin
in learning approaches. The American health care system will continu& sufficient
capacity to deliver excellent care to all patients without fundamental chatigeaverall
level of performance of the system as a whéfé.1n the roughly five years between the
two IOM publications, a further push towards error reporting in the name pirlgand
system redesign is regarded as the most effective intervention. Ostethably
accountability rationale behind reporting does not advance patient safetichsas

reporting for the purposes of learning and system redesign does, since thentexd)

238 Timmermans and Berg (2003), p. 24.

239 Continued theoretical discussion of standardization is in chapter 4.
240 |nstitute of Medicine (2004), p. 253

241 bid., p. 273



84

array of systems suffers from a lack of standardization Thus, the IOM psojuother
development and standardization of the learning and improvement end of the reporting
continuum, as opposed to the already established accountability side. Recommended as a
necessary objective for progress in patient safety, the IOM sta@mslastlization of data

will enable the evolution of a new knowledge base of patient safety information and

system improvements that can be readily incorporated into the practice of evideed
medicine.?*?

As a primary example of patient safety reform, the overall goal of mestcal
reporting centers upon the disclosure of medical errors, sometimes for the baldngf
health care accountable, other times justified as safety improvementy/lof igarning
from mistakes. Given potentially competing rationales of accountability and
improvement, error reporting can have contradictory implications astagstifar
reducing the risk of medical error. Further openness and teamwork may mmevel
change, but also must be accepted with the consequence of more extensive pversight
assessment, and standardization. Error reporting that centers upon accouasaibslit
primary justification tends to focus upon the individual as its target of interventle, w
reporting with improvement or learning as its motivation seeks to assesttiandlize
health care delivery systems. In reporting as accountability, respapgdrilerror is
specified - individuals are held culpable for the mistakes that they make. dastotite
premise of learning and improvement approaches to reporting is risk as dwellec
(system) responsibility, with promoting standards as the panacea of grogresish

towards the standardization of reporting is at the same time an effort to iemplem

242 bid., p. 314
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effective ‘improvement/ learning/ system redesign’ approaches toreamitoring. As
promoted in the IOM reports, the standardized, rational system is thus seetaagethe
of intervention for the advancement of patient safety, rather than the behavior
modification of individual practitioners through punishment.

While medical error data, such as that found in the HMPS, and patient safety
reform efforts, including error reporting, date back years and evedeakebafore the
IOM reports of 2000 and 2004, it took the institutional prestige and media publicity
brought to bear by IOM publications to garner explicit, widespread attentiorbftm
the health care industry and the general pdbficThe Harvard Medical Practice Study’s
ambitious call did indeed serve to elicit further research on medical error, lmyt pol
adoption is slow until almost a decade later when the Institute of Medicine wiaddeae
theTo Erris Humarreport. The effect of the IOM reports, specifically Err is Human
is a permanent change to the landscape of research and policy on medical error.
According to patient safety and quality advocates Lucian Leape and DonaldiBer
afterTo Err is Humariresearch in error prevention and patient safety became a
legitimate academic pursuit” and “few individuals now doubt that preventable rhedica
injuries are a serious problerfi* Describing medical error as “one of the major public
health issues of our timé?® Leape and Berwick also express limitations in the years

after report, commenting that “building a culture of safety is proving to bamense

243 As one indicator of this widespread attention, the online tool ‘Google Books Ngram
Viewer’ (http://ngrams.googlelabs.com/), which “displays a graph showing how
[selected] phrases have occurred in a corpus of books (e.g., "British Endtisglish
Fiction", "French") over the selected years” shows that the ternefpiaafety’ jumps
significantly after the 2000 publication © Err is Human

24| eape and Berwick (2005), p. 2385.

242 bid., p. 2384.
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task and the barriers are formidabt&>”Concerning the goal of developing reporting
systems, they also find that “no comprehensive nationwide monitoring systemfexi
patient safety?*’ a goal which was a central recommendatiof®Err is Human Even
though “critics have pushed back against viewing safety as a problem...oh sletign”
and “public support for improving patient safety often turns instead on fixing bf#fhe,”
Leape and Berwick see the work ahead as one of instilling continual motivattong sta
that the main lessons of the IOM report “is that we will not become safe unthoose

to become safe’*® The question of choice and motivation marks the transition that the
concept of medical error had undergone as a result of the IOM reports. Atigshsia
been confirmed as a real problem, the existence of error as a risk to the patieatiqgropul
is no longer in doubt, but rather, the more difficult task of mobilizing action to do
something about the problem is what remains to be accomplished. After establishing

medical error as a risk, the work ahead is an undertaking in politics and policy — of

reform - that is still unfolding in the decade affer Err is Humarwas first published>°

Changing the Concept of Medical Error

Out of the medical malpractice insurance crisis of the 1970s, the California

Medical Insurance Feasibility Study was the first systemé#gongt to assess the

24%| eape and Berwick (2005), p. 2385.

247 bid., p. 2384.

248 bid., p. 2384.

249 pid., p. 2390.

250 An April 2011 issue oHealth Affairsquestions the status of patient safety and quality
progress, ten years after the IOM’s famadsErr is HumarandCrossing the Quality
Chasmreports. See Dentzer (2011) for an overview of the issue.
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statistical rate of medical error. Taking guidance from the MIFS, the robuost

Harvard Medical Practice Study garnered broader national attention faudyso$

medical error, at least within the field of health care research, due tosgsnilstion in

the prestigioudNew England Journal of Medicine€l'he watershed moment for awareness
of medical error, though, came from the US Institute of Medicine’s (IDMIErr is
Humanreport. Released in late 1999, the IOM’s groundbreaking report marks the
culmination of a shift in the concept of medical error. As a significant turning point i
the development of the movement for patient safety, the IOM report, along with the
publicity it received, is widely credited with positioning patient safety assaantial
obligation in health care delivery. All the attention circling the IOM repan be

derived from its most famous statistical assertion, an estimate thaebet&v®00 and
98,000 Americans die every year as a result of preventable medical mistake®ly

from the power and publicity of that number, the problem of medical error, and the
developing patient safety movement, would jump from the confines of a relatively
narrow health care constituency to a prominent spot on the national health cage agend
After this section, a summary chafiaple 1on page 90) compares key dimensions of the
three major reports analyzed in this chapter.

Over the course of the major reports, medical error becomes connected to risk and
given its own statistical regularitifedical Insurance Feasibility Stugymaking error an
object for researciHarvard Medical Practice Stuglyand a target for policy proposals
and interventiono Err is HumarandPatient Safety Through these shifts, medical
error takes on a new conceptual status, distinct from an association wittenegligat

characterizes the medical malpractice model. Through the redefinitiorogffesm a
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legal standard to a scientific standard, providers are implored to reasse#sey/iink
constitutes an error, and thus how medical injury is prevented. As opposed to blaming
individuals for mistakes, errors are now conceived as a consequence of a highgxcompl
healthcare delivery system. The solution to the problem of error in medicine, thext, lie
the level of the system. Reformers seek to standardize error prevention and thus
rationalize safety practice. The resulting patient safety model does nssawdige

supplant the malpractice model. However, due to the emphasis on prevention as reform
policy, patient safety does significantly challenge the legitimétlyeestablished
malpractice system. Given health care providers’ ambivalence and seatineard

medical malpractice, a shift in the understanding of risk and responsibilitsoohas a
receptive audience in the medical profession. Despite sympathetic medfeakmmals,

as well as a concerned public, consensus over how to define the problem, and manage the
risk, of medical error remains elusi¥e.

Nonetheless, medical error has developed into both an object of analysis
(conceived in terms of risk, though it varies across the reports), to also beiggtddaa
preventative interventions (conceived in terms of patient safety reform polibg
transition in understanding of error in medicine occurs based upon a scienkificzééc
discourse (from both the MIFS and HMPS), which then forms the foundation for a more
expansive and influential policy-action discourse (IOM reports). Through aysenal
major reports on medical error, this chapter examined the relationship betwaiealme
error and risk, and how error prevention eventually came to form a basis of pafiént s

reform. Such a transformation falls in line with O’Malley’s genetadervation that, “by

251 pgain, as in footnote #149, see Dentzer (2011).
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the end of the twentieth century, risk had become a predominant way of govelrning al
manner of problems. Prevention is better than cure. Of course it is true that éven wit
respect to governing health through risk techniques there are political and moral
dilemmas.®? Risk has become predominant in thinking about medical error, with
prevention as the guiding reform policy for patient safety. However, this Euftreakes
clear that the scientific-technical dimensions of error and safety aré tiagra is to the
story. A similar explanation also follows from the perspective of risk sottietyries, as
Adam and van Loon claim that “even the most restrained and moderate-objectivist
account of risk implications involve a hidden politics, ethics and mora&fityThe

problem of medical error resonates with such sentiments across theorss-ofmedical
error is now conceived in terms of risk, but not without political and moral dilemmas.
Moral dilemmas come to the forefront in the next chapter, reviewing medioal e
narratives and the role of the patient in patient safety, where the stopigisenit tragedy
bring an urgency that statistics cannot accomplish alone. Political didentinen, are
referenced in chapters four (and five), which covers safety culture as ttsypsiotution

of advocacy campaigns that seek to manage medical error. It is through suchchoral a

political dilemmas that patient safety discourse challenges the meditzdpon.

252 O'Malley (2010), p.3.
253 Adam & van Loon (2000), p. 1.



TABLE 1: HISTORICALLY SIGNIFICANT REPORTS ON MEDICAL ERROR —
Medical Insurance Feasibility Study (MIFS), Harvard Medical Practice Study (HM#8 To Err is Human (TEH)

MAJOR IMPETUS

KEY DEFINED TERM

DATA SOURCE

CENTRAL FINDING

APPROACH TO RISK

SUBSEQUENT STUDY

SIGNIFICANCE

MIFS (1977)

1970s Malpractice crisis

Potentially Compensable
Event (p. 8)

California hospital
records (non-random)

4.6% due to error,
0.8% due to negligence

Acceptable - given
benefits of intervention

HMPS (1991)
First empirical study on

rate of medical error, but
little long-term effect

HMPS (1991)

1980s Malpractice crisis
& quality movement

Adverse event (p. 370)

New York hospital
records (random)

3.7% due to error,
1.0% due to negligence

Reduction - Agenda for
research on quality

Studdert, et al. (2000) —
Utah and Colorado Study

Agenda for research on
quality; influential in
health care industry

TEH (2000)

Quality movement &
failure of 1990s reform

(Patient) Safety (p. 4)

No new data - review of
previous studies

Estimates 44,000 to
98,000 deaths due to error

Prevention - policy for
building safer system

“Crossing the Quality
Chasm” (2001)

Watershed for error -
leading to national
attention on patient safety

06



CHAPTER 3 — From Tragedy to Advocacy:
Patient Stories of Transformation

Facts, figures and statistics reach the head, but nothing happens unless we
reach the heaft*
--Dennis Quaid, narrating the Discovery Channel Documentary
Chasing Zero: Winning the War on Healthcare Harm

Narratives rather than numbers are the primary data of the safety
science$>®
--James Reason, quoted3afety and Ethics in Health Care

As discussed in the previous chapter, technical reports are important for
emphasizing that the issue of medical error requires dedicated resednaform.
Notwithstanding the famous statistic from the Institute of Medicifie’&rr is Human
technical reports alone are not typically sources of deeply arousing readborthe
contrary, such reports are often unknown beyond the specific research comnhuatities t
study them, unless there is a compelling story that goes along with thifiseiechnical
discourse. The introductory quotes above suggest the very significant role thatesarra
play in broader patient safety discourse. As a narrative tool for patietyt sdé®cacy
within the health care industry, patient tragedies are often used to raismesgaand
encourage change in the behavior of professionals. When patient deaths are given media
spotlight, medical error gains more widespread public attention, beyond ressarch

reformers and providers. Within the health care industry, as well as frdmnoidwder

254 Chasing Zerd>ocumentary (2010), time: 52:30 until 52:38.
2% James Reason quoted in the foreword to Hurwitz and Sheikh (2009), p. 17.
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national media, medical error stories often become moralistic, as pedigedies quickly
become public scandals with heated and emotional responses.

Consider the story d@oston Globénealth reporter Betsy Lehman, whose death in
1994 from an accidental overdose helped to catalyze the emerging patient safety
movement. Lehman died during cancer treatment at one of the most respectetshospita
in United States, the Dana Farber Cancer Institute in Boston. Tragedies 8athya
Lehman’s death are a stark reminder that medical error is a not only a tephotdam
understood in terms of research reports and regulatory reform but is also one of
heartbreaking loss. Had Betsy Lehman survived the accidental overdose, sheaneght
become a prominent patient safety advocate, given that her work in health geportin
centered upon informing patients. Still, her death put a tragic face to the numbers
reported in the Harvard Medical Practice Study just a couple of yeaes eankd so
helped to ignite patient safety efforts ufitd Err is Humarcaptured broader, sustained
national attention.

When the watersheto Err is Humarreport was published in early 2000, the
landscape of patient safety completely changed, making for a new contdxtim w
stories of medical error would be connected to the movement for reform. Just oaer a ye
after the report came out, in February of 2001, Tony and Sorrel King lost thaioritB-
old daughter to a series of medical errors at one of the most respected hosthtals i
world, Johns Hopkins in Baltimore. In the wake of their tragedy, Tony and Stamtelds
a foundation in the name of the daughter, Josie. Working thiDogRosie King
Foundation Sorrel King has become an accomplished public speaker, telling Josie’s

story at health care conferences and hospital meetings. In recountiegdéseoserrors
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that lead to her daughter’s death, Sorrel King spreads a patient safetytfegtsopen
communication between care providers, patients, and their families can preientt pa
harm.

The patient safety movement gained a celebrity voice when, in November of
2007, the newborn twins of Hollywood actor Dennis Quaid were accidentally given the
adult dosage of a blood thinner at Los Angeles’ Cedars Sinai Hospital. After twaarly
frantic days spent reversing the effect of the overdose, both twins s@éibthen
were released from the hospital 12 days after the mishap with no signs oh@erma
damage. Though his children did not die, Dennis Quaid experienced an emotional
transformation and activist awakening not unlike Sorrel King’s. The Quaidyfaiad
started a foundation to raise awareness of the problem of preventable medical er
Sharing the story of his twin’s accidental overdose, Dennis Quaid provides atgeleb
voice for the patient safety movement.

Although the problem of medical error has not resulted in an extensive patient-led
movement, patient stories and advocacy are linked to the prevention politics of the patient
safety agenda. While still mostly limited to prominent cases, such as thossséis in
this chapter, patients are taking a more active role in national, and even toaranat
patient safety advocacy than what was seen in the past. More than just victiros, of e
advocates like Sorrel King and Dennis Quaid see patients as fundamentakpartine
prevention of unnecessary harm, forming collaborations with health care pyo&dssi
who agree that patients themselves are among the best safety advocatesh thieioug
stories of medical error, such advocacy attempts to move beyond seeing pabehts as

victims, to incorporating how patients themselves can be given a voice in fongulat
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safety policies. One of the major morals of such patient stories is to convititechea
providers that patients can be active and equal partners in the promotion of patignt safe
This dual transformation — of both patients and providers as equal partners in patient
safety advocacy - occupies a central place in medical error narratidgbus is an
important aspect of broader patient safety discourse.

This chapter begins with a brief overview of narrative analysis, of socalcec
research on narrative in patient safety, and of scholarship on health socialentsrzem
Together, this literature informs an approach to the role of narrative inttaatsafety
movement. With that theoretical background, the majority of this chapter closely
examines three case studies of medical error narratives — the mediaseeto Betsy
Lehman’s death in 1994, Sorrel King’s transformation to patient safety advoeatthaf
death of her daughter in 2001, and Dennis Quaid’s influential celebrity voice after the
accidental overdose of his newborn twins in 2007. Returning to narrative analysis and
health social movements, the case studies are then followed by a discussion of the
transformational significance of medical error stories, both for how individuedsrize

activists as well as for how the larger medical profession responds to suehgdmsl

The Significance of Error Narratives for Patient Safety as a Health Movemdn

While the previous chapter looked at scientific-technical reports on medical err

Larson reminds us that “a discursive field is therefore something broader tiantdis

field, since discourses are produced in areas of social practice that incthde
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unauthorized and non-authoritative speak&t3.1t is thus important to also look outside
of the field of scientific experts, to where a different kind of discourse can be found. Fo
bringing public attention to the cause of patient safety, error narratindsecvery
effective aspect of the discourse. To explore the role of narrative in patidgf dfaw
upon narrative analysis, first in rather general methodological terms,peeifically as
related to social science research on patient safety. With that basisativeal explore
how work on health social movements and patient groups can be helpful in assessing the
significance of medical error stories for the patient safety movement.
Just as with discourse analysis in general (see chapter 1), it is tiffiéuid a
standardized definition of what constitutes narrative and narrative analysisthéless,
| find a guiding set of interpretations from Daiute and Lightfoot:
Narrative analysis is a mode of inquiry based in narrative as a root
metaphor, a genre, and discourse. As a metaphor, narrative analysis
involves explaining psychological phenomena as meanings that are
ordered from some theoretical perspective, like that of a storyteller, and
consist of information and comments about the significance of that
information... Narratives are also genres, that is, culturally developed
ways of organizing experience and knowledge... Narratives are also
specific discourse forms, occurring as embodiments of cultural values and
personal subjectivitieS’
This definition of narrative as metaphor, genre and discourse calls attenti@variety
of interpretive angles through which one can analyze a story. Medical emairvesr
serve as metaphors in terms of attributing responsibility through morabgnies As a

genre, error narratives have taken on a particular cultural form as tragkdgaandal,

especially in the popular media. Finally, error narratives are part of a patent safety

2561 arson (1990), p. 34.
25" Daiute and Lightfoot (2004), p.
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discourse that seeks to motivate action on behalf of improving health care quality and
performance. It is through narrative as a specific form of patient sasetyudse that |
will focus upon in this chapter.

Also similar to the open-ended methodological basis of discourse analysis,
narrative research also tends to favor a less strict methodology. In @ngarother
methods, “narrative research offers no automatic starting or finishing poihtsike
other interpretive endeavors, the researcher must go back and forth betweerathve nar
under investigation and the insights drawn from it, which can lead to many dead-ends in
analysis. According to Gergen, then, “narratives [need not] be true or false in an
absolute sense,” but viewed as “renditions of events, cohering to certain cultural
standards, which made sense of life to someone in a particular context,” so that “a
narrative was almost always created to give meaning to events in tHé’paite
importance of analyzing narrative is not to evaluate its accuracy, but tdfarse
understanding how the storyteller makes sense of past events. For medical err
narratives, the process of looking back to give meaning to the tragedy is prediaeis
powerful about the stories. Returning to Daiute and Lightfoot, they elaborate that,
“narrative discourses are cultural meanings and interpretations thatguadption,
thought, interaction, and action. Narrative discourse organizes life — soatang)
interpretations of the past, and plans for the futt® By examining the narrative
discourse of medical error stories, we get a picture of a distinct seaofimge, much

more emotional in tone and motivational in effect, than other aspects of patieyt safet

258 gquire, Andrews and Tamboukou (2008), p. 1.
259 Gergen (2004), p. 270.
250 Dajute and Lightfoot (2004), p-Xi.



97

discourse, such as the more dry and technical policy reports found in the previous
chapter.

Social science research on patient safety has only begun to address difie rol
narrative. For example, ledema and colleagues assert “the importahakgic
narration currently goes unrecognized in how we practice patient saf@iy our
approaches to studying how patient safety is achieved and maintdithatfaring has
looked at narrative in terms of lessons for healthcare workers that anedialeé&
management exploitation in the pursuit of organisational learAfigri other work,
ledema and colleagues emphasize the role of emotion — “thanks to these tedohiques
incident reporting], employees can, and are increasingly expected to, exmledsare
feelings, norms and values about what they do, to better organize and manage what they
do themselves®®® While Waring provides a critique of the use of narrative for
management purposes and ledema, et al show the importance of affect in incident
narratives, this research examines narratives as told by doctors and othealea
workers. Perhaps this follows in line with research on narrative in medical gurnal
which also tends to focus upon provider’s stories. For example, Rowe finds that
“doctors’ [narrative] responses [to medical error] are a product of the tameets of
those who choose to go into the profession, of medical training and medical practice a
taught and as practiced, of the organization and funding of health care, of the law, and of

doctor—patient relationshipé® An exception to the focus upon providers in narrative

61 ledema, et al. (2009), p. 1756.
262 \Waring (2009), p.1722.

253 jedema, et al. (2006), p.137.
264 Rowe (2004), p. 159.
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research, Ocloo has recently published work on two patient support groups in the UK.
With a similar conclusion to Waring’s work on provider narrative, Ocloo finds thn, “t
experiences of harmed patients are considered to provide an important soateeiof d
looking at how issues of power and conflict impact upon safety in organisational
contexts.®®® In a guiding statement that will be revisited later in this chapter, Ocloo
“suggests that the dominance of a medical model is still a powerful determinant in
constructing the context of medical harm and patient safety reféffhgVvhile the
medical model dominates in the US as well, error narratives, like oveialhipsdfety
discourse, offer a critique of the model’s shortcomings when it comes to the issue of
mistakes. Still, patient stories may not completely undermine the medical. 'vadBl
only Ocloo’s work in the UK thus far, the burgeoning field of social sciencandsen
patient safety could be improved with further study on the discursive role aftpatie
stories of medical error.

In order to expand the study of narrative in social science research on patient
safety, | suggest exploring how patient stories fit within the largeoriisf patient
safety as a health social movement. My argument in this chapter is tizditvearare
transformational — not only for the specific individuals involved but also, and even more
importantly, for how emotional stories are employed as motivation and jusbifidar
action on behalf of patient safety. In support of this claim, the contemporary push for
patient safety can be grounded in a growing literature on health movements ant pati

groups, which has sought to understand various social processes of contestation over

265 Ocloo (2010), p. 515.
2 pid, p. 515.
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health issues and care delivé).By establishing this distinct field of research, scholars
have proposed bringing together insights from social movements theory, medical
sociology, and the sociology of scierfé®.While many recent studies in this area of
research tend to focus upon the experience of disease or illness, the fiedul ge
orientation to questions of authority and expertise can be applied to the casendf patie
safety. As other health movements seek to variously challenge or cokalwdrathe

vast apparatus of science and medicine, so too does patient safety advocacy aim to
reshape how safety is conceived and promoted within the health care industry.

How patient safety is categorized as a health social movement (HSM) can be
derived from a guiding definition of the term by Brown and Zavestoski, who “define
HSMs as collective challenges to medical policy, public health policy andcpobielief
systems, research and practice which include an array of formal and informal
organisations, supporters, networks of cooperation and media. HSMs make many
challenges to political power, professional authority and personal and ivellect
identity.”®® As will be seen in the case studies of this chapter, the message of medical
error narratives constitute a significant challenge to medical poliayicephnd belief
systems, as part of a broader patient safety reform effort. Brown aedt@ski

elaborate, “Medical authority has always involved varying alliancegdast health

57T For an extensive review of the many dimensions of the growing literature om heal
movements and patient groups, see Epstein (2008).

%8 Eor bridges between social movements and medical sociology, see Brown and
Zavestoski (2004); and Brown, Zavestoski, McCormick, Mayer, Fosch, and Altman
(2004). For filling the theoretical gap between medical sociology and theogpcadl
science, see Hess (2004).

269 Brown and Zavestoski (2004), p. 679; A similar definition can be found in Brown, et
al. (2004), p. 52.
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professionals, state agencies, corporate actors, scientists and citizistsags in any
dialectic relationship, increasing medical authority has occurred alongsréasing
challenges to this authority. HSMs represent the transformation of sporadidadivelse
unorganised challenges into formal and institutionalised opposftibrThe
transformational discourse of error narratives exhibits such a transitrarafsgemingly
random challenge of medical authority to a more unified alternative concepsafebf

in care delivery. Using the more specific term embodied health moventent(avith a
conceptual distinction that focuses more squarely upon disease experience but need not
be fleshed out here), Brown, et al. emphasize “organised efforts to challengedgewle
and practice,” which “arises from the recent trend towards the empowermenentpat
and more active involvement in their healthca@.In line with Brown, et al.’s point
about embodied health movements, patient safety discourse, as represented by error
narratives, can “blur boundaries between lay and expert knowlétfge.”

The trend towards empowering patients, which can blur the line between lay and
expert knowledge, develops in connection to the consumer movement in health care.
Allsop, Jones and Baggott agree that, from the growing focus on patient as aeagnsum
“there is evidence of a shared discourse and values across the groups tha anaimot
represent the interests of healthcare users,” which, “have contributectd®velepment
of participative and consultative process&s.’As a result, Allsop, Jones and Baggott

continue, “collaboration between health consumer groups within the same condition area

7% Brown and Zavestoski (2004), p. 682.

271 Brown, et al. (2004). p. 54.

272 Brown, et al (2004), p. 75-76; See also Epstein (1996) for an extensive analysis of this
point about the blurring of lay and expert knowledge.

273 Allsop, Jones, and Baggott (2004), p. 738.
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and across the sector, has increased to a degree where it is possible to poiritito a hea
consumer movement. Member groups provide the basis for collective action in the social
and political sphere?** Evidence of the consumer movement in patient safety advocacy
is most explicit in the name of one of the major patient-led organizations - Cassume
Advancing Patient Safety (CAPSY. “The evolving nature of [the doctor-patient]
relationship,” according to Boyer and Lutfey, means that “where previoustslkesl of
patients, we now refer to consumers, clients, or survivors, and this linguistic change
reveals a shifting balance of power as individuals have become more empaowered i
health care choices, decision-making, and communicati6riWhile the CAPS
organization is discussed elsewh&he error narratives in this chapter also do support
the notion of an educated, health care consumer (particularly in the backgroundyof Bets
Lehman, but also from King and Quaid, who both push for educating patients in the
prevention of medical errors).

The use of narrative has not been neglected by research on health social
movements. For example, an article by Klawiter, “uses the narrative of on@wom
Clara Larson, to explore changes over time in the experiences of illrsisbivto
women diagnosed with breast cancer,” in order to “acknowledge that expeénces
disease are shaped not only by the individual circumstances of diseasessafidrihe

particular character of their pathologies, but by culturally, spagat historically

2" bid, p. 738.

27> Consumers Advancing Patient Safety - http://www.patientsafety.org/.

2’®Boyer and Lutfey (2010), p. S81.

27" See Chapter 4 for a discussion of CAPS, in the context of The World Alliance for
Patient Safety’s Patients for Patient Safety organization.
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specific regimes of practice$’® Medical error narratives are also shaped by changes to
‘regimes of practices’ — most notably, from the development of patieny safet
interventions (such as error reporting) and the transformational discoursappart

such practices (such as sharing stories to justify learning throughegaosting). In my
review of three prominent error narratives, the individual story will provodees

necessary background, but the analytical focus will be upon how the story is
transformational — for colleagues, the victim or their family.

Beyond transforming colleagues, victim or family into a public speaker or
activist, | also explore how the stories themselves take on a largercgigndi related to
what an audience is meant to learn after hearing the story. Along with fretbence
to narrative analysis and health social movements research, this idea of dual
transformation will be revisited in the discussion, following the case studiest®f B
Lehman, Sorrel King and Dennis Quaid. With each of the case studies in this chapter, |
provide some details about the error itself to provide background. However, theymajorit
of analysis will be directed toward what happens in the aftermath of tragedy. The
emotional process of sharing the story of medical error not only changes théuabi
involved, but also contributes to an emphasis upon narrative transformation as a crucial
motivational slice of the growing patient safety movement. Patientskang tamore
active role in national (and even transnational) patient safety advocacy, dicdlreeror
narratives imagine the patient role as not simply a passive victim oterrcather as an

active agent for change.

2’8 Klawiter (2004), p. 846.
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Medical Error as Public Scandal

-- The Death of Betsy Lehman

Betsy Lehman died at the age of 39, leaving behind a husband and two young
daughters. Several months later, it was discovered that the cause of her death had bee
an accidental overdose, when Baston Globalisclosed “that its famed health columnist
Betsy Lehman died of heart failure on December 3, 1994 while undergoing
chemotherapy at renowned Dana-Farber Cancer Institute in Boston, Mas$,dfnuge
overdose of two drugs;” and when just “two days before Lehman's death, another woman
reportedly sustained serious, irreversible heart damage from the same at&rdose
According to various reports, “at least a dozen doctors, nurses and pharmdbests at
Dana Farber Cancer Institute overlooked the error for four days while betonéinued
to receive an overdose of cyclophosphamide and a four-fold overdose of another drug
meant to shield her from side effect&” According to reporting by thassociated Press
the deadly mistake was only later “discovered by a records clerk on Feb. 13harore
two months after Ms. Lehman diett” Combining Lehman’s occupation as a health
reporter at a large and influential media outlet, with an egregious eoariog at a
prestigious institution, the story was ripe for public scandal.

Not surprisingly, where the scandal plays out, and in rather harsh terms, is

through the pages of tigoston Globe Responding to the tragedy of Lehman’s death, a

fellow Globe columnist laments that, “Betsy should be alive today, watching the bulbs

2’ Miami Herald (March 24, 1995).
280 Rosen, Marty. (April 9, 1995).
281 Associated Press(May 12, 1995).
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she planted last fall push their heads up through the crusty soil, sitting at tesedlut
desk at the Globe getting out another health column for her readers, cheeeng at h
daughter's soccer games, making Passover plans, exchanging advice anditjpolssip w
friends, sweetly savoring another season of life as only survivors of seriogs the
do.”® Globe columnist Bella English’s vivid prose quickly turns from grief to anger, in
her response that, “young women do not ordinarily die of cardiac arrest. Through an
appalling series of errors that would make The Three Stooges look like brain surgeons,
staff members at this world-renowned, elite institution gave Betsyrarttlex patient a
massive overdose of a toxic anticancer drug, causing cardiac damage in bgtdidgets
the other woman remains a cardiac crippfé.’After brief caveats about the inexact
nature of medicine and the fallibility of doctors, the attack continues, “ihalbyers of
pedigreed professionals who sent Betsy to an early grave, someone should hi@deasmel
skunk. This wasn't just a one-time overdose; the two women were overdosed for four
days running,” with an even more tragic admission that “an autopsy showed that Betsy
had no visible signs of cancer remaining in her body, which could mean that she had
years of life ahead of hef* The error should not have gone on the way that it did,
according to English, and that Betsy Lehman had seemingly been cured after ¢
makes it all the more tragic.

Turning back to qualities of the victim, English describes Lehman’s role as a
patient - “Betsy was not just your average health care consumer. She had aodrces

contacts and a lively curiosity about health matters. When she became a ghdéent

282 English, Bella. (March 25, 1995).
283 |bid.
284 |bid.
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asked questions, then asked more. She got second opinions. She read the research. She
and her husband Bob, a scientist who works at Dana-Farber, had thoroughly acquainted
themselves with her illness, with her treatment, with her chances. In thehenplaced
her trust in Dana-Farber, which proved woefully unworthy of that trust. Betsy thragw
one day, the cancer might take her. But she never expected to be killed by her
caregivers.®®® From all these details about her, Betsy Lehman is held up as a model
patient — educated, empowered, active and trusting. Quite the contrary to Lehman’
venerated role as ideal patient, English sees Dana-Farber as not holding upetaitbé
the relationship, falling short on their primary responsibility in providing care. She
declares, “If there's one lesson we should take away from this, it's ttie bfilliant
research in the world doesn't matter a hoot if it isn't applied correctly em{stit's
obvious that Dana-Farber is more interested in research - for which wtagceillions in
federal funds - than in patient care. Shouldn't the two coexist in a seamlasg@?rarr
What is the research ultimately for, anyway? The grants? The gloryoldet Prize?
Doctors must remember that behind every protocol there is a patient; not a labbanima
a human being®® Losing sight of the patient — in Betsy’s case leads to an accusation
that scientific medicine overlooks patient care - will be a general thealkthree of the
error narratives in this chapter.

In summing up the stakes of Lehman’s death, English points her finger right at the
top, “one can only hope that the right people are listening, starting with Dana-Farbe

president Chris Walsh, who referred to Betsy and the other woman debilitated by th

285 English, Bella. (March 25, 1995).
280 |bid.
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overdose as ‘one incident, two people. | wouldn't like that to indict a whole program.’
And David Livingston, physician-in-chief, who called the systemic breakdomwn ‘a
isolated incident.®” The problem with such a defensive response by Dana-Farber
comes when English bluntly exhorts, “Gentlemen, you just don't get it. And it isgiseci
your type of arrogance that Betsy would have loved to have written about, if only that
arrogance hadn't killed her first?® More than what descriptive, factual reporting of the
tragedy could do alone, such a heartfelt, well-written commentary makesatiezd of
Dana-Farber look foolish and insensitive. And now they have a full-blown public
scandal on their hands.

The discovery of the error that killed Betsy Lehman emerged through a cohtext
other errors being reported at the same time (Winter-Spring 1995), leadingdie af
discovery and disclosure fueled by media coverage of the scandalous nature of medical
error. For example, “in other recent, publicized medical mistakes, a surgedarapa,

Fla., hospital on Feb. 20 amputated the healthy leg of a 51-year-old diabe#d ivistiee
diseased one. At the same hospital on March 3, a 77-year-old man died after a technician
mistakenly disconnected him from a breathing machine. At a hospital in Grand Rapids,
Mich., a surgeon performing a mastectomy on a cancer patient last month removed the
wrong breast, a television station report&tl."That string of errors was reported in an

article in thePhiladelphia Inquirerthat then draws upon the Harvard Medical Practice
Study, “there is little information on how frequently patients in hospitalgiaesn

incorrect doses of medicine, either through prescription or dispensing error. But a 1991

287 English, Bella. (March 25, 1995).
2% |bid.
289 The Philadelphia Inquirer (March 25, 1995).
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Harvard Medical School study found about 7.5 cases of adverse events due to negligence
for every single malpractice claim in the courts, concluding there may befar m
malpractice occurring than patients or the public reafiZe Media coverage then leads

to other patients disclosing errors, such as in the case of Jourdann Moore, whose mother
“reportedly came forward after seeing reports about Betsy Lehntliopa columnist

who died of heart failure after she and another woman received overdoses of an
anticancer drug at the Dana-Farber Cancer Institute last3éaddw media exposure

and Lehman’s death fits in with others is also captured in the following observaton f

Reporter Marty Rosen of ti&t. Petersburg Times

And problems do not come to light unless someone is maimed or killed, as
in the UCH cases or the Dec. 3 death of Boston Globe health reporter
Betsy Lehman, who accidentally was given four times the maximum safe
dosage of a potent drug during chemotherapy for breast cancer. If the
mistake slipped past Lehman, an award-winning health reporter, and her
husband, a scientist at the cancer center, what does that mean for patients
not educated in health care? Shindul-Rothschild, the Boston professor
who knew Lehman as a savvy health expert, said it underscores the
importance of reinstituting the often redundant - and more costly -
safeguards in the traditional health care sy$tém.

Reiterating sentiments from LehmaiBsston Globeolleague about her role as a model
patient, this statement also speaks to how public scandal caused by media reporting o
medical error can have a snowball effect. Through shocking stories of mishages in ca

an expanding cycle of media discovery and public disclosure places medical eemaund

wider spotlight, and with more intense scrutiny.

299 pid.
291 Bai, Matt. (April 6, 1995).
292 Rosen, Marty. (April 9, 1995).
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Amidst this context of the discovery and disclosure of medical errors leading
scandal and scrutiny of health care, comes another compelling response from one of
Lehman’s colleagues at tB®ston Globe In a similar heartbroken tone as Bella English,
fellow Globe writer Ellen Goodman wonders, “How do you react to a medical horror
story? What is the proper etiquette of emotions that rush up from your gut to great suc
tale??®® After referring to the medical errors in Tampa and Michigan (alluded to above),
Goodman recognizes, “but this time, it's happened to one of us, to Betsy Lehman of all
people. A friend, a colleague at The Boston Globe, a 39-year-old mother of two young
daughters who had reached for the promise of a breast cancer cure in bone marrow
transplant, writing, ‘I'm resigned to the idea of going through hell for the hope of a
chance.’ A chance she didn't gét* She says, “Betsy Lehman was given a fatal
overdose of the anticancer medication. She was given four times the right dbsage. S
was given it for four days in a row,” wondering “What are we to say? Accidents
happen?® After grieving when she first died, “to those of us who count ourselves her
friends, this second mourning is compounded by anger. For those who didn't know Betsy,
it should be compounded by fe&’® Goodman wrestles with how to reconcile the
discovery of the fatal error months after grieving through Lehman’s death.

In her piece, Goodman ponders almost philosophical dilemmas about the nature
of misfortune and accidents. She says that, “these are stories that elicasadgep as

our own vulnerability. Yet even anger wars with the truths wrapped inside cliches:

293 Goodman, Ellen. (March 29, 1995).
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Accidents happen, no one is perfect, the "human factor" includes a capatiiy foost
terrible of mistakes?®” By considering such inevitability, Goodman carries a somewhat
resigned tone when considering the more widespread context of medical earoingcc

in various ways, at different places. Despite her position as an educated heafihistol
being treated at Dana-Farber where her husband worked, Goodman recognizes that “it
[still] happened to her; she was still killed by carelessness. By the humantkaiadds

up to a system's error. By a hospital whose own self-confidence may have biaén a fa
flaw. By an institution that never installed the computer program that migétflagged

this mistake.**® Again, Goodman wonders rhetorically, “Accidents happen? No one is
perfect?” Referring to Lehman’s admirable ability to weigh both sidesstiry,

Goodman affirms, “I haven't a doubt that the people who mishandled her case, her life,
are in their own pain. In journalism, Betsy's profession and mine, the worst errors we
make can destroy a reputation. In medicine they destroy people. It'skibe thiat differ;

not the fallibility.”**® Goodman speculates how Lehman would have reacted to a medical
error such as her own, “If this had happened to anyone else, Betsy would have been mad
as hell. Mad, without forgetting that no system is really mistake-proof, notalospi
human-error-proof. Mad anyway>® By the end of the commentary, Goodman exhibits

a rather extensive transformation in emotion over the discovery of the errorhéaov

you say? In December, when Betsy died without a trace of cancer leftbodherthe

world lost her generosity. In March we lost something else in short supply. A huge

297 Goodman, Ellen. (March 29, 1995).
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portion of trust.*®* The question of trust is precisely what drives the theme of Betsy
Lehman’s error narrative — public scandal results when trust in an instituticakisns
Patient safety advocates would use such stories as a wake-up call, tordadnetivethe
problem of error in order to promote change in health care organization and delivery
systems.

With the patient safety movement not yet formally organized in 1995, the public
scandal resulting from Betsy Lehman’s death, and other mistakes arounohé&)artds
up reasserting traditional solutions of provider disclosure and individual accountability
For example, one article sees the problem as a lack of consumer information about
doctors, “when the push for health-care reform fell flat last year, so tooedidures
aimed at helping patients find out more about hospitals. Much of the information that
could help consumers make informed choices is kept secret. Doctors disciplined in one
state can set up shop somewhere else. Problems at hospitals become public only when
something goes wrond® Such sentiment implies, then, that the problem lies with
individual providers, rather than as a result of systems that do not effectieegnpr
errors from leading to harm, which would be the major claim behmBrr is Humann
early 2000.

In the aftermath of the discovery of error in Lehman’s death, the response from
Dana-Farber would also follow in a traditional, punitive direction. According to an
Associated Presarticle, “the Dana-Farber Cancer Institute said today that it wagibg

disciplinary proceedings against two doctors involved in the care of two patients who

%91 |bid.
%02 Sharp, Deborah. (March 27, 1995).
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received chemotherapy overdos&$.'The Institute’s Chief Physician and Director, Dr.
David Livingston would be unable to stem the scandal that had erupted, eventually
resigning from his post in order to put forth "a signal that this institution meaaisitw

said when it indicated it was going to the bottom of these tragic incid8hts1"terms of
resource allocation, “Dana-Farber said it would spend $1.3 million to educate doctors,
nurses, pharmacists and other employees about drug protocol and documentation of
medical records,” but that remedy was actually only done under the threatlofrthe
Commission on the Accreditation of Healthcare Organizations, which “gave tietens
six months to correct unspecified problems related to the overdoses or risk losing
reimbursement for Medicaid and Medicare patiefits.”

Besides the fallout for the Dana-Farber Cancer Institute, the doctor who was
blamed for Lehman’s death would spend years in court trying to combat the
consequences of the public scandal. Reported iBakon GlobeDr. Lois Ayash was
eventually awarded “$4.2 million for lost wages and emotional distress for thehea
was treated by The Boston Globe and the Dana-Farber Cancer Institute folaing
chemotherapy overdoses in a medical experiment she designed and o¥&rs#wash
designed and ran the experimental breast cancer treatment in which,LBletsgn had
been treated, but “another doctor accidentally ordered the overdoses, which were not
discovered for 10 week$®” Nonetheless, “after an investigation, the hospital

reprimanded Ayash for not finding the overdoses sooner” and “a year latsh) wgs

303 Associated Press. (April 2, 1995).

304 Associated Press. (May 12, 1995).
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laid off.”>%® In response to the jury award, though, Dana-Farber spokesman Steven
Singer said that "the real victims of the tragic overdoses were the patieolived and
their loved ones," continuing with the claim that "the institute's actions in 1995 and 1996
were taken to help ensure patient saféty.Eight years after Lehman’s death, the
spokesman’s use of the term ‘patient safety,’ is particularly notewortltywas not in
widespread use when the media discourse, and resulting public scandal, erupted in 1995
right after the discovery that Lehman’s death was from an accidental oerdos

The main legacy of Betsy Lehman’s story is not through such court decisions,
though, but in how she was honored after her death. In the immediate aftermath, The
American Cancer Society's Massachusetts division “awarded itsifesitie
Achievement Award for excellence in cancer communications to Betsghman, who
created The Boston Globe's Health Sense coldinWhile a worthy honor, the longer-
term representation of Lehman’s legacy would come almost a decadeeaftirath.
According theBoston Globes Alice Dembner, “more than nine years after Boston Globe
health columnist Betsy Lehman died from a chemotherapy overdose, statdsoffidi
memorialize her today by opening a center dedicated to reducing medicsl&fr The
intent of the ‘Betsy Lehman Center for Patient Safety and Medical Eecud®on’ is
“to coordinate patient safety efforts by state and private health agearail to educate
health-care providers about the best ways to prevent efféra&’discourse centering

upon patient safety is evident in a quote from Christine Ferguson, commissioner of public

308 Dembner, Alice. (February 13, 2002).
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health, who states, "We are going to go great guns and pursue this issue hadajet t

of medical errors down and make Massachusetts number one in the country for patient
safety.®'® Given that efforts to create the center had been in the works for yearsgyleadin
Patient Safety advocate Lucian Leape had this to say now that the propéursdaig

been secured to support it, "Up until now, it's been symbolic, the fact that theymg will

to start funding is a very encouraging sigH."

Four years after the Harvard Medical Practice Study elicitadeamic interest in
the study of medical error (see Chapter 2), Betsy Lehman’s shocking deatihga
dangers of medical harm a tragic, public face. The institution in which she wgs bein
treated, the Dana-Farber Cancer Institute (affiliated with HarvadiddleSchool), is a
prestigious, cutting-edge research facility that focuses exclysipen the treatment of
cancer. The fact that her husband worked as a cancer researcher at ith&titugtron
where she would be killed only added to the tragedy of her death. As a respected health
columnist for the Boston Globe, Lehman was a popular advocate for informing and
educating the public about all matters related to health and medicalltereeaction to
Lehman’s death, especially the loss of trust in medicine dictated by Lehowi@agues
at theBoston Globgecalls attention to Hess'’s observation that “the accumulation of
reports of iatrogenic disease, hospital errors, and capture of medical dorgrodit
motives has led to increased scepticism and civil society mobilisafitomhile the

mobilization into a patient safety movement was still several yearg,a ehman’s death

313 Dembner, Alice. (January 12, 2004).
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made her colleagues at tBeston Globeas well as media observers of other medical

errors, into skeptics out of the health care system.

The significance of Betsy Lehman’s death comes from a context of disparate
stories of medical error being brought into a broader narrative of public scand&l, whic
would eventually feed into a patient safety discourse that seeks to includespatibet
delivery of safe medical care. While the patient safety movement wasiehmerging
in the mid-1990s when she died, Betsy Lehman’s death provides a tragic, emotignal stor
of medical error to go along with the technical statistics of the 1991 Harvarddfledi
Practice Study in 1991. If that study did not receive the widespread attention beyond
academic medicine that was hoped for, it would be the incorporation of stories of error
that eventually did. Following on the heels of Leape’s influential “Error in Meglici
article in 1994, the discovery of the error that lead to Betsy Lehman’s lolszime a
public scandal that brought attention to the problem of medical error. With a similar
connection between story and report, the next case study of error narrative follows
closely after the IOM’S o Err is Humarreport, which is largely seen as the turning point

for patient safety reform in the US.

Medical Error as Inspiration for Advocacy

-— Sorrel King and Josie’s Story

Sorrel King lost her 18-month old daughter Josie to a series of medical errors at
one of the most respected hospitals in the world, Johns Hopkins in Baltimore. As

described on the website of the Josie King Foundation, “in January of 2001 Josie was
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admitted to Johns Hopkins after suffering first and second degree burns fronmglimbi
into a hot bath. She healed well and within weeks was scheduled for release. Two days
before she was to return home she died of severe dehydration and misusedsriattotic
Johns Hopkins admitted mistakes in the care of Josie, and offered a settlentbet that
King family decided to put to use for the cause of patient safety. With her husband Tony
Sorrel King started the Josie King foundation, which is best known for distributing a
DVD entitledJosie’s Story The DVD airs an emotional speech that Sorrel King gave not
long after Josie died, recounting the series of events that lead to the tradeaygiag
health care providers to communicate with families to prevent harm to patients. The
DVD of Josie’s Storyhas spread to over a thousand health care institutions, not only
across the United States but also branching out around the globe. As with Betsy
Lehman’s story, the details of how medical error lead to a patient death provides
background for a transformational narrative coming in the wake of trdgedy.

To hear Sorrel King tell the story of Josie’s death, particularly itsadiate
aftermath, elicits a range of emotions — grief, anger, shock. In her booledkiugie’s
Story, Sorrel King painstakingly describes the events leading to Josie’s death, and then
traces her subsequent transformation to patient safety advocatpowésful prose is
exhibited in this account of the moment in which her daughter was taken off of life
support: “I held her, and then Tony and | held her together, Tony’s arm around me and

the other draped under mine as we clung to her and to each other. The minutes ticked by.

318 From the Josie King Foundation website: http://www.josieking.org/.

317 While the main source for this section is Sorrel King’s 2009 book, an outside
description of what happened to Josie can be found in Niedowski (December 14, 2003):
“How medical error took a little girl's life,” which was the first otwo part series

entitled “A Mother’s Promise.”
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Amal [Josie’s Doctor] laid the stethoscope on her chest again. He looked at us and
nodded. She died in our arms and my heart exploded into a million piétesnger
and frustration had already set in before Josie was taken off of life support. Sorrel
recounts, “Within hours of Josie’s cardiac arrest Hopkins began scrambling ta collec
information. Blood cultures were sent to tab for testing as they searched for signs of a
massive infection. They were searching for something to blame other thasethes. It
had to be the fault of the imperfect human botly. The rapid turn-of-events lead to a
sudden shock, since “in forty-eight hours, we had gone from planning a welcome home
celebration to planning a funeral. God, or whoever created us, was very clemdigvhe
programmed into our system a mechanism called shock. Shock is a fabulous n¥fcotic.”
In the immediate aftermath of the tragedy, Doctors from Johns Hopkins would bedmit t
mistake, following in line with patient safety leadesaggestion to “tell the patient
everything they know when they know & even driving to the King’s home to
apologize in person. However, an investigation into the cause of the tragedy would
follow, with the potential of derailing any initial cooperation that the Kargify had
received from Johns Hopkins.

Sorrel King explains how Johns Hopkins defined, in unemotional and technical
terms, the tragic death of her daughter, “Josie’s death was a sentinebevevent in
which there has been an unexpected outcome resulting in death or seriousihjury.”

Millman’s work on medical mistakes calls to mind the divergent interpretatiomaf e

318 King (2009), p. 57.
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322 King (2009), p. 65.



117

between patients and providers, “the very definition of what constitutes a medical
mistake is carefully controlled by doctors. What would probably be viewed asakenist
by the patient may not be interpreted as a mistake by the physician, andttine doc
usually has the power to control the identification of mistak&sIh the aftermath of
patient harm, the differential power to define what can be categorizenedieal error
contributes to turning any previous cooperation into a more adversarial relationship
between patient and provider. Sorrel King certainly felt the power imlelarer
frustration with Johns Hopkins in the weeks and months after Josie’s death. Knowing
that a malpractice case would likely appear favorable to a jury, and at theastripding
forth unwanted media scrutiny that would be hard to defend, Hopkins offered a
settlement to the King family. Sorrel King explains how the settlementfefteas “it

was a concept that was difficult to comprehend — money for the death of our daughter.
The thought of us accepting it was almost as appalling as them offering didwe

want their money and felt that by accepting it we would be letting them dfioible We
didn’t want it be so easy for then?* Though she admits her initial reaction was a desire
to destroy the reputation of Johns Hopkins, Sorrel and Tony King, with help and advice
from family as well as from medical and legal professionals, eventigatided we'd

start a foundation. Its mission would be to prevent patients from being harmed or killed
by medical errors. We would name it after Josie, and we would begin with Johns

Hopkins.®?°

323 Millman (1977) p. 91.
324 King (2009), p. 91.
322 bid., p. 117.
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The decision to take the settlement money, and use it to make something better
come out of her daughter’s death, lead Sorrel King down the path toward becoming a
patient safety advocate. Her introduction to the field started with mdetirReter
Pronovost, “an anesthesiologist whose father had died from medication errors,” and thus
“patient safety was his passiotf> From the beginning of their collaboration, Pronovost,
as discussed in his recent book entiiede Patients, Smart Hospitatecognizes the
significance of patient stories for eliciting action on behalf of patzfietys He states, “I
knew the best way to engage Hopkins in this [patient safety] work was to have Sorrel
share her powerful story. Her tragedy made the statistics about the numbmplef pe
who died from medical errors hauntingly real. The name Josie King could be the
mnemonic touchstone that would inspire Hopkins to really focus on patient s&fety.”
Together, Sorrel King and Peter Pronovost would become a well-known, influeatial t
who “worked to change the hospital, she from outside its walls and he from within. They
began on the two floors where Josie had been a patient. But their goal became something
grander, something that had never been done. They wanted to transform the culture of
America's hospitals®*® The working relationship of King and Pronovost brings to light
a theoretical point from Allsop, Jones and Baggott, that “health consumer groups have a
situated knowledge which draws on personal experience, but incorporates other forms of
expertise. The people who represent groups may themselves speak from personal
experience but they also legitimate their position through drawing on theenqeedf

their members and this is achieved by operating consultative and participatory

326 |pid., p. 117.
327 pronovost and Vohr (2010), p. 11.
328 Niedowski (12/15/2003).
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practice.®?® Sorrel King’s personal story, matched with Peter Pronovost’s expertise and
experience, will turn out to be a very powerful alliance, as their collaboratatonship
grows.

Sorrel King’s transformation to patient safety advocate is the result abligy
to communicate both a tragic story and a passion for change in riveting publicespeec
Josie’s story would become a flashpoint for translating patient safetxcs@ad
statistics into something real, engaging and emotional. Sorrel detailsridirst

speaking engagement, at Hopkins Grand Rounds, in the following paragraphs.

| had never given a speech before, but today | was addressing some of the
very people who had contributed to Josie’s death. | had worked hard to
craft my message. | so wanted to scream at them and tell them how much
it hurt, but | knew if | told them how I really felt, they would leave the

room, shake their heads, and say that Sorrel King had lost her mind.
Besides, there were no words that could describe my pain.

Instead, | shared with them exactly what happened to Josie and how her
care had fallen apart. | broke it down for them like a science experiment
and kindly asked them to listen to each other, listen to patients, and listen
to the parents. | asked them to partner with me. | asked them to help
me33°
Again, in her very engaging prose, this passage exhibits Sorrel’'s transtorifnain
grief and anger to using Josie’s story as a source of inspiration - to doenpisteners

with a sense of urgency and support for patient safety. In giving that firehsjs=erel

King found a calling as a public advocate for patient safety.

329 Allsop, Jones and Baggott (2004), pp. 752-53.
$0King (2009), p. 120-121.
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A few weeks later, an even more significant speaking engagement would occur in
Boston, at an Institute for Healthcare Improvement (IHI) confer&ticsorrel
remembers how fulfilling the experience was, recalling how “standing on thee thiat
day felt like a good grief-therapy session. | talked and they listened.niyalid they
listen, but they showed me they cared. They stood up and applauded. As | walked off
the stage, people shook my hand and said thank you. They hugged me as they whispered
their own stories of medical errors in my ear: the loved ones they, too, had lost, and the
mistakes they had witnessed at patients’ bedsides. | did not cry alone th&daince
she was speaking before a room full of quality and safety leaders in tHedazalt
industry, Sorrel’s story of transformation reached a very receptive, aaswadry
influential, audience. In particular, Dr. Charles Denham, a patient safety telwoita
the Texas Medical Institute of Technology, a quality and safety resegaization,
had filmed the speech (Dr. Denham will be discussed again later in this chaptes). Sor
describes what happened after her speech at IHI: “A few days aftmrtfegence he
[Dr. Denham] sent me a box. | opened it and there they were: twenty DVDs of my
speech, titledosie’s Storyand with Josie’s picture on each one. He told me to give them
to any hospital that asked for one and in return | should suggest that they make a donation
to the Josie King Foundatiof®® Within the health care industry, Sorrel King is well
known for her speech at IHI, as the D\DBsie’s Storyapidly spread around health care
institutions across the United States, and even beyond. According to the Josie King

Foundation website, “Over 1,200 healthcare institutions around the world use “The Josie

331 This IHI conference was in 2002.
332 King (2009), p. 122.
33 bid., p. 123.
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King Story” as a training tool to emphasize the importance of communication and
teamwork in patient safety*

The patient safety movement needs inspirational figures like Sorrel #iritgtd
grow beyond experts in the field. Peter Pronovost explains how Sorrel King's
storytelling is so motivational for the cause of patient safety:

At Hopkins and all over the world, we too often fall into the habit of

looking at patient safety through the cold eyes of a statistician; lives

become numbers and deaths becorsiekrisk ratios. When you begin to

understand how this work touches real people, when you can see the face

behind the numbers, when you can feel the human suffering, it's powerful,
and it changes everything. In the past my talks were laden with s&tisti

odds ratios, and confidence intervals. Today when | give a talk | come

prepared with the facts, | know the statistics. But | have learned that it's

real stories that move people, not numbers or facts. There is no question

you need to provide proof for your theories. But without the story,

without emotion, there is not context, it's just worths.

Without Sorrel King's story, Dr. Pronovost’s patient safety work would be unlikely to

gain as large of an audience. Likewise, Sorrel King describes how impoxteast b

have Dr. Pronovost as a collaborator in her crusade for patient safety. Shtbsates
Pronovost was proving to be a valuable ally. He was an amazing public speaker, humble
and charismatic. A few weeks after my speech in Boston, he and | spoke before the
NPSF, the National Patient Safety Foundation, in Washington, DC. We talked about the
need for a culture of safety in the health care industry. | spoke from the 'satient
perspective, Peter from an institutional perspective. We were a goodt@anhair

work together was mutually respectful and enlightening. From Peter Pronovost’s

perspective, “Sorrel King taught us, [that] a physician can learn a lot abougtrat pat

334 Josie King Foundation website (http://www.josieking.org/page.cfm?pagelD=23)
335 pronovost and Vohr (2010), pp. 14-15.
336 King (2009), p. 126.
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listening to the family. Physicians and nurses need to stop seeing fasilies a
interference, but as an opportunity to improve patient care. It has been shown ¢t pati
outcomes improve when patients and their families more actively participatalso a
moral imperative to involve patients and their families in the care. It'sghething to
do.”*" In other words, Dr. Pronovost asserts that providers “need to balance our
technical training with emotional and social trainifigf”

By involving patients in care, Pronovost argues that changing the culture of healt
care delivery, more specifically of the medical profession, is negegsamproving
patient safety. He states that “Hopkins is one of the best medical centéeyevsome
of the best surgeons in the world. Errors like this are not generally madeatiowf |
technical expertise but rather from bad teamwork and a toxic hospital cultuethsam
that is endemic to the entire health care syst&mS3o in order “to improve health care,
we need to examine how culture affects the systems and structures within whdoh w
our work. Culture influences how we deliver care, how we interrelate with our
colleagues, and how we treat our patients. Similarly, the systems in whigbrwand
live, in turn, affect culture — they are interconnected. Whether in a clinic icaAdriin
the halls of an American hospital, culture and systems must be reevaluated fororde
patient safety to be achievef® Sorrel King’s hand in changing the culture of health
care came as a result of her own transformation, away from being justraanct

potential legal adversary and toward becoming an advocate and a partnperddeal

337 pronovost and Vohr (2010), p. 239.
38 bid., p. 266.

339 bid., p. 35.

349 |pid., p. 39.



123

transformation parallels the attempted changes to hospital culture brought drebl pa
safety reforms — in motivating healthcare professionals to transform thieiok on
medical error, and specifically to partner with patients, providers thus leetonme
actively involved in promoting patient safety ideals and practice.

Sorrel King has had numerous speaking engagements, has been featured in
documentaries on medical error, and has published a book (with a supporting book tour
that included media coverage like an appearance on NBicfayshow). How Sorrel
expresses her emotional transformation is described in the following wags ‘busy
working with Hopkins and other hospitals. | was sharing Josie’s story and | viiag see
the effect it was having on people. Something had changed in me. My obsession with
the destruction of Hopkins had transformed into an obsession with the construction of a
safer Hopkins, a safer health care industry. | no longer wanted to ¥t{gHnstead,

Sorrel King has become focused upon raising awareness and fixing the problem of
medical error, saying “that families who have lost loved ones to medicakesstant
hospitals to do three things in the aftermath: Apologize. Tell the truth. And tplsctate

fix the problem.?** Sorrel King did get the first two of those three things from Johns
Hopkins in the aftermath of Josie’s death, and ever since has worked with Dr. Pronovost
to ensure that the third continues to be actively pursued.

Coming shortly after the influential Institute of Medicine report frontye2000,

Sorrel King’s storytelling gives a public face to the issue of medical ertoe.Kihgs not

only received a financial settlement for the hospital’s role in the deatkiotiughter,

341 King (2009), p. 147-48.
342 Niedowski (12/15/2003).
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but also attained a commitment from Johns Hopkins to implement policy changes
promoting patient safety. As described in the PBS documeRtmaking American
Medicine,Johns Hopkins instituted a series of policies to bolster staff communication and
to consider the systematic dimensions of work de¥irin reviewing policies,

standardizing clinical practices and improving the flow of communication, tH@fjoa
patient safety interventions is to prevent errors from resulting in patemt hThe

common goal of catching errors before they result in harm thus allows pati¢gite &

more active and collaborative role with providers in care delivery. The seymicof

Sorrel King’s story is in her transformation from a victim of error and pasativersary

in a lawsuit against a specific institution, in to a public speaker and patietyt gaftner

for national health care improvement. In a context of rapid growth of patient safet

since early 2000, Sorrel King has teamed with Dr. Peter Pronovost, who has also become
a national leader on patient safety. Dr. Pronovost’s status is confirmed in a canyment
published in thdournal of the American Medical Associatiavhere he argues that

“efforts to improve patient safety have progressed to a point that requi@saha

leadership to develop formal processes and policies to establish prioritiesdat pa

safety efforts.®>** As he attributes much of his motivation and success to Sorrel King’s
incessant drive to improve the safety of care, Dr. Pronovost’s influence asrd patety
expert is surely helped by teaming up with a patient advocate like Sotredsging her

ascent as an inspirational public speaker for the cause of patient safety.

343 Remaking American Medicimeogram information can be found at:
http://www.pbs.org/remakingamericanmedicine/.
344 pronovost and Faden (2009), p. 891.



125

Medical Error as a Celebrity Cause

--Dennis Quaid’s Recognizable Voice

In November of 2007, the newborn twins of Dennis and Kimberly Quaid were
accidentally given the adult dosage of the blood-thinning drug, Heparin, at lgete&h
Cedars Sinai Hospital. The overdose caused the twins’ blood to turn to water, and ooze
out of their pores. After nearly two days of medical interventions to reverstdbis ef
the overdose, both twins stabilized, and were released from the hospital 12 dape afte
mishap with no signs of permanent damage. Though his children did not die, Dennis
Quaid experienced an emotional transformation and activist awakening not wrlige S
King's. The Quaid family also started a foundation to raise awareness mfoiblem of
preventable medical error. However, in becoming a patient safety advocates Denni
Quaid not only had a compelling story, but also had the power of his celebrity status to
gain attention. With the support of a nationally recognized patient safety,eBperis
Quaid provides an influential, celebrity voice for the patient safety movement.

Given the celebrity status of a well-known actor, Dennis Quaid shared the story of
his twin’s near-fatal overdose, while discussing the problem of medical errorionva
television appearances - includifige Oprah Winfrey Shd%, CNN’s Anderson Cooper

360°*°, and CBS'60 Minute&*” andThe Early Show*® As the one of the first media

345 «“Medical Mistakes: Dr. Oz Talks to Actor Dennis Quai®prah Winfrey Show,
March 10, 2009. (http://www.oprah.com/showinfo/Medical-Mistakes-Dr-Oz-Talks-t
Actor-Dennis-Quaid_1).

3464360° Big Interview: Dennis Quaid speaks o€ 360,April 22nd, 2010
(http://ac360.blogs.cnn.com/2010/04/22/photo-gallery-dennis-quaid-speaks-out/).
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outlets to cover the story, tie® Minutesbroadcast can be found in video clips on

numerous websites and blo§s. In the60 Minutesstory, correspondent Steve Kroft

reports, “chances are you probably know someone who has died, or nearly died, because
of medical mistakes in a hospital. It's much more common than most people eeadize

if it can happen to the children of a movie star, at one of the finest hospitals in the

country, it can happen to anyori@” In his words, Dennis Quaid states, "these mistakes

that occurred to us are not unique. And they're not unique even to Cedars. They happen in
every hospital, in every state in this country. And 100,000 people, that I've come to find
out, there's 100,000 people a year are killed every year in hospitals by a medical

mistakes.?*?

Quaid quickly adopted some of the main facets of patient safety discourse,
such as reference to the famous ‘100,000’ annual deaths statistic from tlel 3tit
Medicine’sTo Err is Human(98,000 is the upper estimate used in the report).

Just over six months after the medical mishap, on May 14, 2008, Quaid appeared

before a Congressional hearing, testifying that patients should be allowetdoug

347 “Dennis Quaid Recounts Twins' Drug Ordeal,” CEBMinutes August 24, 2008
(segment was originally broadcast on March 16, 2008, updated on August 22,
2008).(http://www.cbsnews.com/stories/2008/03/13/60minutes/main3936412_page4.sht
ml?tag=contentMain;contentBody).

348 “Dennis Quaid: Medical Errors Happen "Too Often," CBSly ShowApril 12, 2010.
(http://www.cbsnews.com/stories/2010/04/12/earlyshow/health/main6387793.shtml).

%49 For exampleThe Huffington Postarried thes0 Minutesstory, along with references

in the health blogs of thdew York Timeand thewall Street Journalamong others.
30«Dennis Quaid Recounts Twins' Drug Ordeal,” CEBBMinutes August 24, 2008
(segment was originally broadcast on March 16, 2008, updated on August 22,
2008).(http://www.cbsnews.com/stories/2008/03/13/60minutes/main3936412_page4.sht
ml?tag=contentMain;contentBody).

%1«Dennis Quaid Recounts Twins' Drug Ordeal,” CEBMinutes August 24, 2008
(segment was originally broadcast on March 16, 2008, updated on August 22,
2008).(http://www.cbsnews.com/stories/2008/03/13/60minutes/main3936412_page4.sht
ml?tag=contentMain;contentBody).
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manufacturers in State Courts, even if the FDA had already approved the digug bein
litigated. According to reporting from ABC News, “the actor is arguingterright to
sue the maker of the blood-thinner heparin after his twins almost died from an overdose
shortly after their birth3? Quaid testified that "like many Americans, | have always
believed that a big problem in this country has been frivolous lawsuits," and continued
that, "But now | know that the courts are often the only path that families haveehat a
harmed by drug companies' negligent&.'In appearing as a witness before Congress,
Quaid was not speaking directly as a patient safety advocate. Hisastdrthe publicity
that would arise from a Hollywood actor testifying at a Congressional hea@sg
caught up in a legal challenge that had already been scheduled before the Supmeme C
The upcoming cas#&Yyeth v. Levineeventually supported the principle that Quaid had
argued for — that patients be allowed to sue for harm caused by FDA-approvenhdrugs
state court§>* Though some advocates might argue that improved drugs (as well as
medical devices) ultimately improve patient safety, in this instancalQuastimony
had not yet squarely aligned with the patient safety movement.

Still, the result of both media coverage and an appearance before Congress shows
that Dennis Quaid experienced an individual transformation from victim to advocate. A
described in a story on the consumer medical information weldgttielMD “He’s no

longer just Dennis Quaid, actor, husband, father. He’s added “health adivibgt list,

352 jaffe, Barrett, and Shine (May 14, 2008).

%53 |bid.

%4 The case considered the question of federal pre-emption — whether FDA regulatory
approval pre-empts liability under state law. Ultimately, the Supreme Coar009
decision, determined that Federal regulatory approval of medication does nat gimagec
manufacturers from liability though state legal proceedings.
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and he takes his new role seriously. He and [wife] Kimberly have since founded The
Quaid Foundation ...dedicated to helping minimize the kind of medical mistakes in
hospitals that befell their newborn twir§> His work as health activist is crucially
supported by an affiliation with the Texas Medical Institute of TechnologyT),
which describes itself as “a medical research organization, founded in 1984tatkttica
accelerating performance solutions that save lives, save money, and build va&ie in t
communities we serve and ventures we undertake,” in which, “TMIT applidsdiitete
of Medicine's (IOM) design principles of patient-centeredness, evidesege-bzedicine,
and systems performance improvement. The collaboration between Quaid and TMIT
is formalized by the fact that “the Quaid Foundation eventually was mergeCiéirles
Denham’s organization, TMIT,” in order, “to raise public awareness about our broken
medical system, to eliminate human error, and to make caregivers awaratidatis
have the right to know all information that could have an impact on their health and well-
being, with major focus on increasing awareness of the dangers of medicatior’a’
The initial media coverage and Congressional appearance were nogfedédits for
Dennis Quaid, as his collaboration with TMIT shows a continued dedication to
improving safety.

Like Sorrel King's teaming up with Peter Pronovost, Quaid’s health activism is

incorporated into the patient safety world through teaming up with long-standikgvor

355 «Dennis Quaid, Health Activist: Actor Dennis Quaid Takes on Medical Erronsl— a
Life with Twins,” August 8, 2008 WebMD the Magazine
(http://Iwww.webmd.com/parenting/features/dennis-quaid-health-agtivist

%6 safetyLeaders.org - TMIT: About Us.
(http://www.safetyleaders.org/templates/idPage.jsp?ID=1616).
*'safetyLeaders.org - Dennis Quaid: Our New SafetyLeaders TMIT fegen
(http://www.safetyleaders.org/Quaid/).



129

TMIT and Dr. Charles Denham. With Dr. Denham, as well as Julie Thao, a nurse patient
safety advocat&® Quaid actually wrote an article on patient safety entitled “Story
Power.” This is how Quaid, Thao and Denham describe what the term ‘story power’
means:
Whether you are a physician in training, reciting a patient’s history a
rounds, an actor playing the part of a hero in a movie, a parent telling a
bedtime story, or a chief executive officer (CEO) inspiring the troops in a
hospital, the power of your words rests on telling a story. The art and even
the science of storytelling are core to living, learning, and leadin@rySt
power” lies in the ability to change or reinforce the behavior of others.
The relatedness of rhetoric can change a person’s destiny, drive the
success of a team, and even define the history of a riation.
Clearly, it is rhetorical piece, written with the intention of persuasion r#thaer
in a tone of neutrality. The article was published inJingrnal of Patient Safety,
a publication affiliated with the National Patient Safety Foundation.Jobmal
of Patient Safetgtates that it “is dedicated to presenting research advances and
field applications in every area of patient safety,” but with a “mix ofareseand
real-world findings.3°
Given Sorrel King’'s prominent position as patient safety advocate, the
assertion of ‘story power’ would be incomplete without mention of Josie King’s

story. Also, remember that Dr. Denham was the audience member who recorded

Sorrel King’s 2002 speech in Boston at the Institute for Healthcare Improvement

%8 Julie Thao is a TMIT Patient Advocate Team Member, whose bio is “After the deat
of a patient in her care at St. Mary's Hospital in Madison due to a medicalarseddn
part by fatigue and systems failures, Julie was invited to become a Batietyt Fellow

at TMIT.”

(http://www.safetyleaders.org/CareMoms/home.jsp?step=2#tabs)

%9 Quaid, Thao, and Denham. (2010). P.5

30 The Journal of Patient Safetyebsite: About the Journal.
(http://journals.lww.com/journalpatientsafety/pages/aboutthejournal.aspx)
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conference, helping her to distribute the initial copies of the D¥$dke’s Story
The article recounts the events that lead to Josie’s death, in order to provide
background for asserting the significance oflbsie’'s StorfpVD. Quaid, Thao
and Denham claim the significance of the DVD is through its storytellasga“
new weapon in the war on medical harm, attacking the real enemy of
improvement- fear3*

Along with referring to Sorrel King's storytelling, the articleabiescribes the
transformation of Dennis Quaid. Their version of the story goes like this: “A ractoe
and his wife, thrown into the world of patient safety, are now aware that the ragiibéri
their little twins can save the lives of others if their story and other starebe
leveraged to create change. Having originally formed a family foundation to pihisue
goal, they have now teamed with TMIT and the other characters to write aangw st
about the hearts of health care leadd%s.The repeated mention of ‘story’ highlights the
significance of Quaid’s own transformation to advocacy, which aligns witmtloé@nal
and transformational discourse of the error narratives discussed in the dartiele
following passage shows how transformation is not just limited to the storyteltds,
perhaps most notably, also directed to the audience of health care providers:

The story characters of this article are no longer satisfied with being

wheeled out onto a stage to make you cry at a meeting, then return home,

take days to recover, and hope that someone acts. They are getting ready
help you do battle with your Goliath by developing media that will help

you win the minds and hearts of your teams, so that we can put their hands

to work and bring to their lips the sharing of hope that all of us need to
tackle the unknown and untried. Like a magnifying glass or even a laser,

%1 Quaid, Thao, and Denham (2010), p. 6.
%2 pid., p. 11.
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they will combine their stories and focus their light into heat, making it too

hot for Goliath to survivé®®
According to the authors, the ‘Goliath’ referred to in this passage is feardigg up for
patient safety requires one to summon their inner ‘David,’ in order to overcome the fear
that results in sticking with the status quo. Stories, then, are considered a weapon for
slaying the ‘Goliath’ of fear. Quaid, Thao and Denham “want you to see yowsself a
hero. It is time to write your own story. Turn that light into heat and focus it on your
villain: the villain that protects the status quo- the way we have always hiogs.tA
best friend of this villain is survival centered, blind cost-cutting that drivesreng
safety risk and harm to patient§” The reader is encouraged to transform into a hero, to
resist the pull of inaction. The article concludes by trumpeting, “time singga people
are dying, and children are suffering in your communities and your hospitalsefle
not be the last action hero to step up and be counted. In the years to come, do not be a
victim of your past. Do not ignore your inner David. Do not risk knowing that an error
harming a loved one or a child could have been prevented if you had acted when you put
down this article and read this last wor8>” In no uncertain terms, statements like those
above seek to motivate action by tugging on the emotions of the reader. At least in
theory, the reader will then be compelled to transform their behavior, to actaed, s
for the cause of patient safety.

Dennis Quaid has been busy as a patient safety advocate in 2010. Along with the

‘Story Power’ article that he co-wrote, he also hosted a documentary on medical e

%3Quaid, Thao, and Denham (2010), p. 12.
3%1bid., p. 13.
%31pid., p. 13.
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entitledChasing Zero: Winning the War on Healthcare Haoo-produced by TMIT and
the Discovery Channel. The 53 minute program “highlights "extraordinary impact
through ordinary things" that patients and caregivers can do to improve patient safet
specifically emphasizing “improvements in leadership, medication manageme
healthcare-associated infections, health-information technologies, and higimaader
solutions.®®° A telling concluding statement from the documentary reiterates thelcruci
role of stories and storytellers in patient safety advocacy. Filmed witisegp shot,
Quaid concludes, “facts, figures and statistics reach the head, but nothing happeans unles
we reach the heart® Numbers clearly have a certain power to persuade the rational
mind, according to statements like this, but it is the emotional connection made through
narrative that actually leads to change.

In a review of research on the medical profession, Timmermans and Oh argue, “as
consumerist practices emerge and threaten the authority of the medieabmof
physicians have thus mobilized to diminish these threats and to seek out new ways to
regain the trust of their patient®® While medical error narratives can diminish trust, as
was clear with the public scandal surrounding the case of Betsy Lehmaass storialso
be told in an attempt to regain and build trust in the medical profession. The productive
collaboration between patients, like Sorrel King and Dennis Quaid, and patient safety

leaders, like Dr. Peter Pronovost and Dr. Charles Denham, seeks to raiseasvardine

366 Discovery Patient Safety Documentary — International Premiere 24r2010.
thttp://mvww.safetyleaders.org/QualidViore aboutChasing Zeraan be found at:
thttp://www.safetyleaders.org/pages/chasingZeroDocumentary.jsp
thttp://discoveryhealthcme.discovery.com/zero/zero html
thttp://dsc.discovery.com/videos/chasing-zero-part-1’html

367 Chasing Zero Documentary (2010), time: 52:30 until 52:38.

%8 Timmermans and Oh (2010), p. S98.
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public about medical error and to motivate health care providers for the causewf pati
safety. ‘Reaching the heart,” via the lessons of medical error storiexlenaent of
patient safety discourse that attempts to overcome any adversariaheckstween
patients and providers. Instead, this discourse places patients in collaboration with
physicians, along with other health care professionals, in a common goal of prgventi

medical error.

Error Narratives, Transformation, and the Medical Profession

While the stories take place across over a decade, the error narrativesyof Be
Lehman, Sorrel King and Dennis Quaid bear similarities. Each involves pdtants
affluent backgrounds, with medical errors committed at prestigious instisutiBoth the
class position of Lehman, King and Quaid, as well as the high status of the Bpap#al
significant because mistakes are not supposed to happen to people with access to world
class institutions. Patient affluence matters because each occupied pasitton
where they cannot only assert that mistakes should not have happened, but also actually
obtain a response to such assertions. The power of narrative to produce emotional
transformation, from stories that ultimately seek to establish motivatigdhdqratient
safety movement, would not occur without the combination of affluent victims and high-
prestige institutions.

Advanced health care delivery in the United States generates expecthat
medical care is, at least for those with access, extremely safe. Bubavgneventable

mistake results in a heartbreaking patient injury or death, media coveragestoirthean
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turn into a public scandal, eliciting popular outrage. This was evident in each of the three
medical error narratives discussed in this chapter. Leading patieiytadyecates
Leape and Berwick question, “can public outrage provide the pressure needed for
change? Although surveys continue to show the public is concerned about medical errors
and sensational cases provoke bursts of outrage, public concern is evanescent and thus an
inadequate motivator for chang&® According to Leape and Berwick, public outrage
does not provide sustained motivation for patient safety reform. If public attention is a
fleeting motivator, what happens to error stories after media attentionles®si

The case studies of Betsy Lehman, Sorrel King and Dennis Quaid each show how
error narratives were translated into patient safety advocacy. Edahrddtories
recounts how potentially acrimonious relations with particular healthcstreutrons
were eventually, though unevenly, transcended to pursue more comprehensive reform in
the name of patient safety. The narratives of transformation (partyculdne cases of
King and Quaid) — from error victim and potential adversary to patient partner atyg saf
activist — form a discourse that is used to elicit an emotional transformatios in t
audience or reader. Error is transformed from personal tragedy to comusen d#ith
all three stories, the emotional transformation is not just for those dineetiived in the
tragedy. Instead, the stories are repeated, over and over, in order to elicit a
transformation in readers and audiences — most significantly directed towardigats
and other health care professionals. A summary chabl¢ 2on page 139) compares

the major aspects of the three medical error narratives analyzed in thisrchapt

3691 eape and Berwick (2005), P. 2389.
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The transformational error narratives of Lehman, King and Quaid form alcrucia
component of patient safety discourse, through which patient safety advocacy can be
regarded as a health social movement. The publicity that patient saférgsdoam
public figures such as Sorrel King and Dennis Quaid lends support to Beard'sh@daim
“in the United States, the rise of activism in other arenas has proved thatratrirends
change when ‘patient’ advocates become visible, often forging new typlasicdlc
research and practicd’® In the case of patient safety, patient advocates (King and
Quaid) provide crucial partners to professional experts (Dr. Pronovost and Drn)enha
such that patients themselves are considered essential partners in tier quesity and
safety improvement. Besides patient visibility and partnerships, medicaharratives
contribute to including patient safety as a health social movement (HSM) inna@ther
“HSMs have successfully leveraged their embodied experience of illnessrgad &
new path for how social movements can effectively engage in scientific édgevl
production,” Brown and Zavestoski claim, and “thus, HSMs serve as a critical counte
authority aimed at democratising and reshaping social policy and regulat way that
transforms the socioeconomic and political conditions that underlie distributionalthf he
and disease among populatioi§-"Patient stories bring another set of voices to the
discussion of patient safety, asserting a fundamental right, as welpass#slity, for
patients to stand with providers in improving the quality and safety of health care.

It is through a context of medical progress and risk that patient safetiieatita

movement, has emerged and developed. Regarding the publicity and awareness that

379Beard (2004), p. 798.
371 Brown and Zavestoski (2004), p. 692.
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results from a health social movement, Beard concludes how the Alzheimersedisea
movement “is credited for encouraging the emergence of AD [AlzheimééaBe] as a
social problem that recast the disease from a relatively rare phenomenofotaither
fifth leading cause of death in the United States in just one det&din’the case of the
patient safety movement, patient stories play a particularly importanirohising the
profile of medical error as a significant problem in health care delivexging to
increased attention upon the safe organization of medical care. Since pagignt saf
reform is focused upon changing delivery organization, though, the movement may
actually counter Kolker’s observation of “a significant shift,” where “Pre\ngu$SMs
had focused primarily on problems of patient care, including access to headthdare
health services. More recently, HSMs have turned from ‘the clinic’ to ‘th& &
Patient stories of error redirect attention toward clinical care -Hisjadly the
organization of health care and the culture of medicine. Efforts to instill an
organizational and professional dedication to safety in the delivery of caretlaeehaart
of error narratives, and thus for patient safety as a health social movement.

Each of the error narratives pursues patient empowerment, so that patients ca
play a role along with medical professionals in preventing unnecessary harm.nSuch a
egalitarian vision of patient partnerships with providers, however, is not without
significant tensions. With the role of the patient reconceived from an objeatichtli
intervention to a partner in care provision, the traditional relationship between provide

and patient is destabilized. Patient stories, in attempting to transform andtmoti

372 Beard (2004) p. 814.
373 Kolker (2004), p. 820.



137

providers to follow with patient safety, challenge the role of the medical profesin
theoretical terms, the error narratives are a part of a larger patetytdiacourse that
seeks to govern conduct in the medical profession. ledema, et al.’s discussion of
narrative explains how an “intensity of feeling [is] transmuted into a coriogro-

actively (re)organize the work,” which, they argue, “is at the heart of a noftethstti

sees clinicians assuming governmentafitytwhere “governmentality is defined as
transacting personal and intimate aspects of the work such that they becoatdeafcn
scrutiny and intervention by self and othéf¥’ The error narratives are meant to
motivate providers to govern their own clinical practice — to become self-oassui

safety in ways that seem very innocuous but also bring to bear a form of control. As a
conceptual direction for investigating control, Ocloo “suggests that the dominance of a
medical model is still a powerful determinant in constructing the context otatdwirm
and patient safety reforms. This raises important questions about the power,mdemina
and control of the medical profession, as well as broader organisational systems tha
support these processeé™ Patient stories signify the construction of partnership as a
component of patient safety reform, imploring providers to consider the patient and
advising patients to speak up. Partnership, however, is not the only discursive
consequence in challenging the medical profession. A philosophy of transformation —

patients are transformed into advocates, and in so doing providers are then also asked to

become agents of change — is what makes patient safety centered upon redmeaking t

37% ledema, et al. (2006), p.141.
373 |bid., pp.141-42.
37 Ocloo (2010), p. 515.
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medical profession. Since it is courageous and righteous, providers are asked to partne
with patients in monitoring themselves for the safe delivery of care.

Though not explicit, power and control are implicated in the stories told about
patient safety. According to Waring, “although sense-making is oftezctio#, it can
also be a source of conflict as different groups compete to establish particula
constructions of knowledge,” so that stories “about safety can act as a Gopoger
through informing shared responses, delineating or reinforcing social bourataries
acting as a vehicle for control™ This depiction reiterates Ocloo’s recommendation,
that a “wider approach is seen as vital in identifying the range of soctdgs®s
associated with medical harm that are also to do with medical dominance and wider
issues of power and control,” whereby “these issues have been largely ignored or
downplayed in the wholesale adoption of a ‘no-blame culture’ in patient saféty.”
While this chapter mostly left out any issues of power and control afrsimgthe
transformational error narratives, the next chapter analyzes orgamaadvocacy for
patient safety, touching upon such questions via arguments made by reformers for

reorganizing health care delivery.

37T \Waring (2009), p. 1722.
378 Ocloo (2010), p. 515.



TABLE 2: PROMINENT MEDICAL ERROR NARRATIVES — Advocacy StoriespfLBaman, Sorrel King & Dennis Quaid

YEAR of ERROR

TYPE of ERROR

NATURE of INJURY

HOSPITAL (CITY)

EXPERT PARTNER

ASSOCIATED
ORGANIZATION

NARRATIVE
SIGNIFICANCE

Betsy Lehman

1994 (discovered 1995)
Medication Error

Betsy Lehman died from
heart failure caused by a
chemotherapy overdose
during cancer treatment

Dana Farber Cancer
Institute (Boston)

N/A

Betsy Lehman Center—
founded in 2004 by gov't
of MA to coordinate
patient safety efforts

Public Scandal —
Lehman’s death, along
with other 1995 errors,
lead to media scrutiny
and public scandal

Sorrel King

2001
Missed Diagnosis

Sorrel King’s daughter
died from severe
dehydration during
treatment for burns

Johns Hopkins
(Baltimore)

Dr. Peter Pronovost

Josie King Foundation —
founded in 2002 using
settlement; mission of
preventing medical error

Inspiration for Advocacy
— Sorrel King has become
a key advocate in the
industry for inspiring
providers to pursue safety

Dennis Quaid

2007
Labeling Error

Quaid’s newborn twins
survived critical overdose
after given adult dosage
of a blood-thinning drug

Cedars Sinai (Los
Angeles)

Dr. Charles Denham

Quaid Foundation —
founded in 2007 by Quaid
family; merged with Dr.
Denham’s TMIT in 2010

Celebrity Cause — Quiad
lends a recognizable
celebrity voice, and added
media coverage, to field
of patient safety advocacy

6€T



CHAPTER 4 -
Making the Case for Patient Safety:
Organizational Leaders, Advocacy and Campaigns

But it is apparent that the most fundamental change that will be needed if
hospitals are to make meaningful progress in error reduction is a cultural

one...Errors must be accepted as evidence of system flaws not character

flaws3"®

--Lucian Leape, 1994

The combination of complexity, professional fragmentation, and tradition
of individualism, enhanced by a well-entrenched hierarchical authority
structure and diffuse accountability, forms a daunting barrier to creating
the habits and beliefs of common purpose, teamwork, and individual
accountability for successful interdependence that a safe culture
requires>°

--Lucian Leape and Donald Berwick, 2005

Among the extensive field of health care advocacy organizations, the National
Patient Safety Foundation (NPSF) and the Institute for Healthcare lerpent (IHI) are
the two most significant organizational players in patient safety advatéoy US, with
Drs. Lucian Leape and Donald Berwick as the two leading figures in the pysdtifant
safety (Leape works with the NPSF and Berwick founded the IHI). Introdudig t
chapter, the above two quotes represent one of the primary goals of patignt safe
advocacy (culture change, as stated by Leape in the fist quote) and some olehgehal
of patient safety reform (the professional culture of medicine, as beddy Leape and

Berwick in the second quote). The work of organizations like the NPSF and IHI, along

379 eape (1994), p. 1857.
380) eape and Berwick (2005), p. 2387.
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with their associated advocacy campaigns, is to disseminate a growdagrdes of
patient safety — to convince health care professionals that the creation ofditaatla
work systems with an organizational culture committed to safety is fundaln@nt
reducing medical errors and improving the overall quality of care delivery.
Leape and Berwick argue that the problem of medical error is due to “thescufitur
medicine, a culture that is deeply rooted, both by custom and by training, in high
standards of autonomous individual performance and a commitment to progress through
research*' They continue, “creating cultures of safety requires major changes i
behavior, changes that professionals easily perceive as threats to thaityaanhd
autonomy,” which is exacerbated by trying to overcome the complexity of ekverg
along with fear and anxiety from organizational chafffeAlongside technical reports
and patient stories, the advocacy work of the NPSF and the IHI solidifies [satietyt as
an issue that health care organizations must consider. As a force of consensug;buildi
patient safety advocacy campaigns institutionalize a conception of medmahs an
urgent problem. Particularly when pushing for an alternative politics of resginsi
these campaigns seek to pressure all within the health care industry toimsodgdivery
systems towards the goals of patient safety.

Since the Institute of Medicine’s groundbreakifgErr is Humarreport in 1999,
significant academic, industry, and public attention has turned to the problem odimedic
error®?® An appeal for the creation and extension of ‘safety culture’ in health care

settings has been, and continues to be, a major solution promoted by the IOM, as well as

31| eape and Berwick (2005), p. 2387.
32 pid., p. 2387.
383 |nstitute of Medicine (2000).
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of US advocacy organizations like the NPSF and the IHI. Concern for patient safety
encompasses a wide variety of issues, ranging from the standardizatiork of w
procedures, such as uniform guidelines for using particular drugs or medicas]¢wi
rather broad national (and even international) health policy campaigns that saadh thr
a series of patient safety goals, to reduce the number of deaths or injubesaaie to
medical errors. As the patient safety movement has grown since the 10N sefety
culture has been a unifying solution across health care organizations and agencies
Emboldened by the reports, statistics and campaigns that position medicas errsia
patient safety advocacy imagines a redesigned organizational modehfaginta
responsibility in health care delivery. The NPSF and the IHI push the buildinfetf sa
cultures, along with the complementary idea of designing safety systeths, major
methods for reducing the risk of medical error and limiting patient harm.

Combining personal stories of medical tragedy with statistics about rate®Qf
the discourse around patient safety has been a powerful impetus for industry and
governmental action to understand the scope of medical error, in order to subsequently
improve the safety and quality of health care delivery. Since the late 1990s,Inationa
efforts to understand error and improve safety have been gaining momentum in most
countries with advanced health care systems. Contemporary discourse about patie
safety is distinctive not only for the extensive national efforts, but also &nattonal
health policy campaigns that seek to reduce the burden of medical harm warlttwide
addition to analyzing the work of the NPSF and IHI in the US, in this chapter | also
explore patient safety advocacy promoted by the World Health OrganizgiiéH®)

World Alliance for Patient Safety (WAPS). The Chair of the World AlliammcePatient
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Safety is Sir Liam Donaldson, formerly a Senior Official with the UK&tional Health
Service, who was recognized as a leader in patient SafetyS organizations such as

the National Patient Safety Foundation or the Institute for Healthcar®wement and
international partnerships like the World Alliance implore health care profegs,

petition policymakers and engage the general public in the cause of patignt safe

Each of these organizations, and their associated leading advocates, hawee rotsat

of what should be done about medical error — in other words, these groups and leaders
need to make the case for patient safety.

Looking at the three case studies of the NPSF, the IHI and the WAPS, this chapter
is about how that argument for patient safety is made through organizational advocacy
and campaigns. Across the three advocacy organizations, the case for patierg safe
complex and varied, but nonetheless | center upon two conceptual themes in the
discourse: (1) standardizing and rationalizing work organization and (2) buildingesult
of safety that collectivize responsibility for medical error. The purpoffaothapter is
to explore how these themes play out in the advocacy work of the NPSF, the IHI and the
WAPS. In the next section, | provide an eclectic review of researclgingafiom
standardization to workplace control and rationality, to safety culture and résiitgris
that can serve to guide the analysis of the conceptual themes in patignadadetacy
discourse. This review is followed by an analysis of major leaders andigasfix

each of the organizations (the National Patient Safety Foundation, the énfsfrtut

34 According to the WHO’s WAPS website: “Professor Sir Liam Donaldson, has bee
presented with a 2006 Picker Award for Excellence in recognition of his achietgeime
the field of patient-centred care and patient safety.”
http://www.who.int/patientsafety/news/picker_award/en/
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Healthcare Improvement and the World Health Organization’s World Allisord@atient
Safety). | conclude with a brief discussion of the much broader field of quaditgedety
advocacy in the health care industry, in order to call attention to the wide range of
activities falling under the purview health care advocacy organizations)lasve
provide a bridge to the concluding chapter’s discussion of health care reformdicalme

profession and patient safety politics.

Theorizing Work Organization and Safety Culture in Patient Safety Discouse

Patient safety advocacy organizations like the National Patient Salatgl&tion,
the Institute for Healthcare Improvement and the World Alliance for ie@iafety make
a case for standardizing work systems and building safety culture asrs®hatithe
problem of medical error. In this section, | review a varied mix of scholatsdtigan
help make sense of such discourse advocating those broad patient safety solutions.
Similar to the two conceptual themes mentioned above, | cover two theoreticalsavenue
scholarship for how advocates and organizations make the case for patign{Eafet
concerns related to work organization — standardization, control, and ratiooaliziati
work and (2) concerns related to organizing responsibility for medical error — building
safety culture in health care delivery. Derived from research on standardizantrol,
rationalization, safety culture and responsibility, this eclectic repr@wides guidance
for addressing how work organization and culture are developed through organizations

and advocates that promote patient safety reform.
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In discussions of reducing medical error, standardization of health care work
processes and protocols is an avowed aspiration of patient safety advocatesingcc
to Timmermans and Epstein’s comprehensive Sociological review of the concept
standardization can be viewed “as a process of constructing uniformities tcresnd
space, through the generation of agreed-upon rules,” such that “the standards thereby
created tend to span more than one community of practice or activity site; they make
things work together over distance or heterogeneous metrics; and they dsehaskald
up by external bodies of some sort, such as professional organizations, manufacturers’
associations, or the stat®> Based upon this definition, “standardization is an active
process that aspires to stability and order,” and “any order is a hard-hiemeanent that
requires the submission of diverse actdf§.The result, as is the case with patient
safety, is in constructing a working environment “around a standard with andmplie
script that brings people and things together in a world already full of cargpeti
conventions and standard$” The challenge of standardization is precisely in its task of
bringing a diverse array of actors and interests to follow a more unifiedigraraf
workplace organization in order to assure patient safety. But when that happens,
Timmermans and Epstein explain, “once standards are established, they resd#e invi
the work required to make them possible and the uncertainty and ad hoc tinkering that

accompanied standard implementatidff."For the purposes of patient safety,

3 Timmermans and Epstein (2010), p. 71.
388 |bid., p. 84.
37 |bid., p. 84.
388 |bid., p. 83.
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standardization is made possible through changing assumptions among health care
professionals about how safe medical care is delivered.

To remake care delivery to be safer, advocates develop arguments about how to
best organize health care work. Scholarship on work organization, specificaty tela
issues of workplace control and rationality, thus provides guidance in understanding
assumptions and efforts made related to modifying health care delivery in ta@ham
patient safety. Maintaining a focus upon control, while offering a critilation of
changes over time, Edwards argues that work organization has developed in order to
control conflict®®® As small firms expanded to larger corporations in the early twentieth
century, control developed into more structured forms, in order to accommodate worker
resistance and institute more stable control over workers. Technicall affdred a
manner of organizing the workplace along the lines of the physical structure albdine |
process, while bureaucratic control rested upon social structure of the werkplac
While Edwards’ historical explanation of control is not focused upon the professions, the
discussion of control broadly resonates with Freidson’s estimation that, titialéssue
for the evaluation of any kind of work is its outcome in quantity and quéfity“For
professional workers,” Freidson explains, “the issue is whether they artoablercise
control over their work and its outcome, and what methods of control they use,”

recognizing that “control over work performance is of course the basic prizevbigtr

occupation and administration contend in particular work settitigsThe question of

389 Edwards (1979).

39 |bid.

31 Freidson (1994), p. 71.
392 bid., p. 71.
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control over work is significant to making the case for patient safety vasaes ask
healthcare professionals to subsume the traditional organization of care dediseng r
upon individual clinical judgment, to a universalizing goal of safety and quality
improvement, using such techniques as standardized clinical protocols.

Promoted under this guise of improvement, and in tandem with considerations of
work control, an associated guiding concept of workplace structure conagonslity
and rationalization in work organization. In tracing the rise of the engineering
profession, Noble assesses the transformation and consolidation of the American
corporation, which he argues cannot be understood without the related transioanaiti
consolidation of American scientific technologj§. Noble calls attention to the
inextricable links between corporate capitalism and engineering ratyomating the
historical development of this form of rationality as constructed via profe$igitan
and academic accreditation, as opposed to purely descending from universal prificiples
In re-assessing the professionalization of engineering, Shenhav looks back ainthe m
tenets of early management theory and the subsequent establishment of management
ideology as dominant workplace structure in thE @entury®*® Shenhav’s contribution
concerns tracing the universalization of management ideology, as promoted by the
engineering profession, through a process that masked political conflicts and
subsequently established a set of mechanical principles by which work atganiz
would be constructed. Utilizing a discourse-analytic strategy, Shenhav avgties f

constructed nature of workplace rationality as based not upon universal principles, but

393 Noble (1977), p. 19.
394 Noble (1977).
39% Shenhav (1999)
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rather upon a contingent incorporation of engineering doctrine into managenwogyde
and practice. After battles for supremacy in the earfyc@dtury, this engineering
approach to management was eventually institutionalized over the course of five
decade$?®® From both Noble and Shenhav, rationality is not seen as an independent,
purely technical, property of workplace organization, as is often assumed bgshafori
management and engineering. Instead, the design of work occurs through a historica
process of rationalization, replete with conflicts that are later fengatr erased. In
forming “specific niches of their own,” Murphy argues more directly thafiggsions rely
upon “the development of the formal legal system and bureaucratic organizatios, tha
on the more general process of formal rationalizatidh.Concerning changes
specifically to the medial profession, Freidson confirms such notions that “tedatioan
will also be an important part of continuing efforts to control the quality of catehe
accountability of those who provide it2®in the context of the growth of managed care.
While not as explicitly stated as the committed push for standardization, [satietyt
advocates implicitly promote rationalization of work as a related way in whalthbare
professionals can make care delivery safer. Scholarship on standardization and
rationalization are useful when taken together to inform both the explicit anditmpl
arguments made for the case of patient safety. Bringing standardization and
rationalization together, with an undercurrent of tensions over control of heath car
work, makes for a uniqgue combination of scholarly influences for the analysislof wor

organization in the case studies of patient safety advocacy.

39 Shenhav (1999), p. 196.
397 Murphy (1990), p. 93
398 Freidson (1989), p. 200.
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While questioning the structure of work organization is a significant eleofient
patient safety advocacy efforts, those seeking to transform health daesydedore
directly advance the concept of safety culture as their major point of eis\phas
relevant review article on the concept of safety culture by Susan Sifiseytsathat,
“since the 1990s, identifying broken or otherwise damaged safety culture has laecome
familiar explanation for organizational and technological failufés.Although “largely
absent from sociological scholarshigjtbey observes that “the term safety culture is
invoked with increasing frequenc$™ She defines the term ‘safety culture’ as referring
to “a commonly shared, stable set of practices in which all members of an otiganiza
learn from errors to minimize risk and maximize safety in the perforenahc
organizational tasks and the achievement of production §8=dstiefinition that
resonates with patient safety advocacy. To clarify this conceptuatiz&ilbey utilizes a
definition of culture that “is understood to be emergent and indeterminate, an indissoluble
dialectic of system and practice,” such that “the consequences of sdfatg cannot be
engineered and only probabilistically predicted with high variation from ogyt4
Such a notion of culture aligns with the overall theoretical and methodological
perspective of this dissertation, focused upon the complex and contested, yehemerge
and influential, nature of public discourse on medical error and patient saiigy S
states, “what is specifically missing from accounts of safety cultatastion to the

mechanisms and processes that produce systemic meanings, including undgsstdndin

399 5jlbey (2009), p. 342.
00 hid., p. 342.
1 bid., p. 343.
02 bid., p. 356.
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risk, safety, authority, and control. A reflexive, historically grounded, eagbiresearch
agenda should address these isstfsThis chapter attempts to follow along with such
recommendations from Silbey for how to study safety culture — | look partictdehow
patient safety advocates produce understandings of what needs to be changechin medi
care, merging an overarching concern about safety culture with various efiderway

to standardize and rationalize health care delivery.

Both work organization and safety culture encompass questions about
responsibility within the workplace. With overtones of control and rationalization of
work, the result of promoting safety culture is tensions in the workplace over a
reconstitution of responsibility in health care. Based upon these observations, Silbey’s
argument suggests that “the endorsement of safety culture can be usefultyagttias a
way of encouraging and allocating responsibility - one response to the slahger

technological system$%

This could be applied more specifically to health care by
saying that the dangers of medical error, once recognized, lead to theatsati of
responsibility through patient safety discourse. Further conceptualization of
responsibility comes from Heimer and Staffen’s ethnographic reseateio oeonatal
intensive care units. In their theoretical review, they define responsdslithigh-

guality compliance with norms — thoughtful compliance oriented toward achieving the
objective of the norm or meeting one’s obligations to others rather than toward agoidanc

of blame or superficial conformity*® From the discourse of patient safety advocates,

they would follow such a definition of responsibility. The sociological value of stgdy

%3 Silbey (2009), p. 360.
0% |bid., p. 343.
0% Heimer and Staffen (1998), p. 7.
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responsibility, according to Heimer and Staffen, is that “choices andyagenc
“responsible” only when they are socid!® From this theorization, Heimer and Staffen
ultimately argue that “when we study the taking of responsibility, the usensén
rationality and generosity to live up to obligations to others, many traditional pe®blem
moral theory become clearer,” such that “the key question is not when people should be
held accountable but rather what social arrangements encourage themtbemsielves
accountable®’ Following this theoretical guidance in the sociology of responsibility, |
examine how advocates and organizations ask health care professionals to “hold
themselves accountable” through ‘high-quality compliance’ to patienysadetns.

What results is a reform effort aimed at realigning responsibilityatdalth care work

is founded upon an explicit ethic of safety and quality improvement, rather than one
based upon “avoidance of blame or superficial confornifty.”

Returning to safety culture, Heimer and Staffen’s theory of responsibility
related to what Silbey calls ‘responsibilization.” Silbey claims “becthes@ropagation
and inculcation of safety culture is only one approach to enhancing the rgliabdit
safety of complex technologies, it is not unreasonable to wonder whethercsdiiaty,
focused on individual participants’ self-determined contributions to the system as a
whole, might not be described as an expression of responsibilization, this neoliberal

technique of governancé® As opposed to assumptions of coercive domination

%% Heimer and Staffen (1998), p. 13.
07 |bid., p. 373, italics in original.

%% Heimer and Staffen (1998), p. 7.
09 Sjlbey (2009), p. 348
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underlining some theories of work organizatféhSilbey’s ‘responsibilization’ argument
lines up with a governmentality approd¢hfollowing the ways in which conduct is
aligned to pursue the prerogatives of patient safety reform.

Using the three case studies in this chapter, | analyze institutionalzatjans,
with a focus upon leading figures, as they sell an idea of patient safety reform
redesigning work systems and building safety culture as the solutions to thempodble
medical error. The assorted research reviewed in this section corresbnithe w
divergent influences and reach of patient safety discourse. As a unifying theogh,
patient safety advocacy combines efforts to increase the efficiencgldi bare delivery
(such as standardization) with concerns over responsibility for medica(suobr as
safety culture). While overlooking potential tensions over work control, patiety safe
advocates assert that efficiency and safety can exist in unison, secueeddayizing

health care work through concepts such as standardization and safety culture.

Making the Case for Safety Culture
-- The National Patient Safety Foundation
“The main change that will be needed is a change in our cuftifre.”

Three years after the Harvard Medical Practice Study was published i1*1991,

Lucian Leape’s seminal article, “Error in Medicirié®*played a path-breaking role in

“19This is a tone struck by some of the Control Theories, such as Edwards (1979).
“ Foucault (1991), and discussed in the dissertation’s introduction (Chapter 1).
12| eape, et al. (1998), p. 1447.
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positioning medical error as a major problem and setting out early principesierft
safety. In the article, he argues that “the important point is thatssfictaccident
prevention efforts must focus on root causes — system errors in design and
implementation,” with “the primary objective of system design for safety msake it
difficult for individuals to err,” while also recognizing “that errors wilevitably occur
and to plan for their recovery®® Such reasoning rests upon an assumption that,
“because it is impossible to prevent all error, buffers should be built into each sgstem
that errors are absorbed before they can cause harm to patients,” susistieans
should be designed so that errors can be identified in time to be intercEptivith the
Harvard Medical Practice Study providing statistics to show the extensibkepr of
medical error and then setting an agenda for further research, Lucian L&apa’sn
Medicine” article advocated a focus upon the design of care delivery, whemwasor
reconceived as due to system failures rather than resulting from individuaoshiogs.

Two years after Leape’s influential 1994 article, the foundation forrgegadety
organizational advocacy started with an October 1996 conference put together by the
American Association for the Advancement of Science, the American Medical
Association, the Annenberg Center for Health Sciences and the Joint Commisgien on t
Accreditation of Healthcare Organizations. The conference was titledriBmng Errors
in Healthcare: Developing a Prevention, Education and Research Agenda.” Described a

“a first-time-ever cooperative effort,” the conference sought “to de\elaevention,

“13 Harvard Medical Practice Study | and Il (1991).
1% This article is also discussed in chapter 2.

13| eape (1994), p.1854.

18 |bid., p.1856.
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education and research agenda for healthcare errors,” and it “attraetedti from
researchers, healthcare leaders and error-prevention experts répgesénbad range of
perspectives, disciplines and specialties including non-healthcarel ielairstries.**’
Topics of the conference included “education and training, communication, legal issue
organizational processes, human factors, fatigue, drug use, anesthesig, ancher
medication errors,” as well as, “a panel examining an actual instancewofvenich]
highlighted the emotional, legal, ethical and professional issues that aeseaw error is
made that causes or contributes to injdry.”

The first day of the conference began with an announcement that the American
Medical Association would establish a National Patient Safety Foundatidtarly
funding of 1 million dollars was provided by a grant from the 3M Corporation in
February of 1997%° From that initial start-up, “the funds for its estimated $2-million
annual budget come from the AMA and corporate sponsorship by pharmaceutical,

insurance, and healthcare management fifffisThe National Patient Safety Foundation

“1" From The American Association for the Advancement of Science websitatifizie
Freedom, Responsibility and Law Program (SFRL), which focuses on the etued), |
and social issues associated with the conduct of research and with advan&se sci
and technology: http://www.aaas.org/spp/sfrl/projects/errors.htm

“18 From The American Association for the Advancement of Science websitatifizie
Freedom, Responsibility and Law Program (SFRL):
http://www.aaas.org/spp/sfrl/projects/errors.htm

“19 National Patient Safety Foundation Press Release (October 13, 1996):
http://npsf.org/pr/pressrel/pr1096.htm.

420 National Patient Safety Foundation Press Release (February 1997):
http://npsf.org/pr/pressrel/pr297.htm.

421 Goldsmith (1997), p. 1561.
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(NPSF) was first modeled after the Anesthesia Patient Safety Rmmtfabut has since
grown to be a much larger organization, with an annual Congress every year since 1998,
a competitive Research Grants Program, and publication dbthveal of Patient
Safety*®® As Lucian Leape and colleagues describe it, “the NPSF is dedicateding se
as a community forum and leading the transition from a culture of blame to a atfilture
safety,” with the foundation’s mission centered upon promoting “the safety of the
healthcare system by catalyzing action and supporting a fresh and hooess$idis
about the notions of risk, error, blame, and accountabffffy As illustration of its role
as the catch-all advocacy group for patient safety, an overview of the NR&ET Wy
Goldsmith just a year after its founding, states that “its organizatitnatwe
encourages the interaction of safety experts, public health advocates, patient
representatives, medical ethicists, physicians and other healthcdigopiers, managed
care organizations, government, researchers, employers, lawyers pdity ilsurers,
among others®>

The NPSF’s mission is developed through four core strategies of promoting
research, implementing knowledge, fostering communication, and developing

educational approaches; all of which makes the Foundation “dedicated to seming as

community forum and leading the transition from a culture of blame to a culture of

422 |n an earlier article, Leape mentioned the role of Anesthesiology (1994), p—1856
“Anesthesiologists have led the medical profession in recognizing s{atéons as
causes of errors, in designing fail-safe systems, and in training to avosl’error

23 National Patient Safety Foundation website: http://www.npsf.org/.

24| eape, et al. (1998), p. 1445.

2% Goldsmith (1997), p. 1561
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safety.*?® According to Leape and colleagues, the approach that NPSF takes overcomes
the “deterrent approach to safety, and the extensive legal and regulatdryssrtitat

support it,” which “has had limited impact on reducing patient injufi&s fhstead, they
continue that “it is now clear that an additional approach is needed that continues to hold
healthcare providers accountable, but moves beyond blame in investigating why
healthcare accidents happen and how the risks of future accidents can be idéfitified.”
This sentiment is elaborated with an assertion by Leape and colleagu&shbat

medical imperative is clear: to make healthcare safe we need to redesgystems to

make errors difficult to commit and create a culture in which the existemsk od
acknowledged and injury prevention is recognized as everyone’s responsibilityy A ne
understanding of accountability that moves beyond blaming individuals when they make
mistakes must be established if progress is to be nfat&his description of the NPSF

and its mission, as stated by the most prominent leaders identified with pdegnt sa

shows the main tenet of the movement — changing the culture of medicine, to shift
healthcare delivery from a ‘blaming’ to a ‘learning’ model of error prevention.

At the 2007 National Patient Safety Congress, this discourse of culture and
systems improvement was central to the panels, posters and presentationsmpla, exa
posters of the NPSF-sponsored Patient Safety Fellows each emphasizqubtienice
of ‘Culture of Safety,’ ‘Systems Approach,’ and ‘Shared CommunicafiSmyith one of

posters defining “culture of safety” as “an environment that supports candigsien of

26| eape, et al. (1998), p. 1445.

427 |bid., p. 1445.

28 |bid., p. 1445.

429 bid., p. 1444.

4302007 NPSF Congress Field Notes.
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errors, their causes and ways to prevent tHéf.”At a presentation panel within the
“Engagement Towards a Shared Vision” track, the audience heard about the d¢dnnes
Model’ from the Minnesota MAPS program — Minnesota Alliance for PatientyS&fe
From the 2007 NPSF Congress program, the panel discusses “Minnesota’s shamed visi
toward a statewide culture of learning, justice and accountability willdieidinted,”
where participants will “learn how the safety coalition, a large hea#ttargianization,
and the regulatory boards embarked upon a journey to create consensus and establish a
common philosophy regarding behavior and accountabfftfy According to the
presentation, the goal of the MAPS program is to “foster learning and focus olnghang
behavior, rather than outcomes,” with mantra of “Commitment, Collaboration,
Communication.” The health care organizations that commit to the MAPS program
resolve to “strive for a culture that balances the need for a non-punitiventarni
environment with the equally important need to hold persons accountable for their
actions.*3*

One of the founders and leading advocates of the Minnesota MAPS program,
Alison Page of Fairview Health Services in Minneapolis, received the 20hhlat
Patient Safety Foundation (NPSF) Chairman's M&daRwarded at the Congress

Plenary Address, the Chairman’s Medal is given “in recognition of emelegigrship

4312007 National Patient Safety Foundation (NPSF) Congress Field Notes.

4322007 NPSF Congress: Thursday, May 3, 2007, 1:30pm, Engagement Towards a
Shared Vision 304: “Creating a Just Culture — A Statewide Change.”

33 NPSF Congress Program (2007), p. 19.

4342007 NPSF Congress Field Notes.

4322007 NPSF Congress Field Notes.
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in the patient safety field**® After praising the work of the Minnesota MAPS and
Alison Page’s leadership, the plenary continued with the “Fourth Annual Distinduishe
Advisors Town Hall Meeting,” which included Donald Berwick and Jim Conway of the
Institute for Healthcare Improvement, Carolyn Clancy of the Agency forthtzak
Research and Quality, David Lawrence of Kaiser Permanente, Lueggre lfrom
Harvard School of Public Health and the National Patient Safety Foundation, Dennis
O’Leary from the Joint Commission on the Accreditation of Healthcare Orgamza
and Sir Liam Donaldson from the UK’s National Health Service and the WWOid
Alliance for Patient Safet}?’ In an open question-and-answer discussion format, the
various distinguished advisors gave their perspective on the goals, successes and
challenges of the patient safety movement. While each ‘Distinguishedokdvifered
distinct comments, there seemed to be agreement over Lucian Leape’s wiosliagan
assessment that a “values-based approach to culture is the secret tbahdhga and
fundamental to the practice of safef§™

Lucian Leape’s role as a leading figure in Patient Safety advocasy w
institutionalized at the 2007 National Patient Safety Congress, with an anmesumad
the founding of the Lucian Leape Institute. As described on the NPSF website “The
Lucian Leape Institute at the National Patient Safety Foundation, launched in 2007,
functions as a think tank to define strategic paths and issue calls to actionfieldtbé
patient safety and is intended to provide vision and context for the many effortesaypder

within the healthcare system,” with its work coming in the form of “reportsginde the

36 NPSF Press Release (May 3, 2007): http://npsf.org/pr/pressrel/2007-05-3_3.php.
37 |bid., and NPSF Congress Program (2007).
38 2007 NPSF Congress Field Notes.
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work of the field and challenge the system to address the issues criticaimhg e
system safer®® The tangible culmination of Leape’s repeated efforts, going back to
when the Harvard Medical Practice Study was initiated in the late 1980s, is iR8te N
Institute named in his honor.

As of 2011, “the Institute has focused on identifying and framing vital
transforming concepts that require system-level attention and action,”smitbdncepts
identified to date include: Medical education reform; Active consumer engagemaint
aspects of healthcare; Transparency as a practiced value in everythiiag ltegration
of care within and across healthcare delivery systems; Restoration offjoyeaming in
work; The safety of the healthcare workforé&”Accordingly, “fulfilling the objectives
embodied in these six concepts is critical to moving the national patient sgésiya
forward; it is clear that this will require profound changes in the culture arctis® of
our healthcare systerfi”* As he had been saying for over a decade and a half, and now
institutionalized in his namesake Institute, the central focus of patiehy adiecacy is
in reforming the culture of health care.

Going back to Leape’s 1994 article, “Error in Medicine,” technical points about
system design to prevent errors are challenging, but not the mostsighifarrier to
change. Leape claimed “the most important reason physicians and nurseethave
developed more effective methods of error prevention is that they have a giest de

difficulty in dealing with human error when it does occur. The reasons are to be found in

39| ucian Leape Institute at National Patient Safety Foundatitp://www.npsf.org/au/.
449 ycian Leape Institute at the National Patient Safety Foundation:
http://www.npsf.org/Ili/.

41 ucian Leape Institute at the National Patient Safety Foundation:
http://www.npsf.org/Ili/.
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the culture of medical practicé** Health care systems need to be redesigned, but
ultimately this rests upon a foundation of transforming the culture of medicine to be
focused upon safety. The answer to what needs to be changed about the culture of the
medical profession can be found in Lucian Leape’s description of what constitutes a
culture of safety. Building such a culture is a complex process, but Leapdisgnpto
these five steps: “make safety a management priority,” “crel@t@aing organization,”
“value the employees,” “think in terms of systems,” and “safety is evelgone
responsibility.*** Each of these steps is simple in principle, but profound in effect. It
requires a fundamental change to how medical care is organized and managédir- a shi
thought that is directed in large part to the medical profession, though it applies to al
employees within any health care organization. With safety as a topypofticus

upon learning means that employees must feel invested in organizational goats. Whe
safety is perceived in terms of a system feature, rather than solely aduatliv
responsibility, then pursuing patient safety becomes a collective effertorAponents

of safety culture, system design, organizational goals, and collectivenganei all

meant to challenge the traditional culture of medicine that emphasizes individual
physicians as centerpiece of care delivery. Instead, physicianaracé @ broader
organizational effort, at least in ideal terms, working together to preventfenm

leading to patient hari{*

42| eape (1994), p. 1851.

43| eape (2007), pp. 63-64.

44 From the standpoint of the traditional culture of medicine, such changes bring,
however, a potential loss of professional autonomy and status.
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Such a fundamental change in medical culture brings steep challenges. For
guidance in developing safety culture in health care, patient safety advieaatdsoked
to other industries for assistance, in hopes of efficiently importing technigdes a
expertise that are deemed successful elsewhere. According to Leapestikd94 By
contrast [to aviation], accident prevention has not been a primary focus of theepoéctic
medicine.**> Four years later, Leape asserts that “patient safety has cohnee to t
healthcare agenda,” but “we have failed to design our systems for sifety nestead
on requiring individual error-free performance enforced by punishment, a strategy
abandoned long ago by safer industries such as aviation and nuclear {¥8v@ited for
its high reliability and admirable safety record, the aviation industrpbas a very
influential model for the development of patient safety in the health care ind&stim
the viewpoint of health care, the aviation industry can serve as an ideal moaleddef
its organizational commitment to safety and collective responsibility éoraging risk.

In other words, aviation is considered a model because of its safety culture, providing
lessons for patient safety reform in health care.

As patient safety has attained significant media attention, popular noticstas a
been given to the comparison between aviation safety and health care safety. For
example, an October 200&w York Timearticle followed how pilots are serving as
consultants for hospital safety programs. The article recounts how a catast@phi
runway collision on the Canary Islands, resulting in 583 deaths, lead to a series of

changes in the Aviation industry focusing on communication, leadership and decision-

445 | eape (1994), p. 1855.
48| eape, et al. (1998), p. 1444.
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making. In the aftermath of the tragedy, a focus upon the potential for human error
significantly shifted conceptions of safety in aviation to accommodate far cre
limitations. According to the article, a general lesson about managing human erro
through safety design and safety culture produced safer flying, lessoad\tbaates are
trying to export to health café’

An organizational culture committed to safety, a recognition of the inevitably of
human error, and specific techniques such as reporting systems are tdtasseseful
lessons that patient safety advocates say health care can learn frioom.a&aperts
from the Aviation industry meet with health care audiences, such as at theANR &
Congresses, to demonstrate how these techniques can be successfully imglemente
resulting in what is considered an effective culture of s&f&tyccording to Leape,
Berwick and Bates, aviation safety “relied on the widespread implententdthundreds
of small changes in procedures, equipment, training, and organization that teyhjtega
establish an incredibly strong safety culture and amazingly effecticBgqas These
changes made sense; were usually based on sound principles, technical theory, or
experience; and addressed real-life probleffts ¥While tensions between individual

accountability and system improvement may persist, patient safety aglvpcsh the

47 Murphy (20086).

48 For example, a panel at the 2007 NPSF Congress (Friday, May 4, 1:00p, Medication
and Device Safety Track 501) had a consultant with experience in the Aviation industry
49| eape, Berwick and Bates (2002), p. 505.
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idea that a more uniform organizational culture centered upon improvement, an ideal
found in aviation, is key to reducing medical effdr.

Along with taking guidance from other industries, the NPSF ultimately seeks to
professionalize the patient safety activities of any individual chargédswih
responsibilities in health care organizations. Just started on Feb 15, 2011, “theaAmer
Society of Professionals in Patient Safety (ASPPS) at NPSF isgharfd only
individual membership program for the patient safety field. ASPPS was dstalics
advance patient safety as a unique and vital healthcare discipline, and to build an
engaged, focused community of individuals committed to accelerating the geliver
safe patient care. The Society’s multi-disciplinary membershipcteflecommitment to
teamwork as a pre-condition for patient safety, critical work for whicthales
responsibility.*>* This recent effort by NPSF calls to mind Taylor and Zald’s
observation that “segments of professions may start new professional ciigasina
lobby extant groups to change healthcare policies or programsIPSF’s general work
as the preeminent organization for patient safety advocacy then also confylorsanal
Zald’s overall assessment: “Some institutional movements may esemb&e elite-
driven campaigns, as senior personnel identify with a movement’s goals andiuse the
positions, authority, and expertise to press for change. Such would seem to be the case

with the movement to reduce medical errors, which has used dramatic casesafcrror

50 From a critical perspective, one could argue that the aviation model is simply a
metaphor used for persuasion. However, for the purposes of this chapter, | take
advocate’s ideations of the aviation model as sincere.

451 American Society of Professionals in Patient Safety (ASPPS) at:NPSF
http://www.npsf.org/hp/ASPPS.php. See also NPSF Press Release on ASPPS:
http://www.npsf.org/pr/pressrel/2011-02-22.php.

*2Taylor and Zald (2010), p. 314.
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statistical assessment of aggregate case analysis to pressuia oieetfs of staff to

place the problem of medical error on organizational agerfdaghe NPSF’s main

mission has been precisely about placing the problem of error on the agenda of any and
every health care organization. As exemplified by leading figure hu®@ape, the

NPSF has promoted system design as a major technical solution to error reduction, but
ultimately rests upon changing the culture of medicine. In its publications,tesbsi
leadership and conferences, the NPSF promotes safety culture as the podstniim
intervention to reduce the burden of medical error.

The challenge comes from what is overlooked by such idealistic discourse on the
powers of safety culture. While “one is hard-pressed to find a reference tq poovgy
interests, conflict, or inequality in the literature promoting safetyiilt Silbey explains
that “the proponents of safety culture recognize the greater authority and essafurc
top-level management and recommend using it to institute organizational ctange f
the top down, mandated by organizational leaders, even if designed by hired
consultants®* According to Silbey, “the consistent valorization of clear lines of
hierarchy accompanies a surprising failure to see how this same hyanadgrmines
communication and self-reflection about hazards,” which means that advocat&sithe
to adequately recognize the diminished power of those in subordinate positions.”
Patient safety leaders like Leape, and organizations like the NPSF, takegodiminish
the hierarchy and subordination in health care workplaces. For example, in his seminal

article from 1994, Leape notes that “elimination of fear and the creatiorupparsive

453 Taylor and Zald (2010), p. 314.
454 Sjlbey (2009), p. 361.
3 bid., p. 361.
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working environment are other potent means of preventing effSr&Vhile Leape’s
recognition of potential problems in the workplace dates early in discussiomerof er
reduction, such focus on work organization comes into sharper relief through theories of

guality improvement, which establishes some vital links with patient safebcacy.

Making the Case for Continuous Improvement

-- The Institute for Healthcare Improvement

“Some is not a Number. Soon is not a Tirfi.”

The Institute for Healthcare Improvement (IHI) has its roots in thehéit
Demonstration Project on Quality Improvement in Healthcare (NDP), whish wa
launched in 1986 “to explore the application of modern quality improvement methods to
healthcare®® While founded earlier than the NPSF - the IHI was formed in 1991 - the
organization’s major patient safety campaigns came in the wake of the TONEg is
Humanreport. “As an independent, nonprofit organization whose aim is to improve
healthcare quality in the United States and Canada by fostering caliabanatead of
competition among healthcare organizatiohéthe IHI describes its mission of

improving healthcare as “its promise, and its daily wéPR.The result of the IHI's work

46| eape (1994), p. 1857.

457 Slogan for IHI'S5 Million Lives Campaign
http://www.ihi.org/IHI/Programs/Campaign/.

58 From “A History of IHI” Timeline available at http://www.ihi.org/ifaibout.
*>9v/oelker (1997), p. 1560.

460 «Closing the Quality Gap: An Introduction to IHI,” p. 4 (availablevatv.ini.org).
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is that “Quality Improvement is no longer a fringe philosophy in healthtasenow the
mainstream approach for ensuring that the best possible care is delivevedytpatient
every day — and it is rapidly taking its rightful place in the core businessgstifar
institutions trying to survive in an increasingly competitive markegotat This notion
can be expanded to include both patient safety and quality improvement — neither of
which is considered fringe any longer, as both have become part of the mainstrea
discourse of health care reform.

While Lucian Leape is closely connected to the NPSF through his namesake
Institute, the leadership behind the IHI is even more directly the result afdik of its
founding figure, Dr. Donald Berwick. After his leading role with the NDP in ttee la
1980s, Berwick founded the IHI to provide an organizational outlet to spread the message
of quality improvement in health care. In a recent articleh@ New York Times
reporter Robert Pear describes Berwick as “a man with a mission ch@read a
teacher who has been showing hospitals how they can save lives and money by zealously
adhering to clinical protocols for the treatment of patietfts With Don Berwick’s
leadership, the IHI has been one of the most significant players in the qualitynerdve
since the Institute’s founding in 1991. According to Berwick, though, the environment
changed remarkably whém 1999 [To Err is Humahand 2001 Crossing the Quality
Chasnj, the Institute of Medicine published 2 landmark reports on the evidence for

quality failures and called urgently for redesign of care systems to achieve

461«Closing the Quality Gap: An Introduction to IHI,” p. 4 (availablevatv.ihi.org).

62 pear (June 22, 2010).
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improvements*® With these IOMreports bringing widespread attention upon safety
and quality in the US health care system, Berwick and the IHI now had a crucial
opportunity with which to redouble their efforts upon spreading the message, and
implementing the lessons, of continuous improvement.

From the interest generated in the wake of the IOM reports, the centerpiece of the
IHI's patient safety work is in two campaigns started by Berwick: 108,000 Lives
Campaign’ began in 2004, and then the ‘5 million Lives Campaign’ in 2006. In
laudatory terms, the 100,000 Lives Campaign is described by the IHI asdaahafifort
to reduce preventable deaths in US hospitals,” in which “no one could have imagined the
strength of the response” because “what happened was truly exhilaaating:
extraordinary resurgence of spirit and an unprecedented commitment to chdnge a
collaboration across the healthcare industf§.’According to the IHI, “the 3,100
hospitals that participated in this initiative achieved a remarkable gaalgdttheir
work on the Campaign’s interventions, combined with other national and local
improvement efforts, these facilities saved an estimated 122,000 lives in 18 months.
Along the way, nothing less than new standards of care began to emerge. Heualilhca
never be the same — and the work contind&sBuilding upon such inspirational
rhetoric from the first campaign, the 5 Million Lives sought to “protect patiemts five

million incidents of medical harm over the next two years (December 2006 — Bercem

463 Berwick (2008), p. 1182.
12: IHI website: http://www.ihi.org/IHI/Programs/Campaign/.
Ibid.
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2008)” by enlisting “at least 4,000 US hospitals in a renewed national commitment t
improve patient safety faster than ever befgf&.”

At the 2007 NPSF Congress, in a presentation entitled “The IHI 5 Million Lives
Campaign: A Nation Writes a Great Stof¥}/"Jim Conway, Senior Vice President of the
IHI explained both of the signature campaigns of his organization. According to the
2007 NPSF Congress program, “since the stirring Call to Action by Don Beirwic
December of 2004, all segments of the US healthcare industry have focused in
partnership on saving lives and reducing harm, raising the profile of the pratdenua
proactive response, and building a reusable national infrastructure for change. Thi
session will focus on the successes, challenges, and learning to date antbtiaagl
plan for the 5 Million Lives Campaigri® Some of the issues Conway discussed in his
presentation included, “'Sharing stories — narrative learning & lessametéa
‘disconnect between stories and data’; ‘extraordinary stories in the campaéjtihg
patients involved in interventions,’ ‘build a reusable national infrastructurdnéomge’;
and ‘set a goal — some is not a number, soon is not a tifieThe 5 Million Lives
Campaign defined “medical harm” as: “unintended physical injury resultingdrom
contributed to by medical care (including the absence of indicated medataidre),
that requires additional monitoring, treatment or hospitalization, or thats@sualeath.”
While this definition is a fairly mundane one, the more radical aspect of thpaign

had to do with the fact that "such injury is considered harm whether or not it is

%6 14| website: http://www.ihi.org/IHI/Programs/Campaign/.

4672007 NPSF Congress: Friday, Mdy 20:30 am, Engagement toward a Shared Vision
404: “The IHI 5 Million Lives Campaign: A Nation Writes a Great Story.”

468 NPSF Congress Program (2007), p. 24.

4692007 NPSF Congress Field Notes.
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considered preventable, resulted from a medical error, or occurred within a hd&pital.”
The IHI takes a far-reaching perspective when it comes to quality aatgt saf

improvement — any harm to patients, over the course of medical management, is
considered something that the industry needs to take very seriously, makingfievery e

to avoid. Among other things, Conway mentioned that even drug side effects would be
included within the category of harm to patients that should also fall under the purview of
quality and safety improvement effof{s.

Both of the IHI's patient safety campaigns have ended (and with no additional
campaigns in the works). Despite the close of the campaigns, “the support bdspital
come to expect from IHI's Campaigns will not end. IHI will continue to help hdspita
until patients everywhere receive the best care possible, every*ffmBeyond such
continued assistance the “IHI's next frontier of hospital work is thertiprovement
Map. Building on many years of hard work in hospitals and the momentum of the
100,000 Lives and 5 Million Lives Campaigns, IHI will now help hospitals improve
patient care by focusing on an essential set of process improvements desighezl/to a
high levels of performance in areas that matter most to patients. The rhajakelsense
of many complex and competing demands, making it possible for hospitals to find
reliable routes to succes¥? Through the Improvement Map, the IHI offers “the rich

content and support that was offered in the Campaigns, including How-to Guides, tools,

7% For more information on how the Campaign defines medical harm see the BAQs ta
the Campaign area of IHl.org at:
http://www.ihi.org/IHI/Programs/Campaign/Campaign.htm?Tabld=6.
4712007 NPSF Congress Field Notes.
*’2 |Improvement Map FAQS:
Z\%p://www.ihi.org/IHI/Programs/lmprovementMap/ImprovementMap.htm.

Ibid.
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and introductory calls, at no cost, and they will also be able to access new, vibrant form
of support.*”* So while the IHI has not continued its patient safety work with another
campaign beyond 5 Million lives, the organization has attempted to institutionalize its
resources and assistance through the online tool of the Improvement Map.

Given the prevalence of monitoring and assessment in both of the IHI's signature
campaigns, the patient safety work of the IHI has been connected to ot iaff
developing error reporting in health care. The primary goal of reportirenergly
defined as the disclosure of errors, which is then used for purposes of safety menbve
by way of learning from mistakes. Disclosure, though, has both accountatlity a
improvement justifications. Error reporting that centers upon accountabilisy as
primary justification tends to focus upon the individual as its target of interventide, whi
reporting with improvement and learning as its motivation seeks to assesti@raliza
health care delivery systems. In reporting as accountability, respapgdrilerror is
specified - individuals are held culpable for the mistakes that they make. lastotiite
premise of learning or improvement approaches to reporting is risk as adiellec
(system) responsibility, with promoting standards as the panacea of groyvede
many regulatory agencies (mostly at the state level) tend toward aaioiitynt
justifications, work such as the IHI campaigns and Improvement Map push nranitori
efforts toward the goal of improvement. When standardization of reporting is couched
with patient safety justifications, that often translates to an effam@éementing

effective ‘improvement/ learning/ system redesign’ approaches toreomitoring. As

" Improvement Map FAQS:
http://www.ihi.org/IHI/Programs/ImprovementMap/ImprovementMap.htm.
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promoted by the IHI, the standardization of safety reporting toward improxeme
justifications should be a major goal for the pursuit of patient safety. Bumtnasefmans
and Epstein observe, “the trick in standardization appears to be to find a balanembetwe
flexibility and rigidity and to trust users with the right amount of agency é¢p ke
standard sufficiently uniform for the task at haf\tf.”"For the case of patient safety, the
trick with standardizing error monitoring is to reconcile more rigid repogysgems
focused upon behavior modification of the individual (accountability) with relatively
flexible reporting systems centered upon sharing and disseminating information on
medical errors (improvement). The dream of reformers like Berwick (and pagjanis
like the IHI) is that the standardization of reporting systems towardgotief
improvement - in which disclosure and analysis of errors is used for calézarning
rather individual punishment - will have dual consequences of redesigning health care
systems to be safer and building a workplace culture of safety.

The IHI's reporting campaigns, as part of Berwick’s larger mafproject, are
meant to transform health care workplaces. In contrast to other industnes;iBe
argues that health care has yet to fully move beyond an outdated, Taylorist conception of
work design. As an influential paradigm in early?2@ntury industrial management,
Frederick Taylor'®Principles ofScientific Managemerattempted to find the most
efficient way to manage workers, based upon certain principles of scientifjo deshe
workplace. Taylor’s scientific management introduced a system offagdm
cooperation and assumed shared interests between workers and managenstintgall re

upon scientific methodology - organizing the workplace, and the objects within it

"> Timmermans and Epstein (2010), p. 81.
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(including the workers), in a configuration determined and controlled by the work design
expert!’® However influential Taylor’s scientific management was to industrial
management in the early decades of tHe@mtury, Berwick states “healthcare came

late to the Taylorist party,” only incorporating such ideas in the 1980s with the
development of standardized protocBls.Up until then, he says, “the model for
healthcare delivery was very much a craft modél.”

While Berwick’s abridged version of work history may be oversimplified, he
utilizes that overview of theories of work organization in order to prove the value of
quality improvement in health care. Berwick assumes a vast potential foruows
improvement in the health care workforce. He claims that, “nearly evecgones to
work wanting to do a good job and to feel proud of what they do. Most would probably
like to learn a little something as well. And so the energy behind the scientgiatpoir
change, behind continuous improvement, is latent in the employees. When leaders and
managers tap that energy by providing people the opportunity to improve work, they are

el

tapping into a powerful force"® Berwick sees quality improvement initiatives as “a
pping p

way to take control, a way for the demoralized, frustrated doctor to get bacKaophe
When that happens, it is really compellif§®

As a result of such assumptions about the motivational power of quality

improvement, Berwick imagines that “in a post-Taylorist workplace, the wa&fhas to

76 Taylor (1912).

47T Berwick (2007), p. 53.

"8 |bid., p. 53.

79 bid., p. 54.

80 Berwick quoted in Voelker (1997), p. 1560.
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develop the skill ofdentifying and agreeing on what they are going to make better
Or more directly relevant toward the medical profession, he argues tlyaiciphs have
been taught to do their work well, but not necessarily to help their work impt&ve.”
Quality improvement assumes working environments can be made so that physidians
other health care professionals are dedicated to continually improving sescesl
outcomes — to make healthcare work more effective and safe, and thus lowarhdests
improving quality. As applied to health care, quality and safety are improved when the
workforce together seeks better outcomes and fewer errors. Rather thamgfapas
individuals (either in terms of punishment or promotion), the key to improvement is
collective responsibility whereby all professionals work together to ad@imp
organizational goals. Berwick has been pushing for this notion of quality since 1989,
when he advanced an argument that, “modern theories of quality improvement in
industry are persuasive largely because they focus on the average produber, not t
outlier, and on learning, not defend&*implicating health care as decades behind other
industries in terms of implementing theories of quality improvement.

The quest for quality improvement arises in a context of the growth of evidenced-
based medicine, but with distinct implications for patient safety. Timnresraad
Epstein describe that context in terms of how “the healthcare field iseshgag
massive standardization movement called evidence-based medicine whefebgipnal

organizations and regulatory entities make the scientifically best eei@®adable to

clinicians in the form of meta-reviews of the literature, practice guekgl assessment

81 Berwick (2007), p. 54, italics in original.
82 Barwick quoted in Voelker (1997), p. 1560.
“83 Berwick (1989), p. 54.
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tools, and standardized outcome measut¥sHarking back to the seminal 1994 article
“Error in Medicine,” Leape affirmed such standardization efforts in clairthiag“one of
the most effective measures of reducing error is standardizing proedsseser

possible.*?>

While standardization is significant in patient safety and quality, there is a
crucial distinction when it comes to evidenced-based medicine. In discussing the
uncertainties and limits of supportive evidence for certain protocols, Berwickidas s
“the rhetoric and tone of comment on work in the field of day-to-day healthcao tfé
pace of improvement. Academic medicine has a major opportunity to support the
redesign of healthcare systems; it ought to bear part of the burden for acapteat

pace, confidence, and pervasiveness of that chdftés evidence-based medicine has
become more established, Berwick warns thiétalthcare researchers who believe that
their main role is to ride the brakes on change—to weigh evidence with impoverished
tools, ill fit for use—are not being as helpful as they need to be. “Where is the
randomized trial?” is, for many purposes, the right question, but for many otlsetisat i
wrong question, a myopic one. A better one is broader: “What is everyone learning?”
Asking the question that way will help clinicians and researchers see funtherigating
toward improvement®’ While both patient safety and evidenced-based medicine are
movements that rest upon standardization, Berwick is concerned that progress will be

forestalled by a competing criteria for evidence between each movefiestconcern

calls to mind Hess’ observation that “evidence-based medicine and science bdezome t

84 Timmermans and Epstein (2010), p. 80.
83| eape (1994)p. 1856.

86 Barwick (2008), p. 1184

87 |bid., p. 1184.
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points of reference in resolving disputes over how medicine is to be integrated and which
therapies are to be accepted or rejectét As Berwick’s push for continuous

improvement has entered patient safety advocacy, the higher standard ofesthd¢nc
academic medicine places upon evaluating clinical practice, accoodBeywick, should

not get in the way of a dedication to continuous improvement in health care delivery.

Making the Case for Patient Safety as a Global Concern

— The World Alliance for Patient Safety

“Patient Safety is truly becoming a global issff&.”

As the chair of the World Health Organization’s World Alliance for Patient
Safety, Sir Liam Donaldson offers a stark declaration of the potentialedaus
shortcomings of health care delivery. He states, “Time and time againjgatiest of
patient deaths as a result of health-care errors — and the stories fzrthigs — show
people whose fate seemed to have been determined from the moment they entered the
health facility for care... Their deaths resulted from a chain of systé&mefain which
repeated opportunities to stop the inevitable outcome were missed, with tragic
consequences™® Like the discourse of the NPSF and IHI in the United States,
Donaldson sees such tragic patient deaths as a motivational impetus to improvetyhe saf

of care delivery on a global scale. “Challenging the very idea that thésatmeaths

88 Hess (2004), pp. 698-99.
“89\World Health Organization (2085 p. 3.
499 bid., p. 3.
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from unsafe care are inevitable,” Donaldson says, “is a powerful elementdfutbe
behind the World Alliance for Patient Safefy®
With patient safety policy and organization expanding in many Developed

nations, World Health Assembly Resolution 55.18 was adopted in May 2002, urging
“Member States to pay the closest possible attention to the problem of paténasalf
to establish and strengthen science-based systems necessary for impaideimgsafety
and the quality of healthcar&®® Two years later, the World Alliance for Patient Safety
(WAPS) was created to “facilitate the development of patient safetyypaniid practice
in all Member States and act as a major force for improvement internbtitial What
had began as a problem within advanced, national health care systems in the late 1990s
and early 2000s, patient safety has subsequently been converted into an issue of global
concern and international action, via the agendas and initiatives of the World Alliance

A major rallying point on the patient safety agenda, especially at theatteral
level, is the development and sponsorship of universal standards for safe medical care.
As noted with the NPSF and IHI in the US, patient safety advocacy promotes
standardization, particularly crucial if the movement is to succeed in redsyogd
national borders. Standardization efforts are apparent in the World Alliance’d Globa
Patient Safety ChallengeSlean Care is Safer CamndSafe Surgery Saves Livelsrom
2005 through 2006, the first Global ChallenGéan Care is Safer Cafecused upon
medical hygiene and sanitation. On the heels of ostensible succe§deahCare is

Safer Carethe second Global Patient Safety Challer@gfeSurgery Saves Livelsegan

*91\World Health Organization (2085 p. 3.
492\World Health Organization (2006), if..
93 |bid., p.iii.
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in 2007 to seek a reduction in the variability of surgical care. The two GlobaeGhedl
provide insight into the “form and contefft* of international safety standardization,
helping to assess how the World Alliance establishes itself on the global stag
Simplicity, commitment, action and improvement describe the major thrust of the
Clean Care is Safer Carmampaign, with infection as the main target and hygiene as the
primary solution. As World Alliance Chair Donaldson explains, “the world has the
knowledge and resources to dramatically reduce the impact of healthcaoedass
infection. What is needed is commitment and action at all levels, to ensure tlyat ever
patient’s right to the cleanest and safest care is achiéVedhis sentiment is echoed by
Professor Didier Pittet, who as the Global Patient Safety Challengeaaaneader
declares, “promoting ‘Clean Care is Safer Care’ is not a choice. It is guiododtients,
their families, and health-care workers. Let us move forward togetheln. oEas can
make a small difference; significant improvement requires an eféort &l of us.*°°
The problem is clear and the solution is simple, so that concerted effort and @nmit
to action are what is necessary for unified improvement. From this premise, the
campaign seeks to raise general awareness, gain Member State involvadhent, a
implement specific clean care guidelines.
While the specific content &@lean Care is Safer Caiavolves blood safety,
injection practices, sanitation, and clinical procedures, the central intexveewolves
around hand hygiene. In order to promote this as a solution to healthcare-associated

infections, WHO’s World Alliance for Patient Safety developed a set of handrig/gi

9% Timmermans and Berg (2003), p. 24 (see Chapter 2 for full quote).
95 World Health Organization (2085 p. 1.
49 |bid., p.25.
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recommendations. Along with indications for when to wash hands and how to use
gloves, the guidelines carefully instruct a *hand hygiene technique widhaitbased
formulations’ (7 steps, 20-30 seconds), as well as a ‘handwashing technique with soa
and water’ (10 steps, 40-60 seconti$)In their simplicity, these specific techniques, and
the general guidelines that support them, provide an accessible global stantdardifor
hygiene. Derived from the guidelines of the World Allian&&san Carecampaign,
international safety standardization, in the particular form of hand hygiekey te
reducing infections and thus advancing patient safety.

Initiated in 2007, the second Global Patient Safety ChallergafesSurgery
Saves LivesAs announced quite explicitly by Atul Gawande, 8afe Surgergampaign
leader, “surgical care has been an essential component of public healtissyste
worldwide for a century. The quality and safety of that care has been dighgayin
variable in every part of the world. TBafe Surgery Saves Liveampaign aims to
change that by raising the standards that people everywhere can &&pé&ctllowing
the overall standardization impulse of the WAPS Shée Surgergampaign’s
orientation does not stray far from the groundwork laid byCleanCare Global Patient
Safety Challenge. Campaign leader3aife Surgery Saves Liy€&awande, is a
recognized advocate for the use of checklists in health care défiVang so the

specific standardized form that organizes the campaign’s major intervenhadsurgical

“97\World Health Organization (2065 pp. 17-19.

“98\World Health Organization (2006), p. 15.

499 See Gawande (2010), about the power of using checklists in medicine, as well as in
aviation, the military, construction and an array of other fields and businesses.
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Safety Checklist® As with the hand hygiene guidelines, the simplicity of the checklist
provides an accessible global standard for surgery. Although the specific chfféest

in seeking to reduce the complications from various types of surgeiyatae&surgery
campaign takes a similar form as kean Carecampaign - raising awareness, attaining
commitment and setting standards.

While the World Alliance’s patient safety advocacy is organized heavily around
international standardization, it does so in the context of efforts to include and empower
patients in the process of standardizing health care sy3tendith the flurry of activity
around various health movements, new categorizations of what it means to be a patient
are being developed? An important new role of the changing patient category is to seek
inclusion in medical decision-making as a health consdfieBhifting the patient from
passive receiver of medical wisdom to active consumer of health care sehecésorld
Alliance also provides space for patient-consumers to voice and publicize concerns
regarding safety. Through its Patients for Patient Safety initiativ&yV&®P attempts to
include patient stories and to empower patients to take part in safety policgt Hoely
too may promote international standardization and join in advancing the global health

movement around patient saféfy.

*%0 English version of the Surgical Safety Checklist is available at:
http://whglibdoc.who.int/publications/2009/9789241598590 eng_Checklist.pdf

%1 This context is also discussed in the previous chapter (3).

°02) andzelius, Kyra (2006), and also see previous chapter (3).

°93 Allsop, Judith, Kathryn Jones, and Rob Baggott (2004).

*04 This is vividly on display in 16 minute DVD — “Patient Safety; Patient Voiees”
produced by the World Alliance for Patient Safety, which looks at perspective afiyari
patient advocates from across the world (from the US, Zambia, Ireland, UkrRizigent
stories are also on prominent display throughout WAPS publicAtiear of Living Less
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One of the primary functions of Patients for Patient Safety (PFPS) has been
organizing workshops that bring patients from across the globe together withdazel
providers and policymakers to rally for patient safety. The first workshop toak iplac
London in 2005, resulting in a pronouncement that: “We, Patients for Patient Safety,
envision a different world in which health care errors are not harming people. We are
partners in the effort to prevent all avoidable harm in health care. Risk and ungertaint
are constant companions. So we come together in dialogue, participating witbar
providers. We unite our strength as advocates of care without harm in the devatoping
well as the developed world® The declaration continues by resolving that patients
should take a central place in devising safety programs, building dialogue among
stakeholders, defining best safety practices, and instituting systedeaforg with harm.
Ultimately, the guiding framework of PFPS is reflected in the organizatsitatement of
case, which says that “Patients for Patient Safety will assist and seffpas to develop
a collective voice for consumers, citizens, patients or lay caregiversse interested in
sharing their experience and lessons learned in order to improve safety.” Mhterpus
partnership is illustrated by an assertion that the PFPS “will fosteolthnef consumers
as partners in the delivery of care who are owed honesty and respect, and who have
responsibility for respectfully contributing to policymaking activitieattseek to advance

systems-based, patient-centered cat®.Using phrases like ‘Partners in the delivery of

Dangerously- See for example, World Health Organization (200p. 8, p. 14, p. 18, p.
22, p. 26, p. 30, p. 32.

*°From the “London Declaration,” Patients for Patient Safety, WHO World Akidoc
Patient Safety (http://www.who.int/patientsafety/patients_for_ptijie

*%® From the Patients for Patient Safety Statement of Case,
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care,” and ‘systems-based, patient-centered care’ aligns closklpatient safety
discourse in the US.

According to PFPS, patients need an organized and collective voice, in order to
promote their interests as active partners in health care policymakinger Retn only
sharing their tragic stories of loss due to medical errors, patients arassgsmdamental
to safety promotion. This is not just owed to them. Patients themselves bear
responsibility to actually take part in health care safety, through tioduision in efforts
to make health care safer. The extent of collective responsibility does not brodneit
providers, but expands the reach of healthcare work organization to include the patient’s
voice in securing safety.

Patients for Patient Safety is heavily influenced, and in many waysldutrig
managed, by US-based Consumers Advancing Patient Safety (€ARB)ts mission
statement, CAPS “envisions a partnership between consumers and provider®to creat
global healthcare systems that are safe, compassionate, and’justi¢h resonates
with, and thus helps to explain, the language of PFPS. The founder of CAPS, Sue
Sheridan, is also the leader of PF¥SThe explicit role of CAPS in PFPS is further

elaborated in the following statement.

WHO World Alliance for Patient Safety:
http://www.who.int/patientsafety/patients_for_patient/statement/ihti@x).

*%"In some ways, this is similar to the World Alliance for Patient Safetywahole,

which takes its major organizational guidance and support from a grant by the UK
National Health Service, and is managed by many from the NHS admibistrati

*%8 From Consumers Advancing Patient Safety website (www.patientsadgty.or

09 More on Sue Sheridan’s background and work in patient safety reform can be found in
Quaid, Thao, and Denham. (2010), p. 11.
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From the beginning, the role of real patients and their family caregivers
was deemed to be a crucial component of the World Alliance. A first step
was the invitation made to CAPS Co-founder and President, Susan E.
Sheridan, an American whose family has experienced the impact of
medical error, to lead the PFPS consumer action area. Under the aegis of
the World Alliance, CAPS leadership led in the development of the PFPS
statement of case and proposed an international event to recruit and
convene consumer champions who can contribute to better, safer
healthcare systems world-wid¥.

In both its title and statements, CAPS frames the role of the patient as a ennfum
health care, justifying its mobilization of patients and demands for safetynraround
that category. Using this conceptual shift, national and global patient safegments
have the effect of redefining patients from the object of intervention in headttiocan
active agent for changing delivery systems.

Bolstered by consistent health care and media attention, a diverse setrif patie
safety projects ostensibly seeks to reduce, and even eliminate, an ars&g t ri
patients. Where the hierarchy of medical decision-making traditionatl/erslusively
with doctors, the patient safety agenda has questioned such a structure, seeking the
standardization of safety practices and the inclusion of patients in safietggollhe
standardization push brought forth by the World Alliance’s global patient safety
challenges, as well as the inclusion demands of Patients for Patient Sthigtger the
umbrella of the WHO, seems to bear out Liam Donaldson’s statement thantFafety
is truly becoming a global issug‘* With its global reach, sociological research on
organizational similarity and diffusion can provide some understanding into the work of

the World Alliance for Patient Safety. The global diffusion model of Meyer and

*1% From Consumers Advancing Patient Safety website
(http://www.patientsafety.org/page/94877/)
*1\World Health Organization (2085 p. 3.
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colleagues proposes that “worldwide models define and legitimate agendtzsaf

action,” as these models have developed from global cultural and associational
processe3™ As national advocacy provides a background for the World Alliance for
Patient Safety, the patient safety movement now has transnational neawdriiebal
implications, continuing to take shape as the push for international standardirdtion a
patient empowerment is advanced. In related fashion, DiMaggio and Powell’s theory of
institutional isomorphism calls attention to the homogeneity of organizatamas, and
hypothesizes some methods through which similarity oc¢tirsinderstood alongside
standardization, the concepts of global diffusion and institutional isomorphism aleo se
to explain how a dominant safety model takes on a certain standard form, as in the
WAPS, as it spreads worldwide.

Placed under the unified banner of patient safety advocacy, the World Alliance
provides clear, simple, and precise solutions ostensibly applicable to evehydagalt
setting. While reducing the burden of unsafe health care is clearly a lagdablé may
have distinct consequences for local systems. As Timmermans and Esptein,observe
“somewhere between glorified globalization and dark dehumanization, each dtandar
achieves some small or large transformation of an existing social ordem, &ga
specificity of the actual standard matters: Different standards evigigte different
outcomes for different userd™ In its efforts to promote international safety
standardization, the WHO and the World Alliance for Patient Safety overlook continued

debates about both the problem of medical error and what constitutes standard safety

>12 Meyer, et al. (1997).
*13 biMaggio and Powell (1983).
>4 Timmermans and Epstein (2010), p. 83
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solutions. The largest healthcare accreditation organization in the US, the Joint
Commission, has drawn criticism for its plans to team with the WHOMd@&dern
Healthcarereports, some experts wonder “...whether it's a legitimate effort to reduce
patient errors, or an opportunity to raise the commission’s profile oversadisnat when

its reputation at home has taken some knotKsIh the arena of discourse and agenda-
setting, patient safety is relatively easy to agree upon. However, wheres tom
categorizing medical error, implementing patient safety standards, andiingcpatients

as consumers, competing interests start to become more readily apparentheAls

World Alliance provides mostly recommendations, rather than resources, yosafgily
standards or develop patient networks. As new international partnerships are devised
and developed, though, it remains to be seen what role the WHO’s World Alliance and
Patients for Patient Safety, will play in further efforts at standargligafety and

reorganizing responsibility in global health care.

The Field of Organizational Advocacy for Patient Safety

Just as patient safety research has rapidly expanded over the last decade, so too
have avenues for patient safety advocacy. As the only major organizatiortetbdica
specifically to the cause in the US, the National Patient Safety FoundaB&¥F|Ns the
advocacy group most connected to selling patient safety, with its assoeaded!

figure, Lucian Leape, as one of the most well-known national advocates.iMitsegchre

>3 ubell (2007), p. 6-7, 16.
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wide-ranging, but of particular note is the focus upon building safety culturpasaea
for safety progress, as well as its recent move to professionalizetzatiety through the
American Society of Professionals in Patient Safety (ASPPS) at.NRSR an
overlapping push for patient safety, the Institute for Healthcare Impene(itil) has
taken the interest in medical error to advance its primary mission for advajueiliy
improvement in health care. The founder of IHI, Don Berwick has been recognaed as
charismatic leader of the quality movement, as evidenced by the sottessHI’'s
signature ‘100,000 Lives’ and ‘5 Million Lives’ Campaigns. With the advent of health
care reform, the profile of the IHI has risen in the last couple of yespegcially for Don
Berwick (who will be discussed further in the next chapter). Such attention given to
medical error and patient safety by national advocacy groups, such asieftoetdJS by
the NPSF and IHI, have been transformed into global advocacy. The World Aligince f
Patient Safety (WAPS) follows along with national efforts in such endeasgor
standardizing best practices for safety, as well as giving patients & \amtie and
equal role in patient safety reform. While the leader of the WAPS, Liam @sorgl
asserts that patient safety has ‘gone global,’ it remains to be seen howgdes@ead
effort will translate to local implementation beyond advanced health caesrsydiat
already had national patient safety organizations. As the case studies tbajbtier and
three of the most significant patient safety advocacy organizations, a syoirag
(Table 3on page 191) compares the major elements of the NPSF, IHI and WAPS.
However influential the NPSF, IHI, and WAPS are for selling safety reftirene
are many other groups and agencies that are working in and around the large field of

patient safety. For example, The Leapfrog Group was started in 1998 whengaor
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large employers came together to discuss how they could work togethethe wsey

they purchased healthcare to have an influence on its quality and affordabiliys’

with many organizations, the “1999 report by the Institute of Medicine gave tp&aga
founders an initial focus — reducing preventable medical mistakeg.he group’s
mission is described in that “the founders realized that they could take ‘leapard

with their employees, retirees and families by rewarding hospitalgntbgment
significant improvements in quality and safety?” Besides the Leapfrog Group, the Joint
Commission and the National Quality Forum also play significant roles in prggnot
patient safety policy and practice. The Joint Commission seeks “to continuopsbyén
health care for the public, in collaboration with other stakeholders, by evaluatitig heal
care organizations and inspiring them to excel in providing safe and effectivefthe
highest quality and value* and the National Quality Forum, which seeks to build
consensus over national performance standafds.

The central United States government agency dealing with patient safety is
Agency for Healthcare Research and Quality (AHRQ), which has been involved in
facilitating and analyzing patient safety practices. For example, theyabas supported
research and evaluation into state patient safety reporting sy$teans, a “Web-based

resource that provides practical information on the patient safety dimensidna use

zj The Leapfrog Group: About us - http://www.leapfroggroup.org/about_us.
Ibid.
>18 |hid.
*1% The Joint Commission: About us -
http://www.jointcommission.org/about_us/about_the_joint_commission_main.aspx
*20The National Quality Forum: About us -
http://www.qualityforum.org/About_ NQF/About_NQF.aspx.
>2! Rand Technical Report (2006).
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AHRQ's Hospital Survey on Patient Safety Culture (HSOP8 g5 well as “a list of
general resources from leading public and private groups involved in patiggt’safe
Finally, the WHO’s World Alliance for Patient Safety is not the only exaraptae
global push for patient safet{Connected to Dr. Charles Denham’s organizatfofihe
Global Patient Safety Forum is the convening organization of the world's leadiegtp
safety organizations, whose mission is to save lives, save money, and build value in the
community communities we serve by accelerating solutions in patiety fai®
suppliers through providers to purchasers of healthcare including consifeféchg
with their representative leaders, each of these institutional organzathe NPSF, the
IHI and the WAPS - attempts to promote change in health care delivery systeets re
to securing safety and advancing quality.

Since the focus of this chapter was the discourse of organizations and leaders, it
remains to be seen how much of the case for patient safety — how such concepks as w
standardization and safety culture - has been received and adopted. In their review
article, Timmermans and Epstein recognize, “the power of standardizatiendseon
whether standards are actually implementé8i.As a major effort behind changing work
organization, standardization in patient safety remains uncertain in its ismkion
and uneven in its application. Regardless of how the message of safety culturenhas bee

taken up, one of Silbey’s central conclusions holds: “as the phenomena continually

°22 AHRQ HSPOS:
http://www.ahrq.gov/qual/patientsafetyculture/hospcultl.htm#Dimensions.
23 AHRQ Resource List:
http://www.ahrq.gov/qual/patientsafetyculture/hospimpptsaf.htm.

*24Dr. Denham and TMIT are discussed in chapter 3.

2> The Global Patient Safety Forum: http://www.globalpatientsafetyfamgft.
>2® Timmermans and Epstein (2010), p. 79.
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recede before efforts to control them, research advocating safetyeadems, in the

end, to suggest that responsibility for the consequences of complex technolodess resi
in a cultural ether, everywhere or nowhet€.”Relevant for discourse on health care
guality and safety, such nebulous use of culture “as both the explanation and remedy,”
according to Silbey then “obscures the different interests and poweomslatacted in
complex organizations:*® As patient safety advocacy combines efforts to increase the
efficiency of health care delivery (through standardization) with concsmers

responsibility for medical error (through safety culture), the resuléingions over work
control and organizational power may contribute to an uncertain and uneven
implementation of patient safety solutions.

Studying patient safety in the UK, Waring provides some indication of how
patient safety has been actually implemented. He states that “ovelt 2@ yasrs,
developments in health service management have seemingly challenged medi
autonomy and self-regulation, yet the eventual impact has often been small or
incremental, as managers have lacked the capacity to engage in the techascaf ar
medicine and doctors have been able to reinforce their monopoly through blocking or
capturing managerial initiative$2® While control and rationality often seem to be
directed unilaterally, Waring warns that management initiatives do not abapysre
their intended targets. Derived from a Foucauldian analytical approach, Waring

discusses a concept he calls ‘adaptive regulation,” a “tendency towantigoeg

>27 Sjlbey (2009), p. 363.
%28 |bid., p. 343.
*2%\Waring (200®), p. 175.
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modification and capture® in which “any form of regulation is rarely static or fixed but
contested and negotiated in the context of social change, professional groups mst be abl
to adapt their regulatory practices to meet changing social expestatew forms of
knowledge and also the cultural needs of the professiforPatient safety discourse, as
new form of knowledge and model of regulation in health care, seeks to shift the culture
of medicine, from what advocates see as a toxic one of ‘blame and shame’ to a more
effective environment of ‘openness and improvement.” As a result of patieyt safet
initiatives, professional conduct in medicine has come under scrutiny through tesires
change medical culture. Waring's analysis of patient safety in the gdfests that
“rather than analysing the outward changes in management or accountingdeerthe
methods by which professionals resist management, we need to look more deeply at the
changes within professional practice and culture to understand how resistance or
adaptation lead to new forms of governmentality and a convergence between
professionalism and managerialisi?’ Though patient safety reformers attempt to sell
certain notions of workplace organization, of course that does not necessarily niean suc
ideas are taken up without resistance or modification.

Placed in a tenuous position relative to the wave of privatization brought on by
managed care, notions such as safety culture are a novel reform respo@assertion
(and in some ways, re-assertion) of collective concerns and interventions, iretbé fac
massive changes in health care delivery. Attempting to move beyond models of erro

that blame and discipline individuals, patient safety advocacy seeks to govéhnrcheal

>3%\Waring (200®), p. 175
>3 pid., p. 175.
*32 bid., p. 177.
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workplaces with aspirations for the development of a successful, and standaedetgd, s
culture. In order to change organizational culture of health care and thegioofl
culture of medicine, patient safety advocacy seems to undermine aspectsatfitional
professional culture of medicine. However, in affirming an organizational eultur
centered upon safety and quality improvement, adhering to patient safetglpsnci
translates into a stronger position for political reform of health cardMieghanic has
observed, “hospitals are not particularly safe place to be, and their lack of adequat
guality-assurance systems would be an acute embarrassment to mostgeher la
industries,” noting that “many organizations and government agencies have begun to
address the issue, although progress has been Sfovidvocacy groups have responded
to that ‘embarrassment,’” agreeing with how Mechanic links safety andyopfatiare
issues to the need for general reform of the US health care system. Howsadaey

has been connected to, and has become significant for, health care reform ardidale me

profession, will be discussed next, in the concluding chapter of the dissertation.

>33 Mechanic (2006), p. 10.



TABLE 3: MAJOR PATIENT SAFETY ADVOCACY ORGANIZATIONS -
National Patient Safety Foundation, Institute for Healthcare Improvement, and World Aliarieatient Safety

YEAR STARTED
FOUNDING IMPETUS
HEADQUARTERS
PROMINENT

LEADER

ACTIVITIES &
CAMPAIGNS

AGENDA

SIGNIFICANCE for
ADVOCACY

NPSF

1997

Annenberg Conference
“Examining Errors”

Boston, MA

Lucian Leape

NPSF Annual Congress;
Lucian Leape Institute;
Societyfor Professionals
in Patient Safety

Improve safety of care -
dedicated solely to
patient safety advocacy
& reform

First US organization
dedicated specifically to
patient safety advocacy

IHI

1991

National Demonstration
Project (late 1980s)

Cambridge, MA

Donald Berwick

100,000’ & ‘5 Million’

Lives Campaigns; IHI

Improvement Map; IHI
Open School

Wide-ranging reform
agenda pursuing quality
methods in healthcare

Major US organization
for advancement of
safety & quality
improvement

WAPS

2004

National patient safety
programs (2000s)

Geneva, Switzerland

Liam Donaldson

Global PS Challenges;
Patients for Patient
Safety; Education &
Training Workshops

Improve patient safety
worldwide; Involve
WHO member states

International effort to
advance safety — patient
safety becomes global

161



CHAPTER 5 - CONCLUSION
The Politics of Patient Safety and Health Care Reform

During a Congressional recess in July 2010, patient safety advocate and founder
of the Institute for Healthcare Improvement, Dr. Donald Berwick, was appointed by
President Obama to head the Centers for Medicare and Medicaid Services \@WKtE)
the federal government’s responsibility in financing the Medicare and Medica
programs, Berwick’s appointment as director of CMS is a very influential positithe
US health care system. Even more so now, since CMS is set to play a pivotal role in the
implementation of the comprehensive health care reform bill, the Patieattiyotand
Affordable Care Act, that was passed into law in March of 28L@\ccording to an
article inThe New York Time&he agency [CMS] must write and enforce dozens of
regulations to expand Medicaid, trim Medicare and test new ways to delivérare

Given the tense political battle over health care, and his role as a careydeliver
reformer, Berwick’s nomination came with criticism from Republican opponenite of t
Affordable Care Act. Robert Pear’s article in fimesstates, “Republicans are using
the nomination to revive their arguments against the new health care law,” in Which “
Berwick has given them plenty of ammunitioi® Most of the fodder for Republican
criticism comes from comments that Berwick has made regarding heatratianing,

as well as for his unapologetic appreciation of the United Kingdom’s govermarent

>34 The Patient Protection and Affordable Care Act — promoted more gertgyally

supporters in the shortened form of Affordable Care Act. TReeWashington Post
(2010) for a helpful overview of the Law’s passage and immediate implications.
35 pear (June 22, 2010).

>% bid.
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National Health Service. Senate Republican leader, Mitch McConnell, dedaribes
Berwick as an “expert on rationing,” and Senator Pat Roberts, Republican alsKans
calls him “the perfect nominee for a president whose aim has alwaysoo&aretmoney

by rationing health care® Senator Charles Grassley of lowa, the senior Republican on
the Finance Committee, referring to, as well as inciting, the pervasiveffemre

extensive government involvement in health care, has said that “It doesn’t help him to
say good things about the British health care systéfn.”

Despite all the criticism from Republicans, though, Pear’s article costinue
“whatever doubts might exist in Washington, Dr. Berwick has fans in hospitals around
the country.®®® For example, Dr. Frank Davidoff, a former editor of the Annals of
Internal Medicine said, “Don Berwick preaches revolutiofijh which “He is trying to
overthrow ‘a stupid system’ that serves the needs of doctors, administratorsusacsins
rather than patients** Another of Berwick’s supporters, Theodore E. Townsend,
president of St. Luke’s Hospital in Cedar Rapids, lowa, said: “Dr. Berwickibpsed
me and this community. He has used his charisma and his leadership ability to improve
the quality of care at hundreds and hundreds of hospitals. | can’t think of anyone else
who has had that kind of impacf® Berwick’s charismatic dedication to improving
health care, as exalted by supporters that see him as a dynamic lebdeyuzlity

movement, makes him an inspiring choice to head CMS during a time of reform.

37 Quoted in Pear (June 22, 2010).
>38 Quoted in Pear (June 22, 2010).
39 pear (June 22, 2010).

>4 Quoted in Pear (June 22, 2010).
*1 pear (June 22, 2010).

> bid.
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Berwick’s role in the politics of health care actually goes back over aelecad
before his involvement in the Obama administration. In April 1997, “President Clinton
appointed him [Berwick] to the Advisory Commission on Consumer Protection and
Quality in the Healthcare Industry, which is charged with developing a broader
understanding of issues facing the changing health care delivery systiemith building
consensus on ways to ensure and improve quality in health®¢ana/hile advisory roles
do not have the same policymaking consequence as directing an adminisgyatioy, a
Berwick is thus no stranger to participating in the federal governmemitgias around
health care reform. The stakes, though, are much higher given the successfye phs
sweeping reform in 2010, as opposed to the failure of Clinton’s comprehensive reform
effort in 1993-1994. In addition to the Affordable Care Act, the Medicare and Medicaid
programs have become the target of intense discussions over how to cope with growing
US government debt, bringing up the politically contentious issue of entitleniemhre

After Berwick’s recess appointment in July 2010, the political controversy ha
continued into his temporary tenure as director of CMS. PHassYork Timearticle
reports that “Members of Congress, including Democrats, have urged the Obama
administration to search for another Medicare chief after concluding th@ettete is
unlikely to confirm President Obama’s temporary appointee, Dr. Donald M. Berfifck.”
This is because, “In a letter to the White House last week, 42 Republican senatbrs urge
Mr. Obama to withdraw the nomination of Dr. Berwick to head the Centers for Medicare

and Medicaid Services, which runs insurance programs for more than 100 million people.

>3 y\/oelker (1997), p. 1560.
>4 pear (March 7, 2011).
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If those senators stick together, they could block confirmafith.According to Pear,

“He became caught up in the partisan battle over the new health law,” noting Rapublic
criticism of his statements on rationing, the UK’s NHS, and end-of-life froes>*®
Despite his supporters outside of Washington, “several people who work with Dr.
Berwick at the Medicare agency said they were disappointed that the Whitehdoluse
not done more to promote him,” leaving his staff at CMS with little optimism that
Berwick would be permanently appoint&d.

While it seems unlikely that Berwick’s role as head of CMS will continue much
longer, the politics of his nomination and appointment show how the movement for
patient safety and quality improvement connects to more general considerations about
comprehensive health care reform. Given Berwick’s (albeit tempoearyje as leader
of CMS, a champion of patient safety has reached a position of high institutional
significance within the Federal government. As a leading advocate oftibet gafety
(and quality) challenge, Berwick lends a strong voice for transformialghheare
delivery in the US. Dr. Don Berwick’s position at CMS provides one indication that the
challenge to the status quo of American medicine has been taken up by the Federal
government. Returning to the theoretical terms used in the dissertation’s introgtinet
patient safety challenge — understood conceptually as questioning the (tr§dstitinee
and conduct of the medical profession - has found its way, at least through one of the
movement’'s most recognizable figures, to a leadership position in the nrostaig

Federal health care financing agency (CMS).

>4 pear (March 7, 2011).
248 |pid.
>4 |bid.
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In order to examine the patient safety challenge, | have attempted terdhsye
overarching questions in this dissertation (these were also stated in the imrgduct
First, what constitutes patient safety discourse and who are the leadingtadvoc
patient safety reform? Next, what are advocates, and their associatedsgiscour
attempting to change about understandings of medical error specificallgbaut the
organization and delivery of health care more generally? Finally, what are the
consequences of patient safety advocacy for the medical profession and focaesalt
reform? Answers to the first two questions were at the forefront of antédysisghout
the case studies on: discourse around medical error reports (chapter 2); fmatesnos
medical error (chapter 3); and patient safety advocacy organizations andgrempa
(chapter 4). For this concluding chapter, | return more closely to answers foirthe
guestion, which was developed as the theoretical focus of the introduction (chapter 1).
As a conclusion to the dissertation, this chapter briefly explores how quality and
patient safety are now firmly on the health care reform agenda. Fioserd some
important ways that patient safety has entered health care refdrenfatieral level,
beyond the example of Berwick’s temporary appointment to head CMS. From that
overview, | then consider how the link between patient safety and health cane refor
matters for remaking the medical profession (again, in theoretical térquestioning
the conduct and culture of medicine). Finally, | look to what the future holds — both for
the ongoing politics of patient safety and for an expansion of this project. At the end, and
in pursuing future work, | suggest that the Federal government and the medical
profession have a shared interest in advancing patient safety and qualttyempnt.

For the government, this comes through as an avenue for both comprehensive health care
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reform as well as for curtailing Medicare and Medicaid costs; wbiléhe profession, it

provides a way to re-establish status that has been undermined by managed care.

Patient Safety and Health Care Reform

In an address to physicians at the 2009 meeting of the American Medical
Association House of Delegates, President Obama said “we need to explored range
ideas about how to put patient safety first, let doctors focus on practicing medicine, a
encourage broader use of evidence-based guidelines. That's how we can scake back th
excessive defensive medicine reinforcing our current system of maradreaather

than better care>*®

As with his presidential campaign materials discussed in the
introduction, these statements also exhibit a prioritization of patient sefetyn over
medical malpractice (tort) reform. The key to reducing defensive megdagnerding to
President Obama, is in focusing on safety and quality improvement (as opposed to, say,
making changes to the malpractice system). The extension of that |dwt asit health
care system improves when we move beyond ‘our current system of more mtéatme
toward one premised upon quality (‘better care’).

Given the very large number of uninsured in the US compared to other advanced
democracies, public attention toward health care reform is often directed towar

expanding access, rather than lowering costs or advancing quality. Acciortieg

director of the White House Office of Management and Budget from 2009 to 2010, Peter

>48 president Obama’s speech available at:
http://www.ama-assn.org/ama/pub/about-ama/our-people/house-delegatesI2089-a
meeting/speeches/president-obama-speech.page
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Orszag, states, “In health care reform, there’s always an undgtéyision between

those who are more concerned about expanding coverage and those who are more
concerned about containing costs and improving quality. The House bill tilted toward
coverage; the Senate bill, toward cost-effectiveness and quafitiince the political
maneuvering needed to pass health care reform ended up adopting much of the Senate
bill, Orszag asserts, “the health care law starts the arduous procedsraf 8te medical
payment system away from an emphasis on quantity of care and toward an emphasis
quality.”*° Providing an example related to patient safety, Orszag says, “it [thi healt
care law] creates penalties for hospitals with high rates of readmessd hospital-
acquired infections™! Another effect of the Accountable Care Act, according to
Orszag, is that it “creates an Innovation Center to experiment with néegstsa
Successful pilot programs can be ramped up to national scale without the need for
additional legislation? However, the law has come under attack from Republican
efforts to repeal it, and, even more precarious for its lasting legality, Maoious court
challenges lead by Republican Attorney Generals of different Stat&iven

contradictory decisions at the District Court level, and with the likelihood of camgpet
outcomes from different US Circuit Courts of Appeals, the various legal challeages

seem destined to reach a divided Supreme C8lrt.

9 Orszag (November 4, 2010).

>0 pid.

%1 |bid.

>%2 pjd.

53 See Sack and Pear (November 26, 2010), for reporting on the first of the court
challenges to the Affordable Care Act.

>4 See Liptak (April 26, 2011), for reporting on the reform law’s likely path to the
Supreme Court.
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Even with fierce political opposition and impending court challenges, the federal
government is proceeding with efforts to develop the administrative rules andesgenci
that will implement the law. For example, the Agency for Healthcare Résaad
Quality reports that “The Affordable Care Act called on the Secretatealth and
Human Services to establish a National Strategy for Quality Improvemeletalth Care.
This National Strategy is a strategic plan for improving the deliveryaittheare
services, achieving better patient outcomes, and improving the health of the U.S.
population. The plan will be updated continually as the Affordable Care Act is
implemented.”®® A report to Congress about the National Strategy, states that “The
Affordable Care Act seeks to increase access to high-quality, afferdealth care for
all Americans,” and is developed through “the National Quality Strateggéist
priorities to guide this effort and includes a strategic plan for how to achieVe it.”
Besides the National Quality Strategy, “The Affordable Care Kct @alled for the
establishment of an Interagency Working Group on Health Care Quality. This group of
senior officials represents 23 Federal agencies with major responsibilitgdtih care
quality and quality improvement. Its function is to provide a platform for coltdioor,
cooperation, and consultation among relevant agencies regarding qualitive@sfias a
means to ensure alignment and coordination across Federal efforts and withatee pri
sector.®*” The language of quality is pervasive in this sample of administrative work in

the first year since the health care reform law passed. Through suts, effadity

5% From the AHRQ website: http://www.ahrg.gov/workingforquality/.
>%¢ From the DHHS website:
http://www.healthcare.gov/center/reports/quality03212011a.html/.
> From the AHRQ website: http://www.ahrq.gov/workingforquality/.
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improvement is guiding Federal departments, agencies, and commissions,adiof w
produce strategic plans and reports, in order to implement the Affordable Care Act
Amidst all the talk and text of quality improvement, there is discussion of medical
error and patient safety. Consider such statements from HealthcareedevalF
communication website from the DHHS about healthcare reform):
Health care providers should be relentless in their efforts to reducekthe ris
for injury from care, aiming for zero harm whenever possible and striving
to create a system that reliably provides high-quality health care for
everyone. This isn’t easy. Such a system requires, for example, the design
of standard operating procedures, a workforce with diverse yet
complementary skills, workloads that allow enough time for errors to be
corrected or mitigated and leadership that promotes continuous
improvement. But this kind of system can also make a big difference in

improving care, whether it's by preventing serious medication events or

eliminating healthcare associated infections and other preventable

conditions>>®

Ideas such as ‘aiming for zero,’” ‘standard operating procedures,’ andripabiee
conditions,’ all resonate with claims found in medical error reports (such &lhe
report,To Err is Huma or of advocacy campaigns (like the IHI's ‘100,000 Lives’
Campaign). Couched in a motivational rhetoric, the statements above thus fiiddongs
other examples of patient safety discourse that also attempt to transferdelaery.

With these efforts targeting quality improvement, patient safety hasrigemore
directly part of the administrative implementation of the Affordable @ate According
to a press release on April 12, 2011, “Health and Human Services Secretargiathle
Sebelius, joined by leaders of major hospitals, employers, health plansjgts;sic

nurses, and patient advocates, today announced the Partnership for Patients, a new

58 From the DHHS website:
http://www.healthcare.gov/center/reports/quality03212011a.html/.



201

national partnership that will help save 60,000 lives by stopping millions of preventable
injuries and complications in patient care over the next three y&arsiimediately after

the claim of saving lives, comes an assertion that “The Partnership fort®atso has

the potential to save up to $35 billion in health care costs, including up to $10 billion for
Medicare. Over the next ten years, the Partnership for Patients coutd peddis to
Medicare by about $50 billion and result in billions more in Medicaid savings. ddrea
more than 500 hospitals, as well as physicians and nurses groups, consumer groups, and
employers have pledged their commitment to the new initiatR’eThe potential to save
thousands of lives and billions of dollars are positioned as the leading justifications f
the initiative, along with the hundreds of groups supporting it within the health care
industry. According to the DHHS website, “The Obama Administration has laurfehed t
Partnership for Patients: Better Care, Lower Costsiew public-private partnership that
will help improve the quality, safety, and affordability of health care foh@éricans.

The Partnership for Patients brings together leaders of major hospitpleyers,

physicians, nurses, and patient advocates along with state and fedenahgmntsrin a
shared effort to make hospital care safer, more reliable, and less cdsths"with the
guotes above, this language resembles other aspects of patient safetyajiscours
particularly that of leading advocates and organizations. Though still rathex aad
general in form, patient safety discourse is apparent in Federal effartplement, as

well as to publicly advertise, the Affordable Care Act. In addition to havingdetdike

9 From DHHS website: http://www.hhs.gov/news/press/2011pres/04/20110412a.html/.
*%0 From DHHS website: http://www.hhs.gov/news/press/2011pres/04/20110412a.html/.
%! Available at the DHHS communication website:
http://www.healthcare.gov/center/programs/partnership/index.htmil/.
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Don Berwick appointed to head CMS, the language of patient safety has considerably
structured initial implementation projects from the comprehensive headttagar

From an insider perspective, Bob Wachter specifically claims that pediety s
a leading avenue for pursuing the administration of the health care refornla
Professor of Medicine at the University of California, San Francisco, anddgpaliient
safety researcher, Wachter provides this insight about how the ‘PartnershipdotsPa
initiative came together, “I suggested that the topic of patient safetynein@ompelling
and scary, and that it might be at a tipping point — with new success stories ingeducin
infections and improving surgical safety, more hospitals possessing the uthastito
improve safety, and increasing penetration of IT systems due to federal shppaght
the meaningful use standards.” Referencing Don Berwick’s role asadicd6c€MS and
thus leader in implementing quality reform in the Affordable Care Act, Véashlys that
“he’d [Berwick] be looking to do Something Big — an initiative aimed at capturingshea
and minds, a federal version of his IHI 100,000 Lives and 5 Million Lives campaigns.
What better target than patient safef/?"He continues, though, “The devil will be in the
details, but there is a lot to like in this initiative: a national spotlight on thesisdue
patient safety, an ambitious but achievable improvement goal, an effort to he@moni
measures across various stakeholders, a focus on skill building and learnindgcsiedwor
broad-based partnership, and significant resources both to do the work and to create

incentives for improvement® As witnessed by Wachter’s insight and Berwick’s

%2 \Wachter (2011). http://thehealthcareblog.com/blog/2011/04/12/the-partnership-for
patients-the-inside-scoop-on-a-game-changing-safety-initiative/
%3 \Wachter (2011). http://thehealthcareblog.com/blog/2011/04/12/the-partnership-for
patients-the-inside-scoop-on-a-game-changing-safety-initiative/
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leadership, then, patient safety is a guiding principle for implementingake
comprehensive reform to the US health care system in decades.

These efforts by the Federal government come with some urgency, as recent
studies have expressed a lack of progress in safety. According to a fromirjiegen
The New York Time$efforts to make hospitals safer for patients are falling short,
researchers report in the first large study in a decade to analyze barrmédical care
and to track it over time>®* Published in a November 2010 issue ofNfesv England
Journal of Medicingthe research team did not find evidence of widespread reduction in
harm to patients, and concluded ttethieving transformational improvements in the
safety of health care will require further study of which patient-gafiéorts are truly
effective across settings and a refocusing of resources, regulation,@odement
initiatives to successfully implement proven interventioti3. An April 2011 issue of
Health Affairsalso questions the status of patient safety and quality progress, ten years
after the IOM’s famoudo Err is HumaraendCrossing the Quality Chasneports>®® So
while patient safety discourse is now centrally implicated in federéthhesre reform
efforts, it comes at a time when doubt is being raised as to how much progress has been
made from, up to this point at least, mostly industry initiatives and advocacyigasipa
The lack of progress in patient safety may provide further opening forafedierts to
proceed in remaking health care delivery, both for the sake of saving lives andgeduc

costs (as illustrated through tRartnership for Patientsitiative).

°54 Grady, Denise. (November 24, 2010).
°%%| andrigan, et al. (2010), p. 2133.
°%® See Dentzer (2011) for an overview of the issue.



204

Safety Discourse, Federal Reform and the Medical Profession

What do such emergent links, between patient safety discourse and fedehal healt
care reform, say about changes to the medical profession? As a discoypsentiodds
an alternative rationality for understanding and managing medical eri@mers have
used the patient safety challenge to encourage changes in the medicaiqorofessthe
past decade. Professional culture and conduct in medicine are measured up against a
unified rationality governing health care delivery — with medical easoa preventable
risk, with patients as partners in the prevention of error, and with safetyecaitdr
standardized work systems as the organizational models for transformitigdaeal
delivery. While not exhaustive of patient safety discourse, these elemeatsden
taken up through Federal health care reform efforts. For example, the name of the
initiative Partnership for Patientsspeaks to the significance of collaboration and
partnership. Quadagno provides some context for how the medical profession &dtempt
to compensate for the loss of political influence by forming new partnershipblynota
with consumer groups®” However, she continues, “these alliances were more fragile,
their members more fickle, and making their power base less secure. Thusighle st
for control of the health care system continued into the twenty-first centuhy, wit
organized medicine weakened but not vanquish&dWhile patient safety principles,

such as partnering with patients, do not automatically re-establish the Inedica

%7 Quadagno (2004), pp. 831-832.
*%8 |bid., pp. 831-832.
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profession’s diminished status, such endeavors can be seen as a form of leverage f
realigning the profession’s position within a changing health care system.

Now that patient safety discourse has been taken up through Federal health care
reform, the relationship between profession and state may also be undergofigasigni
change, with implications for the autonomy and authority of the medical profession. As
Freidson famously asserted, “the most strategic and treasured ehstiaaif the
profession - its autonomy - is... owed to its relationship to the sovereign state itom w
it is not ultimately autonomous®® Explaining this bonded connection between
professions and the state, Freidson writes:

...In widely diverse political contexts the state uniformly leaves in the

hands of the profession control over the technological side of its work.

What varies as relations with the state vary is control over the social and

economic organization of work....so long as a profession is free of the

technical evaluation and control of other occupations in the division of

labor, its lack of ultimate freedom from the state, and even its lack of

control over the socio-economic terms of work do not significantly change

its essential character as a profession.

Patient safety advocates have fundamentally redefined the meaning cdireedis
emphasizing harm prevention over individual perfection in care delivery. Patietyt saf
discourse, as promoted by reformers, offers an alternative rationalgyitting the
medical profession, pushing for shared responsibility among a team of health care
professionals as a driving force for improving the safety and quality of eledice.

Safety and quality directives, such as standardized protocols and checklistglyouti

guide clinical practice. Coming out of a 1990s context of health care privatizatd

%9 Friedson (1978), pp. 23-24.
>0 bid., pp. 24-25.
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the failure of political reform, the patient safety movement has grown byinmgesgh
other health care reform efforts, such as accountability and quality inmpeoweto
ultimately envision an organizational transformation in health care delivatyas
implications for the technical, social and economic organization of medicine.

In theoretical terms, the ‘problematizing government’ of the medical profess
that was discussed in the introduction can be connected to the ‘problematizing
government’ of the health care system. Evaluation of the medical professisimftes
through the incorporation of patient safety knowledge, with the profession’nslaif
to the state being restructured as a result of health care reformntRBaftety discourse
guestions the culture and conduct of medicine, but targets a traditional notion of the
profession that had defined an earlier era. In a retrospective essay ©Sstcial
Transformation of American Medicin@/hite says that, “the growth of the “total quality
improvement” (TQI) movement and events such as the publication of the recentdnstit
of Medicine (IOM) report§ o Err Is Human2000) andCrossing The Quality Chasm
(2001) reflect a new prominence [for quality considerations],” which “makecaftdr
case for reassessing medicine’s underlying performafiteBut in questioning and
reassessing medicine’s culture and performance, patient safetyeefaonnot simply
undermine the profession’s status, but instead attempt to assert a prograssive a
transformational role for the medical profession within a redesigned headtbysiem.

Guided by a dedication to patient safety and quality improvement, advocates
would argue that changing the culture of the medical profession is nedédisaryealth

care system is going to be transformed. This requires modifying etipestaf what it

"L \White (2004), p. 861.
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means to safely deliver effective medical care. The focus is no longer upon the
individual clinician with expertise and autonomy, but upon teams of care providers, with
varying specializations, who all work together to deliver safe and efkecaire in
collaboration with the patient and their family. This rests upon an ideal of wm&mw
which may seem to undermine the individual physician’s autonomy, but brings the
medical profession as a whole upon the leading edge of reforming health cazeydeli
With such a leading role, the medical profession can be viewed as staking todlaém
contemporary remaking of American health care. Patient safetyraipedlé@merican
medicine to reform itself (culture and conduct) as the health care sygsttso being
reformed. Such a dual transformation has the potential to give the profession a
considerable voice in the shape that health care will take in the next decade.thighil
challenge is by no means completely or uniformly adopted, it may be a bieiteate
than clinging to the professional dominance that defined an earlier era, atdhahbi
been largely dismantled through managed care and other forms of privatizedhtversig
Through patient safety discourse, and associated ideas about quality
improvement, reforming the medical profession has become part of healtefoanm r
With control over the Medicare and Medicaid programs, the Federal governmenaplay
important role as the largest payer of health care in the US. These progreusligs
Medicare as the US population ages, are going to bankrupt the Federal goveroment f
rising health care costs. Patient safety (and quality improvement) disdalls in line
with the cost-conscious interests within certain frameworks for reform. Atk®target
a transformation in the professional conduct of medicine as a major route to improving

the safety, quality and cost of health care. At least according to advoletes, t
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orientation is considered both collaborative and progressive for reforming thedlt
care system to be more safe, efficient and effective. Other avenwesahmg with the
problem of medical error do not lead to such collaboration. For example, medical
malpractice is seen as overly adversarial and inefficient in its yjagburance functions.
So while medical malpractice reform was the initial impetus for amaytrie scope and
prevalence of medical error (see chapter 2), it is no longer the primaryivdct

patient safety reform. Instead, patient safety discourse has been in@utpai@at
comprehensive Federal health care reform, with the medical professitmesstdte now
linked in changing the system. Though this linkage is a potential threat to traditional
professional autonomy, patient safety advocates would argue that it is apgtierthan
leaving the profession’s fate up to the whims of a market model of care delivecg S
the private sector has been unable to significantly modify the cost and quality of the
system on its own, the Federal government and the medical profession share dannnteres
changing the US health care industry. For the government, this results éssanas for
both general reform and for cutting (or curtailing) the crushing cost of Medicel
Medicaid; while for the profession, it provides a way to re-establish a sociabpdhlat
had been undermined by managed care. This could result in a new configuratiaa of stat
and profession, as implicated through patient safety (and closely assqcialigd
improvement) directives in health care reform. The sway of market ftvaekas been
guiding the health care system since the 1980s (and as predicted by Starvatimsef
the ‘coming of the corporation’) may be eclipsed as the profession and the stébe deve
proposed partnership with which to remake the structure of medical care dalitleey

US. With contemporary health care reform in flux from various political and legal
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challenges, though, the consequences and implications of how that alliance comes
together are still uncertain and unfolding.

In this dissertation, | have explored major aspects and &{enitsvhat | describe
as ‘the patient safety challenge.” As a discourse of reform, the patiengtda#enge
emerged and developed over the course of 1990s, gained prominence in the early 2000s,
and now occupies a significant place in health care reform efforts. Positroatigal
error as a significant, wide-ranging, and entrenched problem in need ofgbalitcc
organizational attention, the reform discourse includes both an alternative tedioalm
malpractice model for understanding medical mistakes, as well asaactesed
advocacy orientation for transforming the organization of health care deliRatient
safety reformers challenge the health care industry to take action tonbatizge
medical error, and in so doing call for a major transformation in the US health care
system. With a revised politics of shared responsibility and ethos of collective
improvement, patient safety advocates attempt to remake the professionfinyngde
culture and conduct along those lines. | have explored how patient safety discourse
remakes the medical profession in three iterations: how the concept of meadichbsr
become an object of research and target for advocacy (discussed in chapter 2), how
patient stories of medical error transform both patients and providers (chaptet 3), a
how leading advocates and organizations attempt to change notions of culture and
responsibility in the organization of the health care workplace (chapter 4)e ffines

dimensions together lay a basis for medicine’s potential new role (andnétathe

>’2 A chronology in the Appendix provides a list of the major events covered.
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state) in the implementation of health care reform, through recent initiatigasy from
comprehensive legislation passed in 2010 (as briefly discussed in this chapter).

Amidst remarkable advancements in medical care over the last severalsgecade
the political debate over quality and safety has potentially arrived at cgaghimoment
of transformation. Patient safety discourse highlights a reorganization of bditime
and health care delivery in the United States. Though it remains to be seen how major
this transition will be in the coming years, a conceptual and organizatiortahghi
delivery of health care, as witnessed by the story of patient safetygasialinder way.
As prodded by patient safety discourse and advocates, the medical profession has becom
incorporated into comprehensive reform. With high stakes in the shape that health care
delivery takes in the next decade, the medical profession has been targeted, by
discourse of patient safety and quality, to join the Federal government in reargani
American health care. As the political and legal battles of this reorgianizantinue to

be fought, it is through such struggles that American medicine will be remade.

A History of Patient Safety Politics

Writing in 1989, Freidson said, “I do not see changes that will actually tramsfor
rather than merely alter the position of the medical profession in either tbe aathe
health care systen?®® While his position might have changed in the years since that
statement and when he passed away in 2005, | would suggest that the recent history of

patient safety reform makes a solid case for the (at least attemptedddtmation of the

>"3 Freidson (1989), p. 201.
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American medical profession. In terms of discourse, patient safety sagkgieast
change to the culture of medicine, striking a challenge to the professional doenthat
Freidson so eloquently described was the defining feature of medicine for nmuest of t
middle part of the 20century. In order to further support this argument of professional
transformation, my goal is to develop this project into a more extensive histortyenit pa
safety in the context of health care reform politics.

In a brief review of the history of patient safety, Lucian Leape has&th
“Patient safety has finally “arrived.” Every hospital now has a patsaféty officer and
many have implemented meaningful changes in policy and practice that aregeduci
errors and injuries to patienty’* He continues “Creating a safe environment in our
incredibly complex health care system requires a major culture ehAsguch, it will be
frustratingly slow and halting. But that change is occurring and beginmisigow
results. The possibility of injury-free care no longer seems inconceivdbléécording
to Leape, Berwick and Bates, “The Institute of Medicine (IOM) ReporErr is Human
converted an issue of growing professional awareness to one of substantial public
concern in a manner and pace unprecedented in modern experience with matters of
healthcare quality®® They continue “In short order, the US Congress initiated hearings
and the president ordered a government-wide feasibility study, which led toeg seibis
directive to governmental agencies to implement the recommendations of the IOM

report,” in which “The IOM called on all parties to make improving patientyafe

>’% | eape (2008), p. 8.
" bid., p. 8.
>’®| eape, Berwick and Bates (2002), p. 501.
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national priority.®’” This dissertation project has traced important movements within the
history that is described by Leape and by Leape, Berwick and Batesidipg context

from before the IOM report, as well as about what happened after — to explain how
medical error become an issue of concern and how patient safety discourse mtame p

of everyday talk in health care organizations. Further work on the history aftpatie

safety will encompass additional aspects of the politics of patieny ssietcifically

concerning how the Federal government became involved, which would expand upon the
discussion from this concluding chapter (looking at Congressional hearings and other
legislative action is one such avenue for expansion).

In building upon the analysis of the dissertation, it could be developed by merging
the specific consideration of patient safety politics with Silbey’s mgereeral research
recommendation that “future research on safety in complex systems showlck gxgi
those features of complex systems that are elided in the talk of safete .catitmative
heterogeneity and cultural conflict, competing sets of interests withiniaegens, and
inequalities in power and authority’® Following such a recommendation would also
resonate with Ocloo’s suggestion, noted in earlier chapters, that, “a matecholi
approach is needed in developing new patient safety reforms,” where “adoping thi
wider approach is seen as vital in identifying the range of social precsseaciated with
medical harm that are also to do with medical dominance and wider issues of power and

control. It is argued that these issues have been largely ignored or downplayed in the

"7 eape, Berwick and Bates (2002), p. 501.
>’8 Silbey (2009), p. 343.
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wholesale adoption of a ‘no-blame culture’ in patient saf¥ty.For both Silbey and

Ocloo, questions of power, authority and control are important considerations for both

safety culture generally and patient safety specifically. | hawkttieouch upon some

of those considerations in the last two chapters, but future work would benefit from more

extensive analysis of power, control and authority in patient safety disendagmlitics.
Looking back across decades, the structure of the American health care system

has changed dramatically. For example, Boyer and Lutfey list somestorgra

characteristics in US healthcare systems over the last 60 years -1@56@ras based

upon “medical authority; solo practice; fee for service,” by 2009 healthcare is

characterized by “Managed care organizations; Dispersion of authoritigatitih

review; Case management® In discussing changes across time, Scott and colleagues

assert that we have entered “The ermahagerial control and market mechanisms,

where “beginning in the early 1980s, governmental policies shifted towardutiieg

and a reliance on market forces, and large corporate groups entered the fieldntrBhe ce

value governing institutional practice during this periogffgiencyof service

provision.®! It is under these more recent renderings by Boyer and Lutfey and Iy Scot

and colleagues that patient safety develops within a health care systegourglarajor

changes. In tracing the broader history of patient safety, besides ru@gtin

discussion of politics and power, | hope to explore how quality and safety fit within long-

term changes to the US healthcare system. This is perhaps a more cethpiskatbut

one in which patient safety (and quality improvement) do play important parts.

>"® Ocloo (2010), p. 515.
80 Boyer and Lutfey (2010), p. S80.
81 Seott, et al. (2000), p. 22.
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In future work, | also aim to develop the claim that the federal government and
the medical profession have a shared interest in advancing patient safety agd qualit
improvement. Much of this collaboration is currently unfolding as health care reform i
being implemented. For the government, such collaboration provides an opportunity for
reforming the entire health care system along with being a hopeful aémptailing
Medicare and Medicaid costs. For the medical profession, a renewed &msodtétthe
state potentially provides a way to reassert a social position that has beeningaiéym
managed care and other market-based initiatives. If such linkages unfold woeidi
culminate in an altered configuration of state and profession, as first ohigiatethen
made possible by patient safety and quality directives in health camarefdhat this
project will become, then, is a history of patient safety discourse and palitils the
context of major changes in the US health care delivery system. With a basss in t
dissertation, | anticipate following further developments in patient sdistpurse and
reform politics, in order to track how such developments continue to shape efforts at

remaking medicine and the health care system in the United States.



Appendix: Chronology of Events Related to Patient Safety Discourse

YEAR — EVENT — CHAPTER
1977 — Medical Insurance Feasibility Study published — Chapter 2
1991 - Harvard Medical Practice Study published — Chapter 2
1991 - Institute for Healthcare Improvement founded — Chapter 4
1994 - Betsy Lehman dies during treatment for cancer — Chapter 3
1995 - Reporting of Lehman’s death and other errors — Chapter 3
1996 - Annenberg Conference on “Examining Errors” — Chapter 4
1997 - National Patient Safety Foundation founded — Chapter 4
2000 —I10OM'sTo Err is Humarpublished — Chapter 2
2001 - 10M’'sCrossing the Quality Chaspublished — Chapter 2
2001 - Josie King dies at Johns Hopkins in Baltimore — Chapter 3
2002 - Josie King Foundation started by Sorrel King — Chapter 3
2004 - IOM’sPatient Safetypublished — Chapter 2

2004 - Betsy Lehman Center founded by Mass. Government — Chapter 3

2004 —World Alliance for Patient Safety founded by WHO —  Chapter 4

2007 - Dennis Quaid’s twins hurt; Quaid Foundation started — Chapter 3
2010 - Quaid Foundation merged with Dr. Denham’s TMIT —  Chapter 3
2010 - Patient Protection and Affordable Care Act passed — Chapter 5

2011 —Partnership for Patienttnitiative Created — Chapter 5
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(http://www.cbsnews.com/stories/2008/03/13/60minutes/main3936412_ page4.sht

ml?tag=contentMain;contentBody)

Partnership for Patients Press Release
http://www.hhs.gov/news/press/2011pres/04/20110412a.html
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Wachter, Bob. (2011). “The Partnership for Patients: The Inside Scoop on a Game
Changing Safety Initiative” Available orhe Health Care Blog
http://thehealthcareblog.com/blog/2011/04/12/the-partnership-for-patiesiadide-
scoop-on-a-game-changing-safety-initiative/

[ll. 2007 National Patient Safety Congress - May 3-4, Washington DC

Field Notes derived from attendance at the following panels:

Thursday, May 3, 10:00am Research Future - 105

Thursday, May 3, 11:15am Tension, Trust, Transparency - 208

Thursday, May 3, 1:30pm  Engagement Towards a Shared Vision - 304
Thursday, May 3, 3:30pm  Plenary Address: Distinguished Advisors Town Hall

Friday, May 4, 10:30am Engagement toward a Shared Vision - 404
Friday, May 4, 1:00pm Medication and Device Safety - 501
Friday, May 4, 2:45pm Closing Plenary: Tort Reform from Key Stakeholders





