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Chapterr 3 

STUDYY ON THE CONTENT AREA OF QUALITY 
ASSURANCE E 

ANDD KEY CONCEPTS OF THE THESIS 

Abstract t 

Thee main aim of this chapter is to describe the key concepts used in the thesis. The key 
conceptss of the thesis include quality, and its key dimensions, from the thesis point of view, 
suchh as efficacy, effectiveness and efficiency of health care services. 

Thiss chapter wil l focus on exploring the role of quality assurance as a tool to implement 
andd improve effectiveness and efficiency. Multidisciplinary research needs explicitly stated 
conceptss and terminology. However, the terminology of quality assurance, which has cen-
trall  importance in this study, is frequently used interchangeably and sometimes in a rather 
confusingg way. There is no widely accepted agreement over fundamental concepts in the 
literature.. Another factor that adds to the importance of this chapter is the fact that experts 
inn the field of quality assurance (quality management, improvement, continuous quality 
improvement,, total quality management) frequently use terms (same words) differently, 
orr in contrast, use different terminology with the same meaning. 

TheThe author is grateful to Professor Frans Rutten, Institute of Medical Technology Assessment, 
ErasmusErasmus University, Rotterdam, for his helpful comments on paragraph 3.4, 3.5 and 3.6. 
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3.11 The concept of quality, quality in health care and quality assurance 

Thiss paragraph looks at the concept and dimensions of quality in the product and service 
industryy as well as in health care services, and discusses the meaning and function of 
qualityy assurance. 

3.1.13.1.1 The concept of quality in the production and service industry 

Thee concept of quality came form the industry. In the industry TQM/CQI was pioneered 
byy Shewhart, Deming, Feigenbaum, Juran and Crosby. Their most important contribu-
tionss are summarized below shortly: 

Shewhartt created and implemented the control chart and the Plan, Do, Check, Act 
(PDCA)) Cycle. (Deming, 1986). He wrote that price alone is not an indicator of value. 
Pricee without understanding of quality is meaningless. Decisions based on price alone are 
almostt certainly more expensive in the long run than necessary and lead to undesirable 
results.. He highlighted the importance of variation as well. 
Demingg made a great contribution to TQM, and is known for his 14-point programme 
off  recommendations for management. He focused on process, rather than structure, 
onn the ever continuous cycle of improvement, rigorous statistical analysis of objec-
tivee data. One of his main activities was to describe, analyse and eliminate process 
variations. . 
Feigenbaumm together with Juran. he provided the theoretical frame for TQM. Accord-
ingg to Feigenbaum the goal of quality, is to meet satisfactorily whatever customers 
believee to be their requirements for the service or product. Feigenbaum (1991J wrote: 
"Qualityy is the capability of a product to fulfi l its intended purpose of use, produced 
withh the least possible cost." Product and service quality, according to Feigenbaum, 
cann be discussed as: "The total composite product and service characteristics of mar-
keting,, engineering, manufacture, and maintenance through which the product and 
servicee in use wil l meet the expectations of the customer." (Feigenbaum, 1991) 
Juran'ss definition for quality is: "fitness for use" as defined by customers. He stated 
that:: "Quality is doing the right things right in the first time.". (1988) He pointed out 
thee importance of the mission of the organisation and the individual departments. He 
alsoo highlighted that the quality goal has to be specific. The often quoted Juran's 
Qualityy Trilogy are: 1) quality planning; 2) quality control; 3) quality improvement. 
Crosbyy set up four 'absolutes of quality': 1) conformance to requirements (do it right 
att the first time); 2) defect prevention is the only acceptable approach; 3) zero defect 
iss the only performance standard; 4) the cost of quality is the only measure of qual-
ityy which means that the cost of producing quality (zero defects) are less than the 
lossess associated with nonqualify defects. (1979) 

Numerouss definitions are used to describe quality in this field. Many approaches and con-
ceptuall  developments discussed by Klazinga (1996) show the well amplified position of the 
conceptt of quality associated with industry. In the field of industry quality is a tool to 
increasee selling, to keep or increase the market share. In contrast, the concept of quality in 
thee service industry, is far less elaborated, because of several historical and methodological 
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reasons.. (Hertog and Kunst, 1992) In the production and service industries several quality 
systemss are in use to measure and assure the quality. The most well-known quality sys-
temss are: a) the International Standard Organization (ISO) 9000; b) European Quality Award; 
c)) the British Standard 5 750 (1987) in the UK; and the Malcum Baldridge National Quality 
Awardd System in the USA (Ovretveit, 1989 and 1992). 

3.1.23.1.2 Defining quality 

Accordingg to Dumas (1987), there are three cumulative, levels of quality: a) Conformance 
qualityy - conforming to specifications: having a product or service that meets predeter-
minedd standards; b) Requirements quality - meeting total customer requirements: having 
perceivedd attributes of a service or product that meet or exceed customer requirements; and 
c)) Quality of kind - quality so extraordinary that it delights the customer: having perceived 
attributess of a product or service that significantly exceed customer expectations, thereby 
delightingg the customer with its value. Jaeger at al. (1994) pointed out that quality assur-
ancee is like the term of conformance quality. But they explained later that: "The confusion 
thatt surrounds the use of the two terms CQI and QA stems in large part from the difference 
inn quality as conceptualised in the work of early leaders in the health care quality move-
mentt and the somewhat simplistic popularisation of TQM by health care groups and orga-
nizations.. If one, such as Donabedian, reads carefully the initial quality efforts in health 
care,, there is surprisingly littl e difference between that conceptualisation of quality and 
whatt TQM leaders in industry have written." The similarity or difference depends to a 
largee extent on how the terms 'conforming to specifications', 'predetermined standards', 
orr 'customer' are defined. Quality is a very multidimensional term and key players of 
healthh care might have a very different vision about conformance and might have different 
requirements.. Quality is a function of the conformance, requirements and quality of kind 
inn the level of providers, patients, public at large, financing institutions, and regulators. 
Thee elements of quality are defined in various "ways depending on the actual model. Qual-
ityy elements according to Ovretveit (1989) are client quality, professional quality and man-
agementt quality. The European Quality Award's (1999) quality elements are: leadership 
(10%),, people management (9%), policy & strategy (8%), resources (9%), process (14%), 
peoplee satisfaction (9%), customer satisfaction (20%), impact on society (6%), business 
resultss (15%). The numbers in brackets show the weights, or relative importance of the 
differentt elements of quality. Components of quality have to be clearly listed but this is not 
enough.. The way we give values (weighting) to the quality elements and we judge the 
conformancee (scoring) is equally important and even more difficult. 

3.1.33.1.3 Quality in health care 

Thee profound changes associated with quality in health care that happened during the past 
decadess are probably best described by Boyce (1996) who pointed out: "debates in health 
caree quality forums have shifted in recent decades from whether quality can be measured 
too how best to measure quality in health care." A comparison of quality from the indus-
triall  versus from a health care perspective shows that the two are similar and both have 
strengthss and weaknesses. (Donabedian, 1996) The industrial model is limited in that it: 1) 
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ignoress the patient-practitioner relationship; 2) downplays the knowledge, skill, and mo-
tivationn of practitioners; 3) treats quality as free, ignoring quality/cost trade off; 4) gives 
moree attention to supportive activities and less to clinical ones; 5) provides less emphasis 
onn influencing professional performance via "education, retraining, supervision, encour-
agementt and censure." (Donabedian, 1996) On the other hand, Donabedian suggests that 
thee professional health care model can learn from the industrial model: 1) new appreciation 
off  the fundamental soundness of healthcare quality traditions; 2) the need for even greater 
attentionn to consumer requirements, values, and expectations; 3) the need for greater at-
tentionn to the design of systems and processes as a means of quality assurance; 4) the need 
too extend the self monitoring self governing tradition of physicians to others in the orga-
nization;; 5) the need for a greater role by management in assuring the quality for clinical 
care;; 6) the need to develop appropriate applications of statistical control methods to health 
caree monitoring; 7) the need for greater education and training in quality monitoring and 
assurancee for all concerned. (Donabedian, 1996) 

Thee meaning of quality is discussed by several authors both in the industrial and health 
caree settings. (Cyert, 1975; Crosby, 1979; Donabedian, 1980; Steffen, 1988; Juran, 1988 
andd 1992; Reerink, 1990; Feigenbaum, 1991; Worning, Welch and Grover, 1991; Mainz 
andd Klazinga, 1992; Klazinga, 1996) The definitions of quality provided by different au-
thorss differ to a great extent reflecting the multidimensional character of the quality in 
heathh care. The most important characteristics or dimensions of the quality of health care: 
1)) accessibility; 2) timeliness of care; 3) efficacy of care; 4) effectiveness of care; 5) appro-
priatenesss of care; 6) efficiency of care; 7) continuity of care; 8) privacy of care; 9) confi-
dentialityy of care; 10) participation of patient and patient family in care; 11) safety of care 
environment;; and 12) supportiveness of care environment. The meaning of "good' medical 
caree changing over time. During the 1960s, in many countries (US, UK) governments 
weree committed to the idea that more care is better. This still is the case in Hungary, where 
financiall  incentives push the whole curative health care sector into this direction. 
Ass policy makers and governments became more and more involved in third party pay-
mentt and increased their cost-consciousness, the meaning of quality changed dramatically 
ass compared to the traditional physician's view. Previously the discussion on appropriate-
nesss was focused on benefit and disbenefit of the patients. In contrast, now purchasers are 
concernedd with the opportunity costs on spending on health care when the same resources 
mightt yield more valued benefits if spent on other goods and services. Quality is weighed 
againstt its cost. Another important difference from the traditional physician perspective emerges 
inn the OTA definition of efficacy and effectiveness, which refers to the probability of benefit to 
populations,, rather than to individual patients. The Office of Technology Assessment (OTA, 
1988)) defines the quality of medical care as "the degree to which the process of care increases 
thee probability of outcomes desired by patients, and reduces the probability of undesired out-
comess given the state of medical knowledge. ... Which elements of patient outcomes (health 
andd satisfaction) predominate depends on the individual patient or condition." 

Thee definition of quality by Donabedian (1980) pointed out that: "Its expected ability to 
achievee the highest possible net benefit according to the valuations of individuals and soci-
etyy ". These dimensions are difficult to define, but it is not 'a mission impossible' to do this. 
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(Reerink,, 1990) "The quality of care", as discussed by Donabedian (1989) "has three com-
ponents:: the goodness of technical care, judged by its effectiveness, the goodness of the 
interpersonall  relationship, judged partly by it contribution to technical care, and the good-
nesss of the amenities." 

AA further major component of quality, which is of outstanding importance, is to eliminate 
inappropriatee care e.g. inappropriate hospitalisation and hospital stay, supplier induced 
demand.. (Rigter, Meijler andBreeman, 1992; Grover, 1991; Tophill, 1992; Welch and grower, 
1989;; Mozes, Schiff and Modan, 1991; Aploneet al. 1991; Rice, 1989; Dranove and Wehner, 
1994;; Pelps 1986; Cromwell and Mitshell, 1986) In the words of Brook: "When you or I 
visitt a doctor, we want to be assured that we wil l receive the services that we need (that is 
thee application of the service expected to produce more health than harm) and, likewise, 
thatt we wil l not receive services that we do not need. This is what is meant by appropriate-
ness.. (Brook, 1991) Inappropriately selected care may be ineffective or harmful, and there-
foree inefficient." One definition of inappropriate care is that: "Inappropriate use of a facility 
comess about through providing unnecessary care, through providing necessary care using 
aa resource not suited for the level of care actually provided or required, and through less 
thann complete use of time during the course of care." (Donabedian, 1973) The importance 
off  appropriateness can be shown by, for instance, studies conducted in the UK, which 
typicallyy found that around 15-25% of admissions can be classified as inappropriate. (Tor-
rance,, Lawson, Hogg et al., 1972; Pringle and Falk-Whynes, 1994) 

3.1.43.1.4 Quality assurance in health care 

Theree are many descriptions and definitions of quality assurance in the literature. Accord-
ingg to the World Health Organization, the objective of quality assurance is to "improve the 
outcomee of all health care in terms of health, functional ability, patients well-being and 
consumerr satisfaction" (WHO, 1988) Quality assurance, according to BSI (1987) is "A 
managementt system designed to give maximum confidence that a given acceptable level of 
qualityy of service is being achieved with a minimum of total expenditure." Donabedian (1989) 
maintainedd that: "Quality assurance protects and enhances quality through system design 
andd performance monitoring." "Quality assurance is at base an effort to find and overcome 
problemss with quality - that is, to change the performance and behaviours of practitioners, 
institutions,, and systems toward those that are more appropriate and acceptable (in terms of 
healthh outcomes, or expenditures, or both. (Palmer, Donabedian at al. 1991) 

Thee conceptual framework for quality assurance was developed by Donabedian. His widely 
acceptedd model of structure, process and outcome is an important tool to guide research 
andd development. (Donabedian, 1966; Donabedian, 1982; Donabedian, 1988) The concept 
consistss of three main elements: a) structure; b) process; and c) outcome. 

a)) Structure 

Structurall  measures apply to health care settings at all levels from individual practitioners 
too large organisations and agencies, irrespective of their size, characteristics, location, own-
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ership,, governance licensure and accreditation status. For health professionals variables 
includee demographic and professional characteristics. According to Donabedian (1980) the 
structure:: "includes the human, physical and financial resources that are need to provide 
care" " 

b)) Process 

Thee process of care encompasses what is done to and for the patients. Measuring the pro-
cesss of care against criteria that reflect professional standards (statement of expectation) is 
thee most common way to asses quality. It can be done in the entire health care system. The 
processs of care assessment is not without drawbacks. Although it is commonly assumed 
thatt optimal process of patient care yield optimal outcome, the relationship between pro-
cesss and outcome is not always demonstrated. When this link is missing, measuring pro-
cesss may not truly point out the problem that needs to be solved. Process measurement is 
oftenn done against explicit professionally established criteria, but often there is no agree-
mentt and consensus on best practice among professionals. Finally process data sources are 
poor,, varied among health care settings (intensive care versus home care) and the predictive 
valuee of process measures in various settings might be different in relation to outcome. In 
somee settings process measure may be less appropriate than outcome measure. (Lohr, 
1992)) One of the most important aims of quality assurance is to eliminate process errors 
inn the health care work setting. Occasional errors are inevitable and the potential of human 
errorr must be recognised before appropriate caution wil l be taken. (Deusinger, 1992) 
Accordingg to some authors, claims data can be used to achieve this goal. Despite the poten-
tiall  utilit y of claims data, clinicians are sceptical about them as a substrate for clinical 
research.. Clinicians' concerns are centred around two issues - the quality of the data and 
thee fairness of comparison that are made. (Steinberg, Whittle et al. 1990) 

c)) Outcome 

Ass Donabedian (1982) stated in his famous book: " I shall use "outcome" to mean a 
changee in patient's current and future health status that can be attributed to antecedent 
healthh care. By postulating a rather broad definition of health, I shall include improvement 
off  social and psychological function in addition to the more usual emphasis on the physi-
call  and psychological aspects of performance. By still another extension Ï shall add patient 
attitudess (including satisfaction), health related knowledge acquired by the patient, and 
healthh related behavioural change." Measuring outcomes, the effects of care on patients, 
healthh and well-being, has received considerable attention in the 90es. Outcomes encom-
passs a wide range of variables associated with the presence or absence of illness, impair-
mentss or handicaps, physical functioning, emotional health, pain and other symptoms, 
dayss lost from work, daily life activities and satisfaction. Although the lack of process-
outcomee links can undermine outcome assessment, it is limited by the fact that outcomes 
arcc not routinely and uniformly recorded, it requires time, manpower and money. The 
growingg interest in health outcomes has been labelled the 'third revolution in health care'. 
(Relman,, 1988) 
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Itt is important to take into consideration that health outcomes are about values and not 
justt technicalities. The need to make choices make it imperative to consider whether what 
iss achieved is also what is most valued. It is important to know what the patients and the 
communityy want from their health services. According to Shiell (1997) the challenge lies 
nott in measuring the outcomes of health intervention but in deciding what the objectives 
off  the health system ought to be. As Mooney agreed upon and pointed out: "There is a 
needd to reflect more on what both patients and the community want from their health 
servicess and there is sometimes insufficient recognition of the role of the health outcomes 
movementt in achieving this." This topic is closely related to the efforts made in the past 
decadess and are made currently as well to set up basic benefit packages. (Cotton, 1992) 
Theree are many ethical and economic perspectives related to the outcome. The relationship 
betweenn outcome and equity is important for health policy. It is not enough to consider 
horizontall  equity, the equal treatment of equals, but we have to examine vertical equity 
thee equation i.e. the unequal, but equitable, treatment of unequals. What system for weight-
ingg outcomes might be used? (Mooney and Jan, 1997) Evidence-based outcome oriented 
proceduress are increasingly used in public health. (Chapman, 1997) 

Onee of the most important aims is to compare outcomes among providers. In order to 
assesss the effect of hospital care on patient outcomes, it is essential to take into account the 
differencess for instance across hospitals. Hospitals are different in mix of diagnoses, the 
severityy and complexity, social and financial conditions and health behaviour of the pa-
tientss treated. Unless adjustments are made for these differences no valid comparison can 
bee made. The two major problems with existing health outcome measures which limit 
theirr utilit y as accountability tools are risk adjustment and attribution. (Boyce, 1996) Risk 
adjustmentt models which adequately and appropriately account for all the confounding 
factorss for given health care interventions are currently unavailable. (Iezzoni, Ash et al. 
1995;; Localio and Hamory, 1995) Problems with attribution means that when a series of 
interventionss is involved, it may be difficult to ascribe health status changes to any indi-
viduall  intervention. Difficulties of the comparison between providers and the need for 
standardisedd outcome measurement and interpretation are stressed by the following ex-
ample.. An important question is highlighted as well, namely whose point of view should 
bee used among providers, financing organisations, regulators or the public? 

3.1.53.1.5 The main aim of quality assurance 

Accordingg to the definition of the World Health Organization, for instance, the objective of 
qualityy assurance is to "improve the outcome of all health care in terms of health, func-
tionall  ability, patients well-being and consumer satisfaction" (WHO 1988) Berwick's (1994) 
definitionn of quality practice is more concrete, one of the most important purpose of qual-
ityy activities, according to him, is 'narrowing of practice variations' - require an explicit 
descriptionn of the thresholds of impact, cost and risk. As Reerink (1987) stated: "The purpose 
off  quality assurance is to assess and, if necessary, to improve health care delivery. Its focus is on 
increasingg effectiveness and efficiency, not on fighting excessive cost, fraud or excess." 
"Thee main aim of quality assurance activities", according to Williamson (1978), "i s to 
assesss and improve the actual benefit of a given health care service where there is further 
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benefitt achievable but not achieved. In other words, one of the most important goals of 
qualityy assurance is to improve the effectiveness and efficiency of health care. " According 
too various authors, quality assurance might have a very different aim and function. In this 
thesiss the author is focusing the 'bridging function' of the quality assurance which means 
too improve effectiveness and to make the gap narrower between efficacy and effectiveness. 

3.3. J.6 Outcome, benefit, risk and needs 

Williamsonn (1978) pointed out the importance that the value of outcome to the patient, 
family,, community or to the nation have to be thoroughly evaluated and documented. A 
valuee of a given health care outcome, as he further explained, is relative not an absolute 
attribute,, it may be perceived differently among individuals or between larger social groups. 
Thee value of health outcome represents the sum of positive, negative and neutral effects of 
aa given treatment, prevention or intervention. In relation to efficacy very often only posi-
tivee values have been encompassed, whereas in relation to care interventions as a universal 
characteristicc the often neglecting harmful side effects or risk-to-benefit ratios, have to be 
accountedd as well, particularly in long term.{Williamson 1978) "Benefit minus risk" is 
highlightedd in the conceptual exploration of quality of health care by Donabedian (1982) 
ass well. Williamson and co-workers (1991) further explained the importance of the out-
come-benefitss orientation: "There are several important conceptual factors in developing 
ann outcomes orientation. First, and foremost, the product of health care needs to be defined 
ass "benefits achieved," not "units of service," as some suggest. Second, benefits must be 
definedd in terms of outcomes, not improved processes or structures. Finally, outcomes 
mustt be defined as encompassing the entire spectrum of health care results for both con-
sumerss and providers, including health, economic and societal results. Societal outcomes 
includee such examples as education, satisfaction, or ethical legal results. The implication of 
benefitss achieved as the product of health care helps us define quality in terms of the extent 
too which achievable benefits are achieved in any specific area. The purpose of quality man-
agementt is thus to identify "achievable benefits not achieved" and apply requisite inter-
ventionss to increase these benefits, that is to effect improvement. Quality assurance is a 
tooll  to improve benefit of the recipients of health care, that could be a subgroup or group 
off  the population. In order to achieve this goal it is necessary to determine both the average 
benefitt per person and the number of persons involved. (Williamson, 1978) 
AA useful application, introduced by Williamson, of the concept of achievable benefits of 
healthh care related to three basic quality assurance indicators, efficacy, effectiveness and 
efficiency.. Efficacy shows the maximum benefit achievable by a given intervention under 
idealisedd conditions, effectiveness show the actual benefit achieved under actual condition. 
Efficiencyy is the relation to benefits achieved and the accompanied costs. "... the concept of 
achievablee benefit not achieved", as Williamson (1978) formulated, "indicates that benefit 
off  health care that is possible given the state of medical science and local conditions of care, 
butt that is not being attained, whether due to insufficient provider performance or to 
misallocationn or inefficient use of available resources." Within theoretical frame "benefit 
minuss risk" can be easily calculated. However, both benefit and risk are multidimensional, 
changingg over time and valued (weighted) differently by individuals or groups. Because of 
itss central importance of risk related to uncertainty and outcome, risk should be discussed 
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inn some detail. Many tests, diagnostic procedures, prevention and screening are virtually 
risk-freee and do not produce much discomfort. Patients would not risk having or avoiding 
thesee ones. It is mentioned virtually because inappropriately used procedures can result in 
falsee positives for instance, and to further examine or treat false positives is a real danger. 
Goodd examples for that is a routine chest X-ray in ASA 1. patients before operation. 

Thee capacity to benefit competing groups of patients may vary e.g. the poor may benefit 
less,, per unit of expenditure, than the rich because of e.g. their genetic endowment, their 
work,, their leisure, and household behaviours, and their education, housing, income and 
wealth.. If resources are allocated to those who benefit most, the poor may get less care and 
healthh inequalities may be increased. Equity issues such as these cannot be ignored in a 
publiclyy funded health care system. The competitive market, if it is successful in allocating 
resources,, on the basis of capacity to benefit, wil l be constrained by public regulation in 
orderr to meet socially determined equity targets. (Maynard, 1993) 
Benefitt and needs are closely related, needs are quite often formulated as capacity for 
benefit.. To measure needs is not an easy task. For many procedures estimates of aggregate 
needd in population remain highly insecure, with inadequate information about: 1) their 
effectivenesss in different subgroups of patients and the indications for treatment, 2) the 
numberss of the population for whom the procedure is appropriate, and 3) the acceptability 
off  the procedure to patients. (Frankel 1991; Sanderson and Hunter 1997) The extra-welfarist 
approachh attaches great importance to the identification of potential for benefit. In its most 
rudimentaryy form 'need' for health care would seem to imply that someone is better off 
withh the 'needed' treatment than without it. Thus health services are needed only if the 
outcomee is desired and there is no alternative (or more cost effective) way of realising it. 
Sincee inputs are nearly always substitutable, it wil l not normally make sense to say that a 
specificc resource in a specific quality is needed. Since there is no effective treatment for such 
condition,, it is nonsensical to say that persons suffering from such conditions need health 
services.. Since health services are needed for what they enable to be accomplished, in a 
worldd of scarcity judgements must be made about the value of what might be accom-
plished.. Some services are bound no to be supplied in the light of such judgement and so it 
doess not make much sense to require that all needs should be met. One of the first lesson of 
'needology'' is the lesson of the ethical acceptability of unmet need. 

3.1.73.1.7 The importance of risk assessment 

Relatedd to treatment, operation or other intervention the following question should al-
wayss be asked: what risk of side effects, nosocomial infection, or even death would be 
acceptable.. First of all we have to make clear statements and distinction between uncer-
taintyy and risk, then we have to spend some time to see how to measure risk and use this 
information.. Probability and uncertainty in medicine are extensively discussed by many 
authors.. (Sox and Blant, 1988) Probability, uncertainty and risk are often used interchange-
ablyy but these are different concepts with profoundly different consequences or outcomes 
inn practice. It is also important to make a clear distinction between risk and uncertainty. As 
Friedmann (1985) explained, Knight (1921) proposed a distinction between 'risky' and 'un-
certain'' situations. Risky situations, in his terminology, are those in which each possible 
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outcomee has a known probability of occurring. Uncertain situations, again according to 
Knight,, are those in which the probability of each outcome is not known. Risk can be 
calculated,, the 'benefit minus risk' calculation can be made. In contrast, if the uncertainty 
iss not known, the 'benefit minus uncertainty' calculation cannot be made. It is doubtful 
whetherr quality assurance activities under uncertain conditions produce any benefits. In 
orderr to improve effectiveness there is a need to stratify patient population, to measure the 
riskk related to a given patient population and to adjust achievable benefit and effectiveness 
byy this rate of risk. Without risk stratification achievable benefit might not be defined. As 
somee authors (Moorhead, 1989; Phillips and Kawachi, 1990) pointed out, hospital infor-
mationn systems have made great improvement in their ability to collect resource utilisation 
andd cost data, but it is not possible to provide comparative data that allow for the monitor-
ingg of the quality of care provided in different organisations. Maynard (1998) stressed the 
importancee of comparative data on quality in improving existing performance. 

Riskk adjustment is widely used now. Risk adjusted outcomes: mortality, readmission and 
complicationn rates can be used to monitor quality of care. According to Desharnais et al. 
(1991)) risk adjusted indices can be used to achieve the following goals: a) identifying pa-
tientss records for peer review; b) comparing variations in outcomes; c) monitoring changes 
inn outcomes following a change in the delivery system; d) measuring the size and the gap 
betweenn the efficacy of technology and the effectiveness of this technology (this is espe-
ciallyy useful related to the diffusion of new technology form the US where the patient 
accesss to new technology is determined by the patient's ability to pay, and access not based 
onn effectiveness of this technology.) 
Thee effect of the medical service offered to the patients depends on how sick was the patient 
whenn she or he entered the health care facility. A broader effect on a given patient popula-
tionn relies on the patient-mix, case severity and social-mix. Every patient population has 
itss own risk-profile. In health care effectiveness of a given medical (prevention, diagnostics, 
therapy,, intervention) or nursing service depends on the risk of the given service and the 
wayy it is provided (infrastructure, technology, skill of the staff etc.) to the patients. This is 
thee risk profile of the given health care setting. An effective intervention has different 
outcomess and may or may not improve the health status of the population based on 
differentt risks. The absolute level of risk cannot be measured most of the time, or if it can 
bee measured it is not important. What can be measured is a relative risk, the risk compared 
too the accepted level of risk. This accepted level of risk (some call it safety) can be defined in 
accreditationn standards in order to decrease uncertainty. As a consequence of the above 
statements:: effective drug delivery or treatment is an abstract term which is generally 
non-existingg in the real world. A given drug or service is effective in a given patient popu-
lationn stratified by risk. 
Itt is very important to take into consideration, that the existing risk is closely related to the 
variationn of outcome and can create a situation: it is when good apples look bad. A signifi-
cantt amount of outcome variation is associated with the different risk profile of the patient 
populationn and the different risk profile of the given health care setting. Significant amounts 
off  risk cannot be squeezed out from health care. Very few studies compare the risk of for 
examplee iatrogenic illness to the benefit that could have been expected from the medical 
intervention.. This is a major shortcoming. By separating the risks from benefits associated 
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wit hh a course of action, and focusing only on the risks, readers are given the impression 
thatt net ha rm has been done - even when it is not necessarily so. For most clinical deci-
sions,, one can only at tempt to achieve net benefit on the clinical decision, one cannot 
at temptt to achieve net benefit, on the average, while expecting some probability of harm. 
(Fletcherr and Fletcher, 1989) In their book: 'Health care for Elderly', Petersen and White 
(1989)) discussed thoroughly the possible dimensions of risk from hospital admission to 
discharge. . 

3 . 22 Efficacy 

Efficacyy implies that the interventions have a certain power to produce the desired effect 
(Merriam-Webster,, 1994) Efficacy is the ability to do something or do it well and produce 
thee results that were intended. (Collins, 1990) As Williamson (1978) stated, quality assur-
ancee research must not include formal study of the efficacy of care interventions. Having 
somee benefit of the given diagnostics, therapy or intervention is a prerequisite of subse-
quentt quality assurance activity. Having efficacy is a typical yes or no type of question. 
Medicall  services are efficacious or not. However, there are different levels of evidence on 
efficacy.. Classically the major source of evidence is the randomised controlled clinical trial 
(RCT).. (Begg, Cho et al. 1996; Cappelleri, Ioannidis et al. 1996) According to a number of 
researcherss this is the only source for evidence. RCT's are often meant to be trials under 
controlledd research-based clinical or laboratory 'ideal' conditions. But 'ideal' conditions can 
bee created in various parts of the health care services, for instance, in the field of pr imary 
healthh care (Cupples and McKnight, 1994; Palmer, 1996). There are relatively few RCTs 
available,, until October 1997, the Cochrane Collaboration collected 150,744 RCTs. (Silagy, 
1997) ) 

Theree are many areas in health and medical care where, because of time, sample size, 
limitedd resources or ethical considerations RCT-based scientific evidence are not available 
(e.g.. Pap smear), but quality should be improved. In these cases lower levels of evidence can 
bee used (non-randomised trial wi th contemporaneous controls, non-randomised trial with 
historicall  controls, cohort study, case-control study, cross-sectional study, surveillance, 
seriess of consecutive cases, single case report) for subsequent quality assurance activity. 
Theree are many quality problems wi t h efficacious services. In many cases efficacious 
technologiess are underused, or inappropriately provided; not in the right time, not in the 
rightt place or not to the patients who might have some benefit out of it. Sometimes pa-
tientss are even overtreated (Franks and Glancy, 1993). In summary: data on efficacy have 
too be present, and a formal study on efficacy is not a target area of quality assurance. 
Although,, efficacy is not incorporated in quality assurance, it is important to define its 
relationshipp towards effectiveness and efficiency. The terms efficacy and effectiveness are 
oftenn used interchangeably, but these two terms have very different meanings. Efficacy is 
thee potential to produce an effect, effectiveness the production of an effect. Efficacy is 
mostlyy concerned wi th the benefits achievable from therapy or an intervention under ideal 
conditions,, such as the ones found in a randomised clinical trial (Brook and Lohr, 1985, 
Cochrane,, 1971, Sackett, 1980; Williamson, 1978). Figure 3.1 shows the key elements of 
efficacy.. (Williamson, 1978) 
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Figuree 3.1 Efficacy in health care 

Maximumm conceivable benefit 

Benefitt not achievable 

Locall  resource 

limitation n 

Medicall  science 

limitation n 

Achievablee benefit 

Ass is demonstrated in Figure 3.1 an efficacy index can be formulated to determine the 
achievablee benefit of care. This index shows the portion of the maximum conceivable ben-
efitt which is actually achievable. The maximum conceivable benefit demonstrates the de-
sirablee but in most of the time unattainable elimination of all patient risks, illness and 
disabilityy in a given study population. 

Thee efficacy index is computed as a rate of 

Achievablee benefit 
Efficacyy index = x (100) 

Maximumm conceivable benefit 

Sometimess efficacy is defined differently. A typical example for that is the definition of St. 
Leger,, Schnieden et al. (1992): A clinical service cannot attain its goals unless its compo-
nentt parts and the way these relate to another, and the manner in which the service is 
targetedd to the community, are themselves effective (in general usage of the word)'. 

3.2.13.2.1 Conceivable and achievable benefit 

Conceivablee and achievable benefit can be further investigated with the help of the example 
takenn from the field of breast cancer screening by mammography. Breast cancer is one of 
thee most common forms of malignancy and the leading cause of death of women. (Shapiro 
andd Venet, 1982; Tabar and Fagerberg, 1989; Scanlon, 1994; Szeto and Devlin, 1996) 
InIn Hungary according to the estimation of Mestyan (1995) approximately 4,100 women 
aree diagnosed as having breast cancer yearly and 2,000 (49%) die from this cause. Accord-
ingg to the Hungarian Demographic Yearbook (1995 and 1997) the number of breast cancer 
deathss were 2,310 in 1993 and 2,239 in 1997. To save this approximately 2,300 lives is 
ourr 'conceivable benefit'. The achievable benefit is equated with the avoidable death based 
onn real scientific evidence under local conditions of care. Three-fourths of the identified 
positivee breast cancer cases are in pre-clinical phase according to the literature, one-fourth 
off  the cases have few chance to survive or cannot be operated. Our medically achievable 
benefitt in Hungary in this way is not more than 1,725 lives to be saved yearly according to 
thee statistical data. Scientific evidence shows that in an organised programme (under 'ideal' 
conditionn = efficacy) breast cancer mortality can be decreased by 30% in the age groups of 
500 years and over. (Shapiro and Venet, 1982; Tabar, Fagerberg et al. 1989) According to the 
meta-analysiss of 8 RCTs the mortality of breast cancer can be decreased by 29-39%, in 



33 - Study on the content area of quality assurance and... 87 

generall  26% in the age-group 50-74 years and over (efficacy of the screening). (Nystrom, 
Rurquistt et al. 1993; Fletcher, Black et al. 1993; Kerlikowske, Grady et al. 1955). Another 
meta-analysiss of 6 RCTs published by Elwood, Cox and Richardson (1993) found that 
breastt cancer mortality can be decreased by 34% as maximum in the age-group of 50-74 
years.. According to this, 300 lives can be saved yearly and this is the yearly achievable 
benefitt in Hungary. However, because of various reasons, for instance lower compliance 
rate,, the actual effect of the screening programme (effectiveness) is lower than what the 
effectt could be under idealised conditions. (Kruse and Philips, 1987; Rimer, Keintz et al. 
1989;; Zapka, Stoddard et al. 1990; Lerman, Rimer, Trock et al. 1990; National Cancer 
Institutee Breast Cancer Screening Consortium 1993;) Demonstrated best results, also 
benchmarking,, can be used in order to define achievable benefit in different countries. Maas 
ett al. (1989) predicted 12% breast cancer mortality reduction due to screening in the age 
groupp of 50-70 years. This percent can be used as 'achievable' benefit, as benchmark. 
Achievablee benefit from mammography screening of the Hungarian female population 
overr 50 years of age, defined by benchmarking, based on the results of Maas and collabo-
rators,, is 160 lives saved per year. If we further investigate the annual target population 
andd the annual costs in Hungary, and if we see the Dutch experience of the 7 years building 
upp periods, the compliance rate and the detection rate in relation to a very sophisticated 
Dutchh health care system and extrapolate findings to a Hungarian situation, the actual 
achievablee benefit for the same target population could be much lower than 12% breast 
cancerr mortality reduction due to screening. This prediction should be taken into consider-
ationn when establishing a screening programme. (Gulacsi, 1999b) 

3.2.23.2.2 Ethical dimensions 

Efficacyy has important ethical dimensions as well. In economic terms health care is a zero 
summ game. Resources spent on one services cannot be spent elsewhere. Money spent in the 
fieldd where efficacy is given is a way to give value for the money spent on health care. 
Theree are two examples to show that lacking evidence of efficacy might be harmful for the 
patientss or at least could cause major financial loss. Preoperative routines, routine chest X-
ray,, ECG and laboratory tests, have not been showed to be beneficial for patients but widely 
usedused in Hungarian hospitals (Chapter 6). Related to pressure sores prevention and treat-
mentt many procedures can be found, massage of bony prominence for instance, witch are 
nott based on evidence to be beneficial (lacking efficacy) and might even be harmful to the 
patients.. Although autologus bone marrow transplants (ABMT) in breast cancer cases 
provedd to be not efficacious, it is being done and heavily advocated in Hungary. (ECRI, -
formerlyy called Emergency Care Research Institute - analysed 40 studies of ABMT and 
similarr procedures and 61 studies of patients receiving conventional therapy. The available 
dataa suggest that a high dose chemotherapy plus autologus bone marrow transplants not 
onlyy fail to extend the lives of women with advanced metastatic breast cancer, but also is 
likelyy to be life shortening. (Stephenson, 1995) 
Lackingg evidence of efficacy of prostate cancer screening with prostate specific antigen 
(PSA)) illustrates the usefulness of the concept of efficacy. Screening for the early detection 
off  prostate cancer with serum prostate-specific antigen (PSA) is controversial because re-
searchh has not yet determined whether PSA testing improves patient outcomes. (Smith, 
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Catalonaa and Herschmann, 1996) The therapy of prostate cancer is also problematic. Radi-
call  prostatectomy leads to high 10-year disease specific survival. However, a great deal of 
cautionn is needed in interpreting results, because it is still not evident that survival rate 
afterr radical prostatectomy is higher compared to the rate ... 'watchful waiting'. Krahn and 
colleaguess (1994) published evidence based on the result of a study that PSA and DRE 
screeningg followed by radical operation increase life expectancy with an average of 0.6-1.7 
dayss in the 50-70 year-old population. (Fleming, Wasson et al. 1993; Chodak, 1993) In 
contrastt to the lacking evidence in 1995-97 a large group of men were involved in a state 
healthh insurance financed PSA screening programme in Hungary, and the population PSA 
screeningg is heavily advocated. 

3.2.33.2.3 Efficacy: value in practice 

Brook,, Klamberg and McGlynn (1996) pointed out that:" ... we know that efficacy (the 
outcomee of a procedure performed under ideal circumstances) may not predict effective-
nesss (the outcome of the procedure performed under usual circumstances), so that results 
fromm controlled clinical trials may mislead clinicians weighing the health risks and benefits 
off  an intervention." He illustrated this with two examples from the field of carotid endar-
terectomyy and the care of heart attack patients. In both fields the experience has shown 
thatt these activities in the community-based settings have much lower effectiveness than 
itss efficacy and the complication rates are not as low and outcomes are not as good as in 
controlledd clinical trials. 

3.33 Effectiveness 

Thee importance of effectiveness was pointed out by various authors. As the Health Council 
off  the Netherlands pointed out: "Effectiveness and efficiency in medical treatment are cen-
trall  to health care policy and gain in importance as the tension between the demand for 
caree and the resources available increases" (Health Council of the Netherlands Work 
Programmee 1998, 1997) Lomas (1990) highlighted: "Increasing interest in quality assur-
ancee and effectiveness in health care has been generated by three major things: about 20% 
off  care is consistently demonstrated to be inappropriate, variations in practice cannot be 
explainedd by patient or facility factors, and decreased utilisation as a result of changing 
economicc and regulatory incentives seems to lead to both inappropriate care and appropri-
atee care reductions." "An emphasis on effectiveness", as Lomas (1990) stated, "constantly 
encouragess us to focus on the objectives of health care delivery. How can we decide whether 
wee are being effective without knowing what our objectives are?" 
Throughoutt of the world, issues surrounding the clinical effectiveness of treatment are 
highh on health care service agendas. These include the fact that so littl e of our health care 
hass been shown to be effective by research methods. Avery large proportion of our health 
caree is simply not evaluated at all. This may be apply to as much as 80% of our procedures 
andd treatments within medicine, and a much larger proportion within most of other health 
caree disciplines. (Firtb-Cozcns, 1996) There is an important distinction between efficacy 
andd effectiveness (VVoolf, Battista et al. 1990) These authors explained: "Effectiveness may 
differr from efficacy due to factors related to provider the patient, and the health care sys-
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tern:: practising clinicians may perform the procedure differently or less consistently than 
investigatorss with special expertise and a standardised protocol, and they may follow up 
onn results less thoroughly; patients may be less willin g to or able than clinical trial volun-
teerss to comply with screening and/or follow up; and the health care system as a whole 
mayy encounter financial or logical limitations in providing the service for appropriate per-
sonss and ensuring adequate treatment and follow up." 

Thee relationship between effectiveness and quality activities is also discussed. Phillips and 
Beroo (1996) stressed: "Determining what is effective and measuring and incorporating 
patientt preferences are key components of the move towards measuring quality and using 
qualityy information to guide patients and providers." According to Donabedian (1989): 
"Thee first component of the quality is technical care. In essence, the quality of technical 
caree is proportionate the to its effectiveness, which means its expected ability to achieve the 
greatestt improvement in health that science, technology, and skills can now offer." The 
otherr two components, the goodness of interpersonal relationship, and the goodness of 
amenities,, are not in the focus of this thesis. Future focus on quality assurance as was 
predictedd by Roper (1988) is: "the future wil l see increasing focus on the aspects of effec-
tivenesss - health outcomes - because it is now well recognised as the "gold standard" 
againstt which performance should be judged." As Brook (2000) pointed out that: 'Al-
thoughh the likelihood that a person wil l benefit from medical care is better now that it was 
aa third of a century ago, largely as a result of investment in basic science and clinical 
research,, there is no evidence that we are better today at applying what we know than we 
weree 30 years ago. Indeed, we may be worse because of the complexity of medicine has 
increasedd so greatly." 
Thesee different views of effectiveness have a very important meaning to the current Hun-
gariann situation, where increasing health care spending and a large health care capacity 
seemss to have no impact at all on the health status of the population. 

3.3.13.3.1 The era of beliefs: the more health care, the better 

Osierr noted that 'a desire to take medicine is perhaps the great feature which distinguishes 
mann form other animals'. This led shortly to the very widely held belief that every disease, 
orr symptoms has its bottle of medicine or magic pill , an operation or other service which 
solvee the problem or at list help. Patients expected the doctor to do something to help him: 
thee more the better. (Cochrane 1971) People in this 'golden era' of medicine believed very 
muchh in science, not only in the medical field but in general. We had witnessed the inven-
tionn of the clean cheap energy power, the fusion in the physics, benefits from the gene 
technologyy seemed so close to reality, unlimited source of row materials as results of space 
research,, economy was growing, unemployment rate was low, social harmony and well 
beingg were present all over in the developed world. It seemed that economic barriers were 
downn for ever. This beliefs crashed in the early 70's. At the first glance because of the oil 
crises,, but shortly after it became visible that problems are more profound. That time the 
'doingg nothing', or 'watchful waiting' were not among the set of elements of the health or 
medicall  care. In other word 'zero action' was not defined, even the 'concept of zero' (doing 
nothing)) in health care was not invented or at least was not conceptualised. 
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3.3.23.3.2 The era of scepticism 

Ass health care resources become more and more limited, and because the benefits in health 
statuss provided by health care services were less than expected by the public, or at least 
theyy were not proportional to the investment, research in both sociology and the medical 
communityy became critical. Some times later the public started to worry too and wanted 
too know more about how the money is spent on health care. The industry in the western 
worldd spent more money on health insurance than their competitors and started to loose 
markett share. For instance automobile companies in the United States realised that they 
spentt more money on health insurance of the employees than on raw materials. As soon as 
theyy became aware of this problem, the well trained young managers started to optimise 
healthh purchasing and devoted relatively less attention to other fields. Governments started 
too worry, too. Their contributions became higher and higher, pressure from industry and 
fromm the public tended to be more and more visible. At the same the health care became a 
reall  industry with hospitals in its centre. Specialisation and sub-specialisation, the boom-
ingg and uncontrolled diffusion and consumption of the new and expensive health technol-
ogyy created a situation where traditional hospital management failed. To put it simply, 
theree were very few competent individuals to control and manage this and there were no 
appropriatee methods and data on and insight into what was really happening in the health 
caree sector. Some decades earlier Cochrane (1971) pointed out in his famous book (effec-
tivenesss and efficiency, associated to NHS) that: "Most industrial organisation of compa-
rablee size would have had large research section checking on the effectiveness of the service 
itt was providing. In point of fact there was no research of this kind for the first fifteen years 
off  the life of NHS. Part of the trouble was that in 1948 medical research meant the Medical 
Researchh Council. The MRC inevitably was biased towards the pure and opposed to applied 
research." " 

3.3.33.3.3 What are the contributions? 

AA key question can be addressed in relation to the effectiveness of services: Did the service 
contributee positively to the patient's health status? This question has been asked very 
often,, and it consists of two fundamental sub-questions, namely: What are the contribu-
tionn of medical care to the health of the population, and can the effectiveness of health care 
bee improved? 

Healthh care is among the important factors attributable to the continuously improving 
healthh status of the population in the developed countries. In Hungary, however, despite 
thee increasingly used health technology the population's health status improved until the 
earlyy 70s, then its improvement turned back and started to decrease. Because the answer is 
nott always clear, viewpoints dependent, there is ample room for further discussion and 
research.. Different authors represent a significant range of different opinions from the 
sometimess called nihilistic viewpoint up to the apologetic opinion. Some of the authors 
questionn the effectiveness of medical care. The key representatives of these writers are 
sometimess called the 'nihilistic chorus'. (Aday, Begley, Lairson et al. 1993) According to 
thiss 'nihilistic chorus': Mckeown, Illich and Carlson: whatever improvement in health sta-
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tuss is achieved, the driving forces to obtain this are everything but medical care. In his well 
knownn and often quoted book: Medical Nemesis, Illic h (1975) pointed out, perhaps in the 
mostt radical manner, that not only has medicine limited effectiveness but since 1950s it 
evenn has had potential to cause as much harm as good. Carlson (1975) reached a similar 
conclusionn in his book: T he End of Medicine', questioning that even a limited effectiveness 
off  medical care seems to be non-existing. McKeown (1979) pointed out that environmental 
factorss were important in improving the health status of the population. Fuchs (1974) 
pointedd out the importance of non-medical interventions, such as lifestyles. Fuchs (1974) 
touchedd upon very important questions. He did not question the effectiveness and contri-
but ionn of medical care but pointed out the decreasing marginal contribution (benefit). Mil o 
(1983)) presented evidence on the limited effectiveness of medical care both in acute and 
chronicc care, and pointed out the importance of social change in avoiding the rather nega-
tivee influences of modern life. Evans and Stoddard (1990) argued that spending great sums 
onn health care reduces savings and investment and consequently have a negative effect on 
healthh status. 

Thee writer of this thesis thinks that the above mentioned scepticism is in general correct. 
Healthh care has a potential to cause more harm than good. If we use health technology 
inappropriately,, for instance not having pr imary health care doctors, unnecessary opera-
tions,, PSA screening, hospital infection, inappropriate antibiotic regime etc. The authors in 
generall  did not separate medical care from health care, but these are two very different 
entities.. They did not take into consideration that the result of medical care is not only 
increasedd lif e expectancy, but improved quality of life, and many things what are not 
relatedd to the effectiveness of medical care but meet the expectations and requirement of 
thee public, such as breast augmentat ion, cosmetic surgery or artificial insemination, etc. 
Moree and more areas and services are being incorporated into health care beyond medical 
care.. Fields outside classical medical care are becoming more and more important includ-
ing,, for example, management, quality assurance, technology assessment, patient educa-
tionn and information, behavioural studies etc. This is echoed in the regulation as well. For 
instancee the Joint Commission has 7 non-medical members on its board, the Canadian 
Councill  on Health Services Accreditation has one representative from the public and the 
Councill  is going to invite more representatives from the non-medical but health care field, 
suchh as social workers. The message that the above cited authors pointed out most impor-
tantlyy can be put as follows: the gap between efficacy and effectiveness is becoming wider 
andd wider. The gap is between what health care could achieve and what it actually does 
achieve.. In my point of view Illich, Carlson McKeown, Fuchs and others became important 
analystss and vehicles of the health care effectiveness improvement in the field of health care 
systemm research, wi t h their positive scepticism (rather than nihilism). 

3.3.43.3.4 Can the effectiveness of health care be improved? 

Donabedian,, Will iamson, Brook and Wennberg accepted the limit s of effectiveness of medi-
call  care and addressed a very practical question: can medical effectiveness be improved and 
iff  yes how? They argued that medical effectiveness can be enhanced and their work re-
sultedd in what is called today outcome research. Donabedian (1966) stressed the necessity 
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off  quality measurement of medical care through the analysis of the impact of the struc-
ture,, process on quality and outcome. Williamson (1978) in his book on health accounting 
statedd that accounting a quality assurance system is analogous to the process of the finan-
ciall  accounting. This pioneer findings were further discussed by Williamson Moore, and 
Sanzanoo (LARGE QA)U 991); Brook and Lohr (epidemiology of medical care) (1985); Ellwood 
(outcomess management) (1988); and resulted in the era of accountability (Relman, 1988). 
Att the same time investigation of the geographic variations and small area analysis showed 
tremendouss variation in the services used and in mortality rates (Wennberg and Gittelsohn, 
1973);; Wenneberg (clinical evaluation science) (1990); Health Care Financing Administra-
tionn (1986 and 1 987) resulted in a through investigation of outcome and establishment of 
clinicall  indicators through various national (Agenda for Changes, JCAHO), (O'Leary, 1987) 
andd international efforts. According to Bernstein and collaborators (1997) setting clinical 
guideliness based on effectiveness criteria is one possible way to improve effectiveness. 

3.3.53.3.5 Conceptual framework and definition 

Accordingg to Wilson and Goldschmidt (1995) effectiveness has a very significant impor-
tancee in quality management. "In the broad sense, health care quality management's goal 
iss to design and document effective interventions, to ensure and document their proper 
applicationn in clinical practice, to measure and document health outcomes, and to use the 
resultantt information on process and outcome variation to improve conformance to cost 
effectivee health care process and interventions' effectiveness in producing health outcomes." 
(Wilsonn and Goldschmidt, 1995) According to Wilson, safety and effectiveness are interre-
lated.. "I f effectiveness is measured in terms of health status improvement - as it should be 
-- any harm that the intervention may cause is counted automatically and thus safety, and 
cannott be considered separately, as the same measure captures both gains (in health status) 
andd losses (injury or harm to patients' health), to yield net health status improvement (or 
deterioration).""  The major conceptual framework of effectiveness research derives from 
thee work of Donabedian (1966). Donabedian first suggested categorisation of medical care 
inn terms of structure, process and outcomes for the purpose of determining what aspects 
mightt have influence on quality. Effectiveness research reflects two competing but prob-
ablyy complementary definitions of effectiveness. One is the population perspective (macro 
level)) or called epidemiology of health (Milo, 1983). Effectiveness research is focused on the 
question:: what are the contributions of health care to the health of the population. The 
secondd is a clinical (micro level) perspective. In this level effectiveness research has a focus 
onn the relationship between the structure and process of health care organisations on the 
healthh of patients. Donabedian and Wennberg called this level a 'clinical evaluation science', 
accordingg to Brook and Lohr (1985) its name is epidemiology of medical care. The cause of 
thee seemingly competing situation is that the unit of analysis for effectiveness is the whole 
population,, while the unit of clinical practice is the patients, group of patient or even a 
singlee patient. What is effective for a group is not necessarily good for each member of the 
group.. That is why clinicians often rely on personal experience over research data. They 
vieww effectiveness research as useful but not necessarily definitive. According to Cochrane 
(1971)) effective service (prevention and treatment) have to have some positive effect, which 
mayy or may not based on evidence from RCT. He also pointed out the importance of taking 
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intoo consideration the potential of having some effect (being effective) in the short run but 
havingg potentially less good than harm in the long run (psychometric drugs). 

Effectivenesss concerns the results achieved in the actual practice of medical care with typi-
call  patients and providers, as contrasted to efficacy which is assessed by benefits achieved 
underr ideal conditions. (Cochrane, 1971; Williamson, 1978; Sackett, 1980; Brook and Lohr, 
1985)) Effectiveness can be composed as a function of benefit achieved and the achievable 
benefit.. (Figure 3.2) 

Figuree 3.2 Effectiveness 
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Thee key element of any study of effectiveness is the comparison between actual practice 
andd some standard. The standard may be absolute (e.g. the explicitly stated aims of the 
service)) or comparative (e.g. the achievement of a differently organised service of the same 
intent). . 
""  ... the ultimate goal is to assess the outcome or impact of health care services on the 
population.""  (St. Leger, Schnieden et al. 1992) Lots of publications are focused on effective-
nesss of the most common medical and preventive activities. (St. Leger et al. 1993) The 
answerr for the question 'efficacy or effectiveness' is critical for all part of the health care 
servicess and not only in the field of high technology but associated with common activities 
suchh as vaccination. (Clemens, Brenner, Rao et al. 1996) The effectiveness of the medical 
proceduree depends on the indications set for that procedure. The question is: in which 
patientss and compared to which other treatment options? In other words, 'appropriate-
ness'' and indication setting' are inseparable. As Long (1992) stated: " ... the concept of 
effectivenesss in health care services performance can be defined as the measure of the de-
greegree to which the objective(s) of a policy programme, treatment, pattern of care, or re-
sourcee group has been achieved. The critical feature of such a definition is the explicit link 
off  the objectives of the service or procedure to actual performance: that is the achievement 
off  the objectives. Effectiveness is thus bound up with the production of a desired effect, in 
contrastt to efficiency the focus of which lies on the achievement of the maximal result 
withh minimum effort or inputs. ... The very concept of effectiveness becomes meaningless 
unlesss clear objectives are identified and set in the establishment of a service or programme." 
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Effectivenesss according to Holland (1983) is "... a measure of the degree to which a par-
t icularr treatment of pattern of care in the population achieves its objective in medical, 
psychological,, and social te rms ." 
Accordingg to the US 'Essential Public Health Services Work Group (1994), to evaluate effec-
tiveness,, accessibility, and quality of personal- and population-based services are among 
thee essential public health services. (Eilbert, Barry, Bialek et al. 1997) There is a different 
definitionn for effectiveness discussed by Woolf and Battista et al. (1990): " The principle 
criterionn in analysing the effectiveness of any medical practices is whether performing the 
proposedd manoeuvre is likely to result more in more good than harm. There is an impor-
tantt distinction between this definition and of effectiveness and a more popular use of the 
term:: the ability of a manoeuvre to reduce to reduce the incidence of severity of its target 
condit ion.. The second definition omits consideration of the adverse effects of the clinical 
manoeuvree that may increase the incidence of non-target condit ions." 

Qual i tyy has many different meaning and dimension. Although, there might be a wider 
interpretation,, in this thesis a rather narrow focus of quality is used. The author is mainly 
concentrat ingg on the issue of measurement and improvement of effectiveness of health 
caree services. 

3.3.63.3.6 What should be the impact of quality assurance? 

Thee impact of quality assurance could be structure, process or outcome related or the 
combinat ionn of the three elements. There are many different views concerning what should 
bee the impact of quality assurance. Two markedly different opinions were discussed by 
Wil l iamson,, Moore and Sanazaro (1991) and Walshe and Buttery (1995). 

Wil l iamson,, Moore and Sanazaro (1991) stated that: ... the product of health care needs to 
bee defined as "benefit achieved" not "units of service" and " ... benefits must be defined in 
termss of outcomes, not improved processes or structures". Finally they argued that: " ... 
outcomess must be defined as encompassing the entire spectrum of health care results for 
bothh consumers and providers including health, economic, and societal results." As they 
furtherr discussed: "The purpose of quality management is thus to identify 'achievable 
benefitt not achieved' and apply requisite interventions to increase these benefits, that is, to 
effectt improvement." If the benefit must be defined in terms of outcomes, there is a need 
forr more good quality outcome data, which are quite often lacking. As Gill (1993) stated 
thatt in the third years of contracting with the NHS: "The main aim seems to have been 
"damagee l imitat ion" rather than the introduction of imaginative approaches to quality 
improvement .""  The author pointed out that limited attention was paid to quality mea-
surementt such as generating indicators or other tools to measure quality of health care, 
andd the absence of national consensus on appropriateness explain why it continues to be 
hardd to use contracting to improve key dimensions of quality. In contrast, Walshe and 
Butteryy (1995) argued that the impact of quality assurance could be defined narrowly as 
itss effect on quality of health care delivered to patients or much broader defined as its effect 
onn the healthcare organisation, the processes of healthcare provision and quality of health 
caree delivered to the patients. According to their survey in the NHS the results of the audit 



33 - Study on the content area of quality assurance and... 95 5 

activityy showed that 8 percent of the changes were related to the quality provided to the 
patients,, 46% of the changes were associated with clinical practice, 33% were associated 
withh service delivery, 5% were associated with organisational structure, 11% were associ-
atedd with organisational culture and 10% were associated with the quality management as 
thee result of the audit in the NHS. Between 1989 and 1994 the Department of Health spent 
overr 220 million pounds on establishing medical and clinical audit in the NHS in England. 
(Departmentt of Health, 1994) However, to evaluate quality of care requires resources. 
Iezzonii  (1997) addressed a very important point in her article entitled 'How much are we 
willin gg to pay for information about quality of care?' As she argued computer files with 
dischargee abstracts to examine no risk adjusted mortality rates can be purchased for $1000, 
inn contrast when clinical data were reported and evaluated for quality of care in California, 
inn 1990 the estimated annual cost was $61 million. In Pennsylvania hospitals are required 
too collect large amount of clinical data which are used to adjust mortality rate for risk since 
1986,, costs are estimated $17.43 per case. 

3.44 Effectiveness of quality assurance activities 

Thee importance of the effectiveness of quality assurance activities is pointed out by many 
authors,, but there is scarce scientific evidence in the literature. As Phelps (1976) wrote two 
yearss after the introduction of the mandatory quality assurance in the USA: "The evidence 
usedd to justify these various regulations of quality has been, to be generous, sparse. The 
primaryy justification for many of these programmes is that the present state of affairs is 
scandalouss so that change must lead to improvement. While not necessarily quarrelling 
withh the premise, the conclusion is unwarranted. It therefore seems appropriate to begin to 
evaluatee the evaluators, to develop a framework with which one could assess the gains to 
societyy from undertaking a quality assurance program of one type or another." While 
theree is a large number of approaches to quality assurance in use, there is no consistent and 
definedd method. As Donabedian (1995) says: " ... we do not know what such efforts 
accomplishh in either altering behaviour or improving health." Shortell et al. (1995) as-
sessedd the evidence of CQI in terms of quality and costs. They found non-conclusive evi-
dence,, based on their research: "i t is difficult to say whether the CQI glass is half empty or 
halff  full" . Donabedian (1996) further discussed this topic in his article about 'The Effec-
tivenesss of Quality Assurance'. He argued that: "The large number of quality assurance 
interventions,, separately and in combination, add another set of complexities to the task at 
hand.. So does the imperfect state of our knowledge about effects of these interventions. 
Truee enough, there is an extensive literature to draw upon. But much of it is anecdotal; it 
merelyy describes what was done, and what seemed to have been accomplished, only in 
specificc locations, during short periods of time. There are very few controlled studies. For 
example,, of the more than 6,000 reports on continuing education gathered by Davis and 
associates,, only 99 were deemed worthy of further analysis. Of these only two thirds 
reportedd a change in behaviour, and even fewer spoke of changes in outcome". In 1998 at 
thee 15th ISQua conference in Budapest a panel of experts came to a similar conclusion as in 
1993.. (Gulacsi, 1999a) Still littl e is known about and few evidence are shown that quality 
assurancee programmes are effective and improve quality of care in a cost-effective way. 
Althoughh some progress can be seen not much has changed since the 10th ISQua conference 
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inn Maastricht, 1993. (Donabedian, 1995; Grol, 1996; Palmer, Louis, Peterson et al. 1996) 
Oftenn the ultimate goal of implementing quality assurance activities is to achieve, or get 
closerr to, the best practice. However, substantial further improvement is needed to set up 
thee 'best practice' for comparison purposes, to see 'where we are now?' and what is achiev-
able.. As Lewis and Foreman (1997) pointed out: " . . . it is impossible for even the most 
conscientiouss practitioners to assess whether they are over- or under-using LCDTs (Low 
Costt Diagnostic Technologies) without information on the expected number of tests in a 
referencee population. There has been very littl e research on what a "best practices" vol-
umess profile would look like in a "standard population" (or in sub-populations with de-
finedd characteristics). (Chapter 9 discusses further and presents practical example) Estab-
lishingg these target volumes would be no easy task, not least because they are logically tied 
too resolution of the "threshold" issues discussed above. Nevertheless, peer performance 
comparisonss are powerful motivators, and without meaningful population-based targets 
economicc and health status effects wil l be considerable." 

Sometimess there are perverse incentives, often created by the financing system. In Hun-
gary,, for instance, under the current hospital financing mechanism (DRG) doing more and 
fasterr is equated with doing better. A very similar situation was discussed by Sheldon and 
Borowitzz (1993) in relation to the NHS in the UK. 

3.4.13.4.1 Peer review 

Peerr review is one of the oldest methods in quality assurance. According to Ertel and Aldridge 
(1977)) peer review is: "the investigational, managerial, and educational process for sys-
tematicallyy monitoring medical and health care which the judgements regarding provider 
performancee and recommendations regarding corrective actions are based on a review of 
qualifiedd professional peers who practice in the same community and who communicate 
thee results of their efforts to the public". Livingstone and Balachandran (1977) evaluated 
thee effectiveness of the peer-review process, compared the costs and benefits resulting from 
peerr review. They found that the benefits of peer review appear to substantially outweigh 
itss costs in Florida. According to Kistemaker (1987) the peer review system in the Dutch 
hospitalss has shown its viability. Smith, Atherly, Kane et al. (1997) investigated 20 refer-
encess of the peer review process, the authors concluded that the peer-review process must 
bee interpreted with caution and if peer review is to be used, priority should be given to 
increasedd use of outcome measures. Other authors came to the very similar conclusions. 
(Smith,, 1998) The authors argued that peer review of the process of care has limited reliabil-
ity.. Berstein, Hofer, Meijler et al., (1997) reviewed 44 references of the peer review process. The 
authorss pointed out that decision analysis performed much better that peer review by an 
expertt panel in measuring the effectiveness and appropriateness of the process of care. 

3.4.23.4.2 Audit 

Medicall  audit was defined in the White Paper (Working for patients, 1989) as a systematic 
criticall  analysis of the quality of medical care including the procedures used for the diagno-
siss and treatment, the use of resources, and the resulting outcome for patients. Macpherson 
andd Mann (1992) argued that there was no data, no criteria, no time for medical audit and 
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theree is no purpose in medical audit unless it changes professional behaviour. Gabbay and 
Laytonn (1992) pointed out that "extended audit of note keeping failed to sustain an initial 
improvementt in practice; this may be due to coincidental decline in feedback to doctors 
aboutt their performance." In our resource-constrained environment a lot of attention is 
devotedd to showing demonstrable effectiveness, the value of resources spent on quality 
assurancee and other quality activities. As Donabedian stressed in 1993 in an interview: "... 
Soo part of the audit activity is not simply a reporting of activity but a documentation of 
reall  change and a reporting of that change. If we can do that, then we wil l be allowed to 
runn our own affairs. If we cannot, sooner or later, someone is going to say this is a lot of 
activityy without evidence of effectiveness; something else has to be done. To me, the lesson 
thatt we have learnt from the past 10 or 15 years of developments in the United States is 
thee inability of professionals to put their own house in order, resulting in justification for 
publicc authorities to become more intrusive, more directive in their pursuit of quality 
assurance".. (Baker 1993) 
Althoughh there is evidence of the efficacy of medical audit, there is littl e evidence of its 
effectiveness.. (Walshe and Coles, 1993; Baker, Noelle, Farooqi, 1995) As Buxton (1994) 
stated:: "Unfortunately there were very few controlled studies undertaken that could show 
convincinglyy that audit had a real impact on practice. Audit, now usually described as the 
systematic,, critical analysis of the quality of medical care, including the procedures used 
forr diagnosis and treatment, the use of resources and the resulting outcome for the patient. 
Theree is a significant degree of uncertainty about the effectiveness of audit activities but 
thee costs are certain. Quality assurance is not free of charge. As Walshe and Buttery (1995) 
pointedd out: " They require staff, clinician's time, facilities, equipment, information and 
otherr resources. All these resources might be used in other ways such as to treat patients, 
too undertake clinical research, or to engage in education or professional development. The 
amountt of opportunity costs of quality improvement may be arguable; however, their 
existencee is indisputable. In the long run, the investment of health care resources in audit 
andd other quality improvement activities has to be justified by their results". (The justifi-
cationn of results is further discussed later in this chapter.) Elfström, Stubberöd and Troeng 
(1996)) based on a literature review of seven references found that patients not included in 
medicall  audit have a worse outcome than those included. The authors concluded that 
clinicall  databases must be seen as suspect sources of patient data for audit and research 
unlesss the problem of missing cases has been explicitly addresses. According to Earnshaw 

(1998)) patients who fail to be registered into medical audit are those who develop complica-
tionss and are transferred to other specialities. Generally the result of all major surgical opera-
tionss are probably worse than reported. Semple, Khaled and Maresh (2000) pointed out the 
importancee of staff training associated with improvement of clinical audit. Johnston, Crombie, 
Daviess et al. (2000) reviewed 93 publications on the benefits and disadvantages of clinical and 
medicall  audit. According to the authors, the main barriers to clinical audit can be classified 
underr five main headings, such as: lack of resources, lack of expertise or advice in project design 
andd analysis, problem between groups and group members, lack of overall plan for audit and 
organisationall  impediments. These findings stress the importance of complex management 
innovationss in order to improve quality of health care. According to Spies, Mokking and Grol 
(1999)) there are limitations of patient records as a source for audit valid quality assessment, 
theirr study showed that the patient records only provided 40% of the necessary data. 
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3.4.33.4.3 Accreditation status 

Walshee and Coles (1993) pointed out that in 1993, at the ISQua conference in Maastricht a 
panell  of eminent experts on quality assurance were asked what evidence existed to show 
thatt the massive annual investment in quality assurance resulted in higher quality of care. 
Accordingg to the panel there was littl e or no evidence. It was pointed out that there is no 
conclusivee evidence that relationship between the accreditation status of hospitals and quality 
off  care exist. (McGowan, 1995}  A very similar panel of experts came to the same conclu-
sionn in 1998 at the ISQua conference in Budapest (Gulacsi, 1999a) Transparency of the 
decisionn making in the field of accreditation and certification should be further encouraged, 
ass stated by the United States General Accounting Office. (GAO, 1999) Brook (2000) ar-
guedd that: "The USA spends more money than probably any country in the world on 
hospitall  accreditation, yet study after study has demonstrated huge variations in quality 
off  hospital care. There is no evidence to suggest that, in the absence of accreditation, the 
variationn in hospital quality in the USA would be any greater" 

3.4.43.4.4 Practice guidelines 

Accordingg to Lohr, Eleazer and iMauskopf (1998): "Guidelines are meant to provide formal 
conclusionss and recommendations about appropriate (inappropriate) and necessary (un-
necessary)) care for specified types of patients in specified types of practice settings." In the 
medicall  field there is evidence from systematic reviews to show that practice can be changed, 
effectivenesss and patient outcome can be improved. Grimshaw and Russel (1993 and 1994) 
andd Grimshaw, Freemantle and Wallace (1995) and Grimshaw, Eccles and Russel (1995) 
showedd through systematic reviews that practice guidelines can improve effectiveness 
throughh changing medical practice and achieve health gains if they are scientifically valid, 
guidelinee development, dissemination and implementation strategies are appropriate, and 
iff  the consultation is individualised. But as they stated: "Unfortunately, development of 
guideliness has largely ignored the issue of costs." Scientific validity is an important issue 
becausee clinicians are often (probably mainly) faced with patients, who are generally ex-
cludedd from RCTs, including patients with multiple health problems, older patients, chil-
drenn and women. (Lohr, Eleazer and Mauskopf, 1998) Klazinga (1994) stated that guide-
liness can enforce efficiency when developed within the framework of a consistent goal-
method-effectt scheme and applied as an integral part of personal quality assurance activi-
ties.. Introduction of guidelines often does not change practice. The impact of the guidelines 
onn patient outcomes are often absent or not studied at all. (Grimshaw and Russel, 1993; 
Hunt,, Haynes, Hanan et al., 1998; Thompson and Oxman, 1999; Grol, 2000) 
Inn the field of nursing and primary health care this kind of evidence is weak or lacking. 
Thomas,, McColl, Cullum et al. (1998) undertook a systematic review to evaluate effective-
nesss and cost-effectiveness of clinical practice guidelines in nursing. They used the Cochrane 
Effectivee Practice and Organisation of Care Group (EPOC) register. Eighteen RCTs met the 
inclusionn criteria which provide some evidence that care driven by guidelines can be effec-
tivee in changing the process and outcome of care. Most of the studies suffered from various 
weaknesses.. Only three of the eighteen studies provided evidence from randomised con-
trolledd trials in which the unit of randomisation and analysis were the health care profes-
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sionals.. In studies where patients were the unit of randomisation there was a possibility of 
thee contamination of the control groups. Recently many researchers focussed heavily on 
effortss in various countries to evaluate how to transfer the results of clinical research into 
clinicall  practice and how to create and disseminate clinically evidence-based guidelines. 
Thorsenn and Makela (1999) highlighted the importance of the economic evaluation of 
guidelinee implementation strategies and the investigation the impact of guidelines on the 
changingg professional practice. The Cochrane Collaboration has created a new Group - The 
Cochranee Effective Practice and Organisation of Care Group to assist efforts in bridging the 
gapp between evidence about effective and efficient health care delivery. Lohr, Eleazer and 
Mauskopff  (1998) argued that differences, between effectiveness and efficacy is an impor-
tantt one. (Lohr, 1988; Brook and Lohr, 1985; Detsky, 1995). 'Evidence based medicine and 
clinicall  practice guidelines have become increasingly salient in the international health care 
communityy in the 1990s. (Lohr, Eleazer and Mauskopf, 1998) According to Worall, Chaulk 
andd Freake (1998) littl e support exists to show that guidelines in primary care settings 
improvee patient outcomes. As the authors stated: "Implementation of clinical practice guide-
lineslines in primary care settings does not consistently result in improvements in clinical 
outcomes."(EVB)) Practice guideline vs. feedback to providers, or probably guideline for feed 
backk to providers is most useful. Wilson (1998) came to a similar conclusion, he argued that 
littl ee support exists to show that guidelines in primary care settings improve patients out-
comes.. Woolf, Grol, Hutchinson et al. (1999) pointed out that guidelines have potential ben-
efits,, limitations and harms, due to the fact that scientific evidence about what to recommend 
iss often lacking, misleading or misinterpreted. Guideline setting should be based on scientific 
evidence.. (Shekelle, Woolf, Eccles et al, 1999; Hurwitz, 1999; Thorsen and Makela, 1999) 

3.4.53.4.5 Other quality improvement tools 

Lotss of quality improvement tools are used in various health care settings in several coun-
tries,, which have varying levels of evidence that they work. The effectiveness of the printed 
educationall  materials alone, as Freemantle, Harvey and Grimshaw (1997) argued, appears 
limited.. They pointed out that: "The value of additional implementation strategies is un-
clearr for changing physician behaviours and improving patient outcomes." The role of 
opinionn leaders are usually ranked very high in quality improvement. However, the effec-
tivenesss of local opinion leaders varies. Thompson, Oxman, Haynes et al. (1998) in their 
systematicc review found 6 RCT trials of opinion leaders. Five from the six showed positive 
aspectss of process of care, three studies tested effects on patients outcomes and one of them 
wass positive. There are other quality improvement activities showing evidence of being 
effectivee as well. Randomised controlled trials show that educational outreach visits com-
binedd with additional interventions reduce inappropriate prescribing by physicians (Th-
ompson,, Oxman, Davis, et al., 1998), and computerised reminders increase the rate of use 
off  most preventive services (Shea, DuMouchel, and Bahammode, 1997) Lomas (1991) 
comparedd the effect of audit and opinion leader education. He concluded that regulatory 
andd economic incentives might be more effective. Palmer and collaborators (1996) answer 
too the question 'What makes quality assurance effective?" based on RCT results (in US) is: 
"Feedbackk to providers of data on their performance is a more powerful stimulus for qual-
ityy improvement than is knowledge of guidelines or discussion of review criteria". O'Connell, 
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Henryy and TomLins (1999) showed evidence from randomised controlled trial that the feed-
backk had no impact on prescribing levels of general practitioners in Australia. 

3.55 Costs and savings/profit of quality assurance programmes 

Healthh care managers and financing institutes often stated that improvement of quality of 
caree is too expensive. Others argue that it is not too much quality, but rather too low 
qualityy that creates costs. Other experts pointed out that quality care and cost contain-
mentt can exist simultaneously. Although, many studies have examined the relationship 
betweenn quality assurance and productivity, none have conclusively demonstrated QA's 
impactt on productivity. Most likely, it is due to the inability to quantify the real costs of 
quality.. (Donabedian, 1980; Batchelor and Esmond, 1989; Donabedian, 1988; Ullmann, 
1985)) Bliersbach (1989) found to his surprise that health care professionals still view cost 
andd quality as "inversely related", but quality assurance and cost accounting should be 
integrated.. The most important barriers are lacking cost and outcome data and the lack of 
universall  agreement on what should be the outcome of health care. Costs and potential 
savingss should be determined and communicated in quality assurance feed-back. (Bliersbach, 
1989;; Berwick, Godfrey, Roessner, 1991) Brook (1989) argued: "Viewing outcome and 
costt separately may create misleading analysis and misdirect management" 

3.5.13.5.1 The cost of quality 

Studiess conducted in industry showed that the cost of quality is estimated to equal from 
20%% to 40% of the total organisational total costs. (Crosby, 1984; Juran 1988) This cost is 
duee to the waste of poor quality and unnecessary work, rework waste and redesign waste. 
Costt of quality, including the price of conformance and the price of non-conformance, was 
estimatedd by Berwick, Blanton and Roessner (1990) up to 50% of costs in health care. 
Thee American Society for Quality Control (ASQC) defines quality costs as: "a measure of 
costss specifically associated with the achievement or non-achievement of product or ser-
vicee quality." (Hagan, 1986) More specifically, quality costs are the total of the costs in-
curredd through: 
a)) investing in the prevention of non-conformance to requirements: identification of 

clients'' needs, education and training of employees, developing of quality monitoring 
andd reporting systems, institution of quality administration, and planning and de-
sign; ; 

b)) appraisal of a service for conformance: quality audits, accreditation, licensure and 
certificationn review, calibration and maintenance of equipment, documentation, in-
spectionn and evaluation of services; 

c)) failure cost which can be subdivided into the costs of: 
internall  failures: waste of any kind (unnecessary tests or supplies), investigation 
off  defective tests, unnecessary repetition of tests or other services, wasted time, 
reinspectionn and correction; 
externall  failures: responding to patient complaints, insuring against liability or 
exposuree to malpractice risk, loss of goodwill. (Suver, Neumann and Boles, 1992) 
Harringtonn (1987) estimated that from the total quality costs. 30% are generated 
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byy external failure, 45% by internal failure, 20% are the costs of appraisal and 5% 
thee costs of prevention. The main problem is that in many organisations the costs 
off  quality are not reported in financial statements, simply because they are not 
availablee and many costs items (e.g. hidden costs of lost customers) can be evalu-
atedd only indirectly (e.g. reduced revenues). (Suver, Neumann and Boles, 1992) 

Oaklandd (1995) discussed the costs of quality and cost-effective quality management in 
detaill  in industrial setting. He subdivided the total quality related costs into three parts 
suchh as prevention, appraisal and failure costs. He stated that: "The analysis of quality 
relatedd costs is a significant management tool that provides: 

aa method of assessing the effectiveness of the management of quality, 
aa means of determining problem areas, opportunities, savings and action priorities. 

Accordingg to Oakland (1995): "The costs of quality are no different from any other costs, 
likee the costs of maintenance, design, sales, production/operation, and other activities, 
theyy can be budgeted, measured and analysed." The relationship between quality manage-
mentt and financial management in European hospitals were examined and 24 statements 
weree made as part of the Concerted Action Programme on Quality Assurance in Hospitals 
(BIOMEDD I.). (Rooze, Klazinga, Casparie, 1995) 

3.5.1.11 Estimated costs and spending on quality 

Greerr and Dobson (1979) argued that the estimated costs of the nation-wide implementa-
tionn of the utilisation review would have been $81.3-$107.6 million for 1976. The UK 
Departmentt of Health gave a 400,000 Pounds grant to the clinical accountability, service 
planningg and evaluation (CASPE) pilot project at Bloomsbury - which has been in the 
vanguardd of developing a methodology for mechanised, routine monitoring of patient sat-
isfaction.. (Carr-Hill, Dixon and Thompson, 1989) Within three years in the late eighties 
andd early nineties, the Department of Health of the United Kingdom spent about 140 mil-
lionn Pounds on developing medical audit programme in England. (DOH, 1991) Macpherson 
andd Mann (1992) discussed that in the UK 24 million pounds was allocated to regional 
healthh authorities for audit purposes (data collection and criteria setting) in 1990/1991 
andd this was increased in 1991/1992. According to Walshe (1995) about 40 million pounds 
weree spent each year between 1989-1994 on the direct cost of clinical audit. The average 
healthh care professional spent one hour a week on clinical audit, this costs are accounted 
3900 million pounds a year. As reported by the United States Agency for Health Care Policy 
andd Research the costs per guideline ranged from $340,000 US to 675,000 US and the 
Dutchh College of General Practitioners found the costs per guidelines to be $100,000 US. 
(Grol,, 1996) As Maguerz (1997) explained, "A financial incentive has been developed by 
thee French Ministry of Health to promote quality improvement programs in public hospi-
tals:: every public hospital is able to present a quality improvement project to a jury. If 
selected,, the project is funded within the limit of 400,000 Francs (around $80,000 US). 
Thiss incentive has been initiated in order to offset management constraints." Ballard and 
Cangialosee (1997) discussed that " ... the largest external quality oversight effort in the 
US,, the Health Care Financing Administration's (HCFA) Health Care Quality Improvement 
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Programm (HCOJP) that current ly allocates in excess of $220 millio n per year from US tax-
payerss for 37 mill io n Medicare beneficiaries who are the subject of the quality improve-
mentt efforts of the peer review organization (PRO) program. There is considerable uncer-
ta intyy regarding the return on this investment from any economic frame of reference, 
includingg that of Medicare." 

3 .5 .1 .22 The interpretat ion of the costs of qual i ty 

Puree data on costs of quality are impossible to interpret. Partly due to the incompleteness 
off  the costing, indirect and intangible costs are lacking in most of the cases. Intangible costs 
aree less easily quantified but no less important. Indirect costs significantly influence cost-
effectivenesss rat ios. Because of the significance of indirect costs, a greater degree of 
standardisationn needs to be achieved. (Jacobs and Fassbender, 1997) And partly due to the 
limitedd information about savings in cost and benefit (in fiscal or non-fiscal term) as a 
resultt of the investment in quality. 

3.5.23.5.2 Volume, costs and quality 

Severall  examples that are listed and evaluated from the literature by Labelle (1986), show 
thatt the average cost of medical services depends on the volume performed if and where 
economiess of scale exist. Average costs are lower when higher volume of services is pro-
vided.. Estimating volume-average cost functions for an individual institution requires that 
institute-specificc cost data be obtained. While there is an agreement that when economies 
off  scale exists, close volume and cost relationship can be demonstrated, the volume-quali ty 
relationshipp is more uncertain. Uncertainties exist mainly because of the multidimensional 
na turee of quality which is very difficul t to define and because volume-qual i ty data are not 
recordedd routinely. Banta and collaborators (1991 and 1992) published reviews of the avail-
ablee l i terature on volume-outcome relationship. They concluded that in certain health care 
servicess strong volume-qual i ty relationship can be presented such as CABG surgery, open-
heartt surgery, organ transplantat ion. Other authors came to a same conclusions. (Feeny, 
Guyat t,, and Tug well, 1986; Hannan, 1989) For further evaluation the volume-quali ty 
scenarioo should be subdivided into two parts, min imum number of cases and total number 
off  cases. A m in imum number of cases performed yearly in a certain hospital or depart-
mentt or team or provided by individual surgeon or physician is required in order to evalu-
atee qual i ty and costs. If we want reliable information about quality and costs require-
mentss of statistics and epidemiology have to be satisfied and local variations have to be 
excluded.. This intention is highlighted in recently proposed FDA (1998) rules which wil l 
requiree every radiological facility performing screening mammography to conduct a mam-
mographyy medical outcomes audit program as part of their quality assurance program. A 
m a m m o g r a p hyy medical outcomes audit has been defined by the FDA rules to be "... a 
systemat icc collection and analysis of mammography results and the comparison of those 
resultss w i t h data from biopsy results." The proposed rules wil l require as a min imum, that 
eachh facility correlate the biopsy or cytology results of its positive mammogram with the 
interpretingg physician's recommendations and report. It means, among others, that a mini-
m umm sample size is required. 
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3.5.33.5.3 Savings/profit and good quality of care 

Somee cost information related to quality, mainly direct costs of a given project can be 
foundd quite easily in the literature. Information related to the benefit and outcome of the 
QAA activities is also possible to extract from the literature. Costs and outcome information, 
however,, not standardised varies from programme to programme a great deal. Due to this 
factt interpretation and comparison of this information is practically impossible. (Table 3.1) 

Tablee 3.1 Cost and benefit/outcome of quality assurance programmes 

Publication n 

Livingstone e 
and d 
Balachandran, , 
1977 7 

Greerr and 
Dobson, , 
1979 9 

Thompson, , 
Palmerr and 
Rothrock, , 
1983 3 

Carr-Hill, , 
Dixonn and 
Thompson, , 
1989 9 

Shockney, , 
1992 2 

Creps,, Coffey, 
Warnerr et al., 
1992 2 

Hsiaa and 
Ahern,, 1992 

Macpherson n 
andd Mann, 
1992 2 

Wall  she, 1995 

Qll  tool and 
objective e 

peerr review, 
too decrease 
over--
utilisation n 

implementing g 
utilisation n 
review w 

audit,, cost 
measurement t 
off  various 
aspectss of 
audit t 

patient t 
satisfaction n 
measurement, , 
questionnaire e 
development t 

generall  QI 
too control 
inappropriate e 
hospital l 
admission n 

TQM M 

generalQll  to 
improve e 
hospitall  profit 

audit,, data 
collection, , 
criteriaa setting 

clinicall  audit 

Costs s 
(direct t 
costs) ) 

$424,000 0 
US S 
1972-1974 4 

$81.3--
$107.6 6 
millio n n 

$$ 1.92 
millio nn US 

400,000 0 
Pounds s 

not t 
specified d 

$44 million 
US, , 
incremental l 
costs,, for 
fourr years 

not t 
discussed d 

244 million 
pounds s 

400 million 
pounds s 

Location n 

Medicare e 
Partt B 
reimbur--
sements, , 
Florida, , 
4229752 2 
enrolees s 

nationwide, , 
US S 

150000 cases 
inn hospital 

nationwide, , 
UK K 

hospital l 

hospital l 

hospital l 

nation-wide e 

nationwide e 
1989-1994 4 

Savings s 

$3,445,785 5 
US, , 
1972-1974 4 

not t 
measured d 

savings-cost t 
analysis s 
risee 7% of 
alll  budgetary 
directt cost 

not t 
measured d 

0.22 million 
USS per year 

$13.8 8 
millio nn US, 
forr four 
years s 

7.9%% profit 
rise e 

not t 
measured d 

not t 
measured d 

Outcome e 

not t 
measured d 

not t 
measured d 

not t 
measured d 

patient t 
satis--
faction n 

not t 
measured d 

good d 
quality(H) ) 

good d 
quality y 
(0) (0) 

not t 
measured d 

not t 
measured d 

Costss per 
unitt of benefit 
improved d 

not t 
measured d 

not t 
measured d 

not t 
measured d 

not t 
measured d 

not t 
measured d 

nott measured 

nott measured 

nott measured 

nott measured 
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Publication n 

Kerrigan, , 
1995 5 

Maguerz, , 
1997 7 

Ballardd and 
Cangialosc, , 
1997 7 

Kestonn and 
Enthoven, , 
1998 8 

Black,, 1998 

Grol,, 2000 

CUU tool and 
objective e 

risk k 
management t 

generall  OJ 

externall  peer 
review, , 
HCFA's s 
HCQIP P 
program m 

generalOJJ to 
improvee total 
hip p 
replacement t 

medicall  audit 
too improve 
conformance e 
wit hh throm-
bolysis s 
guideline e 

generall  guide-
linee setting 

Costs s 
(direct t 
costs) ) 

not t 
discussed d 

$80,000 0 
US S 

$25 7 5 7 
million/ / 
year r 

not t 
provided d 

3,700-5,200 0 
poundss in 
different t 
hospitals s 

50,0000 $US 
/guideline e 

Location n 

hospital l 

hospital l 

nationwide, , 
US S 

hospitals, , 
US S 

hospitals s 

primary y 
healthh care 

Savings s 

aa $3 million 
savings s 
overr 5 years 

not t 
measured d 

uncertain n 

costt per case 
reducedd by 

$90000 US 

not t 
applicable e 

not t 
measured d 

Outcome e 

not t 
measured d 

not t 
measured d 

decrease e 
differences s 
between n 
thee obser-
vedd and 
achievable e 
inn both 
caree and 
outcome e 

outcome e 
specified d 

r) ) 
improved d 
confor--
mance e 
wit h h 
guidelines s 

50-85% % 
practitio--
nerr comp-
liancee with 
guidelines s 

Costss per 
unitt of benefit 
improved d 

nott measured 

nott measured 

nott measured 

nott measured 

fromm 101 -
too 392 pounds 
perr extra case 
given n 

nott measured 

((uu)As)As a result of the programme, the number of cases increased by 33%, misscheduled cases decreased from 13% 
toto 3%and cancellation went down 25%. 
(0):(0): no omission of medically indicated services; no provision of unnecessary services; and no complication to 
indicatedindicated services. 
(*)(*) cost of hip replacement, infection rate, venous thrombosis, dislocation of the hip, 
HCFA-HCFA- Health Care Financing Administration 
HCQJP-HCQJP- Health Care Quality Improvement Program 

Too achieve savings and benefit/profit is a crucial requirement for quality assurance. As 
Donabediann says: "Still , I think that savings in cost are the dominant moving force as far 
ass major purchasers are concerned, whether they are private or government owned. So 
qualityy appears mainly in the guise of value for money. I don't think it appears as a sepa-
ratee objective, in the service of which large scale purchasers are willin g to pay extra money." 
(Bakerr 1993) Livingstone and Balachandran (1977) conducted a study in Florida and com-
paredd the effectiveness, costs and benefit of different types of peer review systems used to 
decreasee the over-utilisation of health care services covered by Medicare Part B reimburse-
ments.. They found that the benefit of peer review exceeded the costs rather substantially. 
Betweenn 1972-1974 the net benefit was $3,445,785 US in Florida counties. The costs of 
peerr review (professional time, travel expenses, executive, professional non-meting time, 
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consultants,, secretarial, clerical expenses) was calculated and compared to the benefit such 
ass costs savings due to the decreased level of over-utilisation of health care services. 

Goodd quality care could increase hospital profits under prospective payment by 7.9 per-
cent,, according to Hsia and Ahern (1992). Good quality of care was defined as: no omission 
off  medically indicated services; no provision of unnecessary services; and no complication 
too indicated services. Reviewing physicians identified 5.5% patients as falling to meet pro-
fessionallyy recognised standards (poor quality) and 87.9% of the patients experienced at 
leastt one instance of omitting medically necessary services. Delivery of medically neces-
saryy services had a beneficial effect on hospital profits. In contrast Cleverley and Harvey 
(1992)) pointed out that the link between high quality and high profit is difficult to docu-
mentt for health care services, as they stated: "Increases in quality are not reflected in 
higherr profits because of the limitations on charges." They found some evidence that poor 
qualityy hospitals are less profitable, but the causal relationship was not uncovered. (Whether 
thee hospital is less profitable because of poor quality or the quality is poor because the 
hospitall  is less profitable is a question to be answered.) Hospital mortality rate was used in 
theirr study as quality indicator. Meyer and Feingold (1993) argued that standard treatment 
protocolss improve quality and reduce costs by 10-26%. According to Lee and Clarke (1992) 
betterr quality can enhance hospital profitability through improved competitiveness. State-
mentss were based on theoretical speculations. Cost of quality, including the price of con-
formancee and the price of non-conformance, was calculated by Hughes (1992) in a 300 
bedd community hospital. The initial cost of quality was $8.5 million and was reduced by 
$2.11 million in less than 2 years. Savings were due to the zero defects on Medicare billing, 
andd decreased over-use of services such as more appropriate use of narcotics, multi-dose 
medications,, data processing, and laboratory services. Shockney (1992) showed evidence 
thatt hospital wide quality assurance and utilisation management programs do yield finan-
ciall  benefit. At John Hopkins Hospital a programme was created to identify opportunities 
too control inappropriate inpatient admissions, shorten patient's length of stay, monitor the 
usee of ancillary services and improve physician documentation in patient medical records. 
Thee programme resulted in around two hundred thousands dollar benefit yearly. Kerrigan 
(1995)) showed that The Royal Victorian Eye and Ear hospital had a $3 million savings over 
55 years through improved quality activities, mainly with the help of risk management. 
Thee importance and helpfulness of costing quality was concluded by Maycock and Shaw 
(1994)) as a result of their study conduced in the outpatients department of Harrogate 
Healthh Care NHS Trust and Huddersfield Royal Infirmary, United Kingdom. 

Inn many health care areas cost can be reduced with quality improvement. Keston and 
Enthovenn (1998) reviewed 43 references in the field of total hip replacement. The authors 
identifiedd 14 clinical and management innovations that they concluded to be relevant to 
costt reduction and quality improvement. Kaiser Permanente estimated that cost were re-
ducedd by 9000 dollars per case. Outcome was defined such as: cost of hip replacement, infec-
tionn rate, venous thrombosis, dislocation of the hip. The authors concluded that there had 
beenn a significant improvement in quality during a period which cost had decreased signifi-
cantly.. Homa (1998) pointed out as well that cost can be reduced with quality improvement. 
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3.5.3.11 Quality of care and savings/profit under prospective payment system 

Daviss and Rhodes (1988) argued that the prospective payment system (PPS) had enhanced 
thee quality of inpatient care "by discouraging unnecessary and potentially harmful proce-
duress and by encouraging the concentration of complex procedures in facilities in which 
thee high frequency of these procedures promotes efficiency". Other authors came to a 
similarr conclusion. (Draper, Kahn, Reinisch at al., 1990) 

3.5.3.22 TQM, cost savings/profit and quality 

Milakovichh (1991) stressed the importance of the quality of care in health care settings in 
competitivee markets which - according to the author - encourage managers to reorient 
healthh care systems from a cost-driven approach to the implementation of TQM. Creps, 
Coffey,, Warner et al. (1992}  integrated TQM and quality assurance at University of Michi-
gann Medical Center. They found that the financial benefits of TQM were substantially 
greaterr than the costs. The costs of the four-year programme amounted to $4 million US, 
includingg incremental costs and staff time spent in training programmes, the benefit over 
thee same 4 years period was $17.8 million, for a net gain of $13.8 million. TQM activities 
weree implemented in the operating rooms of the hospital. As a result of the programme, 
thee number of cases increased by 33%, misscheduled cases decreased from 13% to 3%and 
cancellationn went down 25%. According to Roberts and Zangwill (1993) TQM reduces cost 
and/orr increase customer satisfaction. According to their definition for TQM: "Continually 
servee customers better and more economically using scientific method and teamwork, and 
focusingg on removal of all forms of waste". The authors made a distinction among: a) 
simplee waste (waste of poor quality and waste of unnecessary work); b) rework waste; c) 
redesignn waste; and d) waste of unnecessary work. 

3.5.43.5.4 Accounting economic costs 

Whenn improving quality one can expect return on such investment, the time and other 
resourcess one spend improving quality has to produce a return. Improving quality might 
bee a financial investment. In order to confirm or refute this statement economic costs have 
too be accounted carefully. There are many problems in accounting economic costs. Cost, 
pricess as signalling device to market traders are not free. (Prices in markets related to health 
caree are not reflecting real scarcity because of market distortions.) Methodological weak-
nessess may distort market signals and cause inefficient resource use. There are three addi-
tionall  points: a) costs information can be misleading if there is no consensus on what cost, 
inn which way and by whose point of view should be accounted; b) costs information is 
alsoo not free; c) at what level should information on cost be collected? This question is 
relatedd to the packaging of care scenarios as well. Can we use costs information of an 
individuall  button when buying a jacket? 
Thee difficulty comes from the fact that the prospective payment system frequently under-
payss for some services and overpays for others in the various DRG categories. This is 
partlyy the reason why costs do not equal charges. Hospitals charge less than their costs for 
somee items and services to some patients while charging more than their costs to others. 
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Thiss cost-shifting makes economic analysis difficult. In many publications in Hungary, 
andd presumably in other countries also, charges and payments (DRG) are quite often used 
forr cost-effectiveness analysis because prices are not known. Based on this phenomenon 
Haleyy (1991) emphasised four methods for estimating costs: a) the first method for esti-
matingg cost simply sums all the charges and calls it "cost"; b) the second method involves 
multiplyingg the charges by the hospital's overall cost-to-charge ratio and calling that the 
cost;; c) the third method uses the second method at the department or ward level, and then 
sumss all these weighted departmental subtotals; the fourth method is the so called micro-
costing.. It involves obtaining the complete list of all care items and services offered by the 
hospitall  and determining what it costs the hospital in goods and personnel to deliver each 
individuall  item of service. The fourth method is appropriate but very time consuming and 
costlyy to manage; this method was used in the study presented in Chapter 8. 

3.66 Costs-effectiveness of quality assurance programmes 

Thompson,, Palmer and Rothrock (1983) pointed out that very littl e is known about the 
costss and cost-effectiveness of quality assurance programmes and discussed that the costs 
off  the Ambulatory Care Medical Audit Demonstration Project was $ 1.92 million US and 
hadd a moderate effect on provider behaviour. Phelps and Mooney (1992) evaluated the 
cost-effectivenesss of external quality oversight in the United States. According to their 
findingss the top 25 medical activities generated a total loss of $7 billion dollars in 1987 
whichh was the 15% of total health care expenditure for that year. Some quality assurance 
programmess such as Health Care Quality Improvement Program, HCIQP appeared to be 
effectivee to make this loss lower. (Ballard and Cangialose, 1997) 
Thee conventional understanding that increases in quality are associated with increases in 
costss and cost pressures are likely to affect quality adversely was reviewed, but the results 
weree not consistent. It was concluded that the relationship between cost and quality was 
complexx and the relationship is non-linear. (Harkey and Vraciu, 1992) According to the 
studyy in which a large number of Medicare hospitals were enrolled, some relationship was 
foundd of the cost-quality function. In the lowest and upper 'class' a positive cost-quality 
relationshipp was found, an increase in quality was associated with an increase in cost. In 
thee mid-region where the largest number of hospitals are located, however, higher quality 
wass associated with lower cost. The authors concluded that in these hospitals higher vol-
umee of services is associated with "fewer mistakes, fewer tests, and the choice of the more 
effectivee and less costly strategies of care". (Harkey and Vraciu, 1992) These hospitals are 
ablee to increase profitability through improvement of quality. Positive relation was found 
betweenn cost and quality by Harkey and Vraciu (1992) as a result of their study on 82 
smalll  and medium-sized hospitals. Quality was defined as perceptions of quality by pa-
tients,, physicians, community residents and employees measured by questionnaires. 
Starfield,, Powe, Weiner et al. (1994) argued that a clear relationship between quality and 
costss is lacking in primary care settings. 

Ann obvious limitation was pointed out by Hadley, Zuckerman and lezzoni (1996) in the 
summaryy of the result of their study in which they analysed the effects of financial pres-
suree and market competition using data from the Medicare program. They argued that 
theree was no data of quality of care and its outcome. Few areas are being rigorously evalu-
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atedd according to the requirement of the cost-effectiveness of quality assurance. One area 
thatt has received a great deal of attention and does seem to be effective is reducing hospital 
infections.. (This is the main reason why this topic was chosen as one of the most impor-
tantt topics of the study on which this thesis is based.) In the United States, an evaluation 
estimatedd that quality assurance programmes reduced nosocomial infections by 32 per-
cent.. (Haley 1986) The effectiveness and cost-effectiveness of infection control programmes 
aree under continuous scrutiny. (Condon, Haley, Lee et al. 1988; Seto 1995; Mehtar 1995) 
InIn their article entitled 'The cost of quality assurance in medicine', Thompson, Palmer, 
Rothrockk (1983) argued that costs are thought to be less important than the fact of effec-
tivenesss they stated: "An effective program in not finally justified until it is shown to be at 
leastt as cost-effective as other programs with similar types of benefits." The authors con-
ductedd a cost-effectiveness study of medical audit as part of the Ambulatory Care Medical 
Auditt Demonstration (ACMAD) Project. The cost-effectiveness of the audit was calculated 
suchh as: how much money was spent per audited case across sites and topics. The case per 
costss were ranged from $17 for glucose at site and $339 for digoxin at site. The authors 
foundd that the cost of cost analysis was estimated 7% of all direct budgetary costs, the total 
directt cost of the project was $ 1.22 million over five years. Overall costs and cost-effective-
nesss expressed as cost per unit of improvement in patient outcomes was the focus of the 
studyy by Robinson, Thompson and Black (1998) to measure cost and cost effectiveness of 
auditt of thrombolysis in some district general hospitals. Cost effectiveness was taken to be 
costt per audited case, cost-effectiveness expressed as cost per unit of improvement. Patients 
withh suspected acute myocardial infarctions receiving thrombolysis have a better chance 
too survive. They found that the overall cost of the Q.I programme in hospitals varied be-
tweenn 3,700-5,200 pounds in the participating hospitals, while the cost-effectiveness ranged 
fromm 101 pounds to 392 pounds per extra case given thrombolysis. There are many com-
petingg demands for health care resources, of which quality assurance is only one. Expendi-
turess on quality assurance have an opportunity cost which cannot be ignored. 
Theree is a negative reason to evaluate quality assurance such as 'do not waste resources': 
resourcess from quality assurance programmes with low effectiveness should be reallo-
catedd to quality assurance programmes with a higher level of effectiveness and cost-effec-
tiveness.. Because quality of care is not optional any more, but is an expectation, or even 
mandatory,, in many health care areas, it is even more important to choose the most effec-
tivee and cost-effective quality activities to be implemented. There is a more positive reason 
ass well, if evaluation demonstrates the effectiveness and cost-effectiveness of quality as-
surancee programmes, of any types, it can be a powerful incentive for health care profes-
sionalss to participate and for funding institutions to finance this activity. 



33 - Study on the content area of quality assurance and... 109 9 

References s 

Adayy LA, Begley CE, Lairson DR, et al. (1993) Evaluating the Medical Care System, Effective-
ness,, Efficiency and Equity, Health Administration Press, Ann Arbor Michigen, 25 
Bakerr R (1993) Avedis Donabedian: an interview, Quality in Health Care 2, 40-46 
Bakerr R, Noelle R, Farooqi A (1995) Audit in general practice: factors influencing participation, 
BMJJ 311, 31-34 
Ballardd DJ, Cangialose CB (1997) Eight recommendations for maximising the return on invest-
mentt in external quality oversight, International Journal for Quality in Health Care 9, 2, 83-
86 6 
Bantaa HD, Bos M (1991) The relation between volume and outcome in heart surgery, Health 
Policyy 18:1-10 
Bantaa HD, Engel GL, Scherstén T (1992) Volume and outcome of organ transplantation, Inter-
nationall  Journal of Technology Assessment in Health care, 8, 3, 490-505 
Batchelorr GJ, Esmond TH (1989) Maintaining High Quality patient care while controlling costs, 
Healthcaree Financial Management 43, 2, 20-30 
Beggg C, Cho M, Eastwood S, et al. (1996) Improving the Quality of reporting of Randomized 
Controlledd trials, The CONSORT Statement, JAMA 276, 8, 637-639 
Bernsteinn SJ, Hofer TE Meijler AP et al. (1997) Setting standards for effectiveness: a compari-
sonn of expert panels and decision analysis, International Journal for Quality in Health Care 9, 
4,, 255-263 
Berwickk DM, Blanton A, Roessner J (1 990) Curing health care, San Francisco: Jossey-Bass 
Berwickk DM, Godfrey B, Roessner J (1991) Curing health care, Jossey-Bass Publishers, San 
Francisco o 
Berwickk D (1994) Improving the appropriateness of care, in Weber V, (ed.) Quality connection, 
3rdd ed., vol. 1. Boston: Institute for Healthcare Improvement: 1-6 
Bliersbachh CM (1989) Integrating quality assurance and cost accounting to facilitate manage-
mentt efficiency, Quality review Bulletin, October, 302-305 
Boycee N (1996) Using outcome data to measure quality in health care, International Journal 
forr Quality in Health care 8, 2, 101-104 
Brookk RH, Lohr KN (1985) Efficacy, effectiveness, variations and quality: boundary crossing 
research.. Medical Care 23, 5, 719-722 
Brookk RH (1989) Practice guidelines and practicing medicine: are they compatible? Journal of 
thee American Medical Association 262, 3027-3030 
Brookk RH, Kamberg CJ, McGlynn EA (1996) Health System Reform and Quality, (1996), JAMA 
276,, 6, 476-480 
Brookk RH, McGlynn EA, Shekelle PG (2000) Defining and measuring quality of care: a perspec-
tivee from US researchers, International Journal of Quality of Care, 12, 4, 281-295 
BSII  5750 (1987) Quality System Part 1: Specification for Design/Development, Production, 
Installationn and Servicing. British Standards Institution, Milton Keynes 
Britishh Standards Institute (1987) (In: Overtveit, J. Health Service Quality, (1992) Oxford 
Blackwelll  Scientific Publications: 114 
Buxtonn MJ (1994) Achievements of audit in NHS, Quality in Health Care 3 , Supplement :S31-
S34 4 
Cappellerii  JC, Ioannidis JPA, Schmidt CH, et al. (1996) Large Trials vs Meta-analysis of Smaller 
Trials,, JAMA 276, 16, 1332-1338 
Carlsonn RJ (1975) The end of Medicine. New York, John Wiley & Sons 
Carr-Hilll  R, Dixon R Thompson A (1989) Do 12 simple questions in a computes read survey 
reallyy measure patient satisfaction?, The Health Service Journal 17, 3, 728-729 



no o Hungariann health care in transition... 

Chapmann S (1997) When outcomes threaten incomes: a case study of the obstruction of re-
searchh to reduce teenage smoking. Health Policy 39, 55-68 
Chodakk GW (1993) Questioning the Value of Screening for Prostate Cancer in Asymptomatic 
Men.. Urology 42:116-118 
Clemenss J, Brenner R, Rao M, et al. (1996) Evaluating new vaccines for developing countries: 
efficacyy or effectiveness? JAMA 275, 5, 390-397 
Cleverleyy WO, Harvey R (1992) Is there a link between hospital profit and quality?, Healthcare 
Financiall  Management, September, 40-45 
Cochranee A (1971) Effectiveness and Efficiency, London: Nuffield Provincial Hospital Trust, 
London n 
Collinss Cobuild English Language Dictionary, (1990) Collins, London and Glasgow 
Condonn RE, Haley R, Lee JT, et al. (1988) Does infection control infection?, Arch Surg 123, 
February,, 250-258 
Cottonn P (1992) Basic benefits' have many variations, tend to become political issues, JAMA 
268,, 28, 16 
Crepss LB, Coffey RJ, Warner PA, et al. (1992) Integrating Total Quality Management and qual-
ityy assurance at the University of Michigan Medical Center, Quality Review Bulletin, August, 
250-258 8 
Cromwelll  J, Mitchell J (1986) Physician-induced demand for surgery, (1986), Physician in-
ducedd demand for surgery, Journal of Health Economics 5, 293-313 
Crosbyy PB (1979) Quality is Free: the art of making quality certain, McGraw-Hill, New York. 
Crosbyy PB (1984) Quality without tears, New York, McGraw-Hill 
Cuppless ME, McKnight A (1994) Randomised controlled trial of health promotion in general 
practicee for patients at high cardiovascular risk, BMJ 309, 993-995 
Cyertt RM (1975) The management of Nonprofit organizations, N.C. Hearth and Company, 
Lexingtonn Mass, Toronto 
Daviss CK, Rhodes DJ (1988) The impact of DRGs on the cost and quality of health care in the 
Unitedd States, Health Policy, 9, 117-131 
Demingg WE (1986) Out of the crisis. MIT-CAES: Cambridge, MA 
DesHarnaiss S, McMahon LL, Wroblewski R (1991) Measuring outcomes of hospital care using 
multiplee risk-adjusted indexes, Health Services Research 26, 4, 425-445 
Detskyy AS (1995) Regional variation in medical care, New England Journal of Medicine 
33(9):589-590 0 
Deusingerr SS (1992) Analyzing errors in practice; a vehicle for asssessing and enhancing the 
qualityy of care. International Journal of Technology Assessment in Health Care, 8, 1, 62-75 
Departmentt of Health, DoH (1991) Medical audit in the hospital and community health ser-
vices,, London: DOH, (HC(91)2.) 
Donabediann A (1973) Aspects of medical care administration; specifying requirements for health 
care,, Harvard University Press, Cambridge, MA, 511 
Donabediann A (1980) Explorations in Quality Assessment and Monitoring, Vol I., The Defini-
tionn of Quality and Approaches to Its Assessment, Ann Arbor, Health Administration Press. 
Annn Arbor, Michigan 
Donabediann A (1982) Explorations in Quality Assessment and Monitoring, Vol II., The Criteria 
andd Standards of Quality, Ann Arbor, Health Administration Press. Ann Arbor, Michigan 
Donabediann A (1985) Explorations in Quality Assessment and Monitoring, Vol III. , The Meth-
odss and Findings of Quality Assessment and Monitoring, Ann Arbor, Health Administration 
Press.. Ann Arbor, Michigan 
Donabediann A (1988) The assessment of technology and quality, International Journal of Tech-
nologyy Assessment in Health Care 4, 487-96 



33 - Study on the content area of quality assurance and... I l l l 

Donabediann A (1989) Institutional and professional responsibilities in quality assurance, Qual-
ityy Assurance in Health Care 1, 1, 3-11 
Donabediann A (1995) The effectiveness of quality assurance, International Journal for Quality 
inn Health Care 8. 4, 401-407 
Donabediann A (1996) International Society for Quality of Health Care, 13th International ISQua 
Conference,, Jerusalem 
Donabediann A (1966) Evaluating the Quality of Medical Care, Millbank Memorial Fund Quar-
terlyy 44 (part 2): 166-206 
Dranovee D, Wehner P (1994) Physician-induced demand for childbirths, Journal of Health 
Economicss 13, 61-73 
Draperr D, Kahn KL, Reinisch EJ, at al. (1990) Studying the effects of the DRG-based prospective 
paymentt system on quality of care, JAMA 264, 15, 1956-1961 
Dumass E (1987) ed. McLaughlin, C.P and Kaluzny, A.D., Continuous quality improvement in 
healthh care, AN Aspen Publication 
Earnshaww J (1998) Medical audit gave a falsely reassuring impression of the quality of medical 
care,, Evidence Based Medicine March: 18 
Elfströmm J, Stubberöd A, Troeng T (1996) Patients not included in medical audit have a worse 
outcomee than those included, International Journal of Quality in Health Care 8:153-157 
Eilbertt KVY Barry M, Bialek R, et al. (1997) Public health expenditures: developing estimates for 
improvedd policy making, Journal of Public Health Management and Practice, May, 1-8. 
Ellwoodd P (1988) Shattuk Lecture - Outcomes Management, Technology of Patient Experience, 
Neww England Journal of Medicine 318:1549-56 
Elwoodd JM, Cox B, Richardson AK (1993) The effectiveness of breast cancer screening by mam-
mographyy in younger women. Online J Curr Clin Trials, 2:Doc NR 32 
Ertell  PY, Aldridge MG (1977) Medical peer review, theory and practice, St. Louis, CV Mosby Cy 
Evanss R, Stoddrd G (1990) Producing health consuming health care, Social Science and Medi-
cine,, 31:1347-63 
FDAA (1998) (http://www.fda.gov/cdrh/dmqrp.html) 
Feenyy D, Guyatt G, Tugwell P (1986) Health care technology: effectiveness, efficiency and pub-
licc policy. The Canadian Medical Association 
Feigenbaumm AV (1991) Quality Control, McGraw-Hill, New York 
Firth-Cozenss J (1996) Looking at effectiveness: ideas from the couch, Quality in Health Care 
5:55-59 9 
Flemingg C, Wasson JH et al. (1993) A Decision Analysis of Alternative Treatment Strategies for 
Clinicallyy Localized Prostate Cancer, JAMA 269, 20, 2650-2658 
Fletcherr RH, Fletcher SW (1989) Iatrogenic Illness and the Elderly in. Health care of the Elderly 
editedd by Petersen MD, White DL, SAGE Publications 
Fletcherr SW, Black W, et al. (1993) Report of the international workshop on screening for breast 
cancer.. J Natl Cancer Inst. 85:1644:1656 
Frankss D, Glancy CM (1993) Gatekeeping Revisited, Protecting Patient from Overtreatment, 
Thee New England Journal of Medicine 327, 6, 424-427 
Frankell  S (1991) The epidemiology of indications. J. Epidemiol Community Health 45:257 
Freemantlee N, Harvey NL, Grimshaw JM (1997) Review: printed educational materials do not 
changee physician behaviours or patient outcomes, Evidence-Based Medicine May/June, 95 
Friedmann LS (1985) Microeconomic policy analysis, McGraw-Hill 
Fuchss V (1974) Who shell live? New York, Basic Books 
Gabbayy J, Layton AJ (1992) Evaluation of medical inpatient records in district general hospital, 
Qualityy in Health Care 1:43-47 
GAOO (1999) United States Accounting Office, Certification requirements: new guidance should 
encouragee transparency in agency decision making 

http://www.fda.gov/cdrh/dmqrp.html


112 2 Hungariann health care in transition... 

Gilll  M (1993) Purchasing for quality: still in the starting blocks? Quality in Health Care 2,179-182 
Greerr JG, Dobson A (1979) Medical peer review and the PSRO's: current findings on relative 
costt and efficiency, Connecticut Medicine 43, 1, 27-30 
Grimshaww JM, Russel IT (1993) Effect of clinical guidelines on medical practice: a systematic 
revieww of rigorous evaluations, Lancet 342:1317-22 
Grimshaww JM, Russel IT (1994) Achieving health gain through clinical guidelines II: ensuring 
guidelienss change medical practice, Quality in Health Care 3:45-52 
Grimshaww JM, Freemantle N, Wallace S (1995) Developing and implementing clinical practice 
guidelines,, Quality in Health Care 4:55-64 
Grimshaww J, Eccles M, Russel I (1995) Developing clinically valid practice guidelines. Journal 
off  Evaluation in Clinical Practice l(l):37-38 
Groll  R (1996) Research and development in quality of care: establishing the research agenda, 
Qualityy in Health Care 5:235-242 
Groll  R (2000) Between evidence-based practice and total quality management: the implemen-
tationn of cost-effective care, International Journal of Quality of Care, 12, 4, 297-304 
Groverr PL (1991) Is inappropriate hospital care an inevitable component of the health care 
system? ? 
Gulacsii  L (1999a) Motivated for improvement, International Journal for Quality in Health 
Caree 11 ,2, 174-176 
Gulacsii  L (1999b) Az emlórakszürés lehetséges haszna és költsége hazankban; hatékonysag és 
eredményességg (Breast cancer screening in Hungary: Possible benefits and costs; efficiency and 
effectiveness),, Egészségügyi Gazdasagi Szemle (Health Management Review) 37,3,279-299 
Hadleyy J, Zuckerman S, Iezzoni L (1996) Financial pressure and competition; changes in hospi-
tall  efficiency and cost-shifting, Medical Care 34, 3, 205-219 
Hagann JT (1986) Principles of quality costs, American Society for Quality Control, Milwaukee. 
Wisconsin,, 3 
Haleyy LRW (1986) Managing hospital infection control for cost-effectiveness: a strategy for 
reducingg infectious complications. Chicago: American Hospital Publishing Inc. 
Haleyy LRW (1991) Measuring the cost of nosocomial infections: methods for estimating eco-
nomicc burden on the hospital, American Journal of Medicine 91 (Suppl. 3B) 
Hannann EL, O'Donnell L, Kilburn JL et al. (1989) Investigation of the relationship between 
volumee and mortality for surgical procedures performed in New York State Hospitals, Journal 
off  the American Medical Association 262, 503-510 
Harkeyy J, Vraciu R (1992) Quality of health care and financial performance: Is there a link? 
Healthh Care Management Review/Fall 17(4),55-63 
Harringtonn JH (1987) Poor-quality costs, American Society for Quality Control, Milwaukee, 
Wisconsin,5 5 
Healthh Care Financing Administration (1986), Medicare Hospital Mortality Information 1984, 
Washington,, DC, US Government Printing Office 
Healthh Care Financing Administration (1987), Medicare Hospital Mortality Information 1984, 
Washington,, DC, US Government Printing Office 
Healthh Council of the Netherlands Work Programme 1998, (1997), No. A97/07E, Rijswijk 
Hertogg F, Kust, P (1992) Learning about service quality: get involved, In: Quality Management 
inn Services, Van Gorcum & Comp Assen 
Homaa P (1998) Cost can be reduced with quality improvement, Evidence Based Health Policy 
andd Management, December, 87 
Hsiaa DC, Ahern CA (1992) Good quality care increases hospital profits under prospective pay-
ment,, Health Care Financing Review, Spring, 13, 13, 17-25 
Hughess D (1993) Caring for People Efficiently, Health Policy 25, 81-94 



33 - Study on the content area of quality assurance and... 113 3 

Huntt D, Haynes B, Hanan S et al. (1998) Effects of computer-based clinical decision support 
systemss on physicians performance and patient outcomes, A systematic review, Journal of 
Americann medical Association 200, 1339-1346 
Hurwitzz B (1999) Legal and political considerations of clinical practice guidelines, BMJ 318:661-664 
Iezzonii  LI, Ash A, Schwartz ZM et al. (1995) Predicting who dies depends on how severity is 
measured:: implications for evaluating patient outcomes, Ann Intern Med 123:763-770 
Iezzonii  LI (1997) How much are we willin g to pay for information about quality of care?, 
Annalss of Internal Medicine 126,5,391-393 
Illic hh I (1975) Medical Nemesis. London, M. Boyars 
Jacobss P, Fassbeder K (1997) Indirect costs in the health economics evaluation literature, Insti-
tutee of Pharmaco Economics, Working Paper Series-4 
Jaegerr BJ, Kaluzny AD and McLaughlin CP (1994) TQM/CQJ: from industry to health care, in: 
Jurann JM ed. (1994) Quality Control Handbook, 3rd Edition, McGraw-Hill, New York 
Johnstonn G, Crombie JK,Davies HTO et al. (2000) Reviewing audit: barriers and facilitating 
factorss for effective clinical audit Quality in Health Care 9:23-36 
Jurann JM (1988) Planning for quality, New York, The Free Press 
Jurann J (1992) Juran on quality by design, New York: Free Press 
Kestonn VJ, Enthoven AC (1998) Total hip replacement: a case history, Health Care Management 
Revieww 23:7-17 
Kerrigann JS (1995) Quality pays and reduces your risk, J. Qual. Clin. Practice 15, 147-157 
Klazingaa N (1994) Complance with practice guidelines: clinical autonomy revisited, Health 
Policyy 28, 51-66 
Klazingaa N (1996) Quality Management of Medical Specialist care in the Netherlands, Belvedere 
Kistemakerr WJG (1987) Peer review in the hospitals of The Netherlands, Australian Clinical 
Review,, March: 16-20 
Kerlikowskee K, Grady D, Rubin S, et al. (1995) Efficacy of Screening mammography; meta 
analysis,, JAMA 273:149-154 
Knightt FH (1921) Risk, uncertainty, and profit, Houghton Miffli n Company, Boston, 1921 
Krahnn MD, Mahoney JE, Eckman MH, et al. (1994) Screening for prostate cancer, A decision 
analyticc view, JAMA 272, 10, 127-132 
Kruse,, J, Philips DM (1987) Factors influencing women's decision to undergo mammography. 
Obstett Gynecol 70:744-748 
Labellee R (1986) Planning for the provision and utilization of new health care technologies, ed: 
Feenyy D, Guayatt G, Tugwell P Healthcare technology: effectiveness, efficiency and public policy, 
Thee Canadian Medical Association and The Institute of Research and Public Policy, Canada 
Leee G, Clarke RW (1992) Restructuring improves hospital effectiveness, Healthcare Financial 
Management,, November: 30-37 
Lermann C, Rimer B, Trock B, et al. (1990) Factors associated with repeat adherence to breast 
cancerr screening. Prev. Med. 19:279-290 
Lewiss S, Foreman J (1997) Low-cost diagnostic technologies and clinical outcomes, Interna-
tionall  Journal of Technology Assessment in Health Care, 13, 4, 501-511 
Livingstonee JL, Balachandran KR (1977) Cost and effectiveness of physician peer review in 
reducingg medical overutilisation, Accounting, Organisations and Society 2, 2, 153-164 
Localioo AR, Hamory BH (1995) A report card for report cards, Ann Intern Med 123:802-803 
Lohrr KN (1988) Outcome measurement: concepts and questions, Inquiry 25:37-50 
Lohrr KN (1992) Use of insurance claims dtata in measuring quality of care, International 
Journall  of Technology Assessment in Health Care 6, 263-271 
Lohrr KN, Eleazer K, Mauskopf J (1998) Health policy issues and applications for evidence based 
medicinee and clinical practice guidelines, Health Policy 46:1-19 



114 4 Hungariann health care in transition... 

Lomass J (1990) Quality assurance and effectiveness in health care: and overview, Quality As-
surancee in Health Care 2, 1, 5-12 
Lomass J, Enkin M, Anderson GM, et al. (1991) Opinion leaders vs. audit and feed back to imple-
mentt practice guidelines: delivery after previous cesarean section, JAMA 265, 12, 2202-2207 
Macphersonn D, Mann T (1992) Medical audit and quality of care - a new English initiative, 
Qualityy Assurance in Health Care 4, 2, 89-95 
Maguerzz G (1997) Integrating COJ in health organizations: perspectives, International Journal 
forr Quality in Health Care 9, 1, 5-6 
Maycockk JA, Shaw T (1994) Quality costing - the money in mistakes, The TQM Magazine 6, 
3,, 20-22 
Mestyann ER (1995) A "Korai" emlörak és felkutatasa; A nöi emlö betegségei, "A rak ellen, az 
emberértt a holnapért!" Tarsadalmi Alapitvany 
Meyerr JVy Feingold MG (1993) Using standard treatment protocols to manage costs and qual-
it yy of hospital services. American Medical Association, Hospital Technology Special Report 12, 
7,, 1-24 
Milakovichh ME (1991) Creating a total quality health care environment, Health care Manage-
mentt Review 16(2), 9-20 
Mooneyy G, Jan 5 (1997) Vertical equity: weighting outcomes? or establishing procedures? 
Healthh Policy 39, 79-87 
Longg AF (1992) Effectiveness: definition and approaches ed: Long A.F., Harrison S., Health 
servicess performance; effectiveness and efficiency, CROOM HELM, London 
Maass PJ, Koning HJ, Ineveld BN, et al. (1989) The cost-effectiveness of breast cancer screening, 
Int.. J. Cancer 43, 1055-1060 
Maynardd A (1993) Competition in the UK National Health Service: Mission Impossible?, Health 
Policyy 23, 193-204 
Maynardd A (1998) Competition and quality: rhetoric and reality, International Journal for 
Qualityy in Health Care 10, 5, 379-384 
McGowann JE (1995) Success, failures and costs of implementing standards in the USA - lessons 
forr infection control, Journal of Hospital Infection, 30 (Supplement), 76-87 
McKeownn T, Lowe CR (1966) An Introduction to Social Medicine, Oxford, Blackwell Scientific 
Publications,, 3-18 
Mehtarr S (1995) Infection control programmes - are they cost-effective? Journal of Hospital 
Infectionn 30 (Supplement), 26-34 
Merriam-Webster'ss Dictionary (1994) Merriam-Webster, London 
Mil oo N (1983) Primary Care and the Public's Health, Lexington, MA: Lexington Books. 
Moorheadd MA (1989) Assessing Quality if Care: Another Step Forward (1989), American Jour-
nall  of Public Health 22,3, 415-416 
Mozess B, Schiff E, Modan B (1991) Factors affecting inappropriate hospital stay, Quality As-
surancee in Health Care 3, 211-217 
Nationall  Cancer Institute Breast Cancer Screening Consortium. (1990), Screening Mammogra-
phy:: a missed clinical opportunity? JAMA 264:54-58 
Nystromm L, Rurquist LE, Kali LE, et al. (1993) Breast cancer screening with mammography: 
overvieww of Swedish randomized trials. Lancet 341:973-978 
Oaklandd JS (1995) Total qual i ty management; The route to improving performance, 
Butterworth-Heinemannn Ltd 
O'Connelll  DL, Henry D, Tomlins R (1999) Randomised controlled trial of effect of feedback on 
generall  practitioners' prescribing in Australia, BMJ 318:507-511 
OTAA (1988) Office of Technology Assessment, The quality of medical care: information for 
consumers,, Publication no. OTA-H-386. Wsahington, DC: OTA, June 



33 - Study on the content area of quality assurance and... 115 5 

O'Learyy D (1987) The Joint Commission Looks to the Future, Journal of the American Medical 
Associationn 258:951-52 
Ovretveitt J (1989) The MAPS-Qual Process: A computer assisted model for the USA National 
Qualityy Award, The Programme for Service, BIOSS, Brunei University 
Overtveitt J (1992) Health Service Quality, 1992, Oxford Blackwell Scientific Publications: 113 
Palmerr RH, Donabedian A, Povar GJ (1991) Striving for quality in health care; an inquiry into 
policyy and practice, Health Administration Press, Ann Arbor, Michigan 
Palmerr RH, Louis TA, Peterson HF, et. al, (1996) What makes quality assurance effective? Medi-
call  Care 34, 9, SS29-SS39 
Phelpss CE (1976) Benefit/cost analysis of quality assurance programs, in: Egdahl R.H., Getman 
PM.,, Quality assurance in health care, Germantown, Maryland: Aspen Systems Corporation 
289-325 5 
Phillipss D, Kawachi I (1990) Resource Management in New Zealand Hospitals: the RUS System 
-- an Illustration of its Applications, Health Policy 16, 19-25 
Phillipss KA, Bero LA (1996) Improving the use of information in Medical effectiveness research, 
Internationall  Journal for Quality in Health Care 8. 1, 21-30 
Pringlee M, Falk-Whynes J (1994) Avoidable' Medical Admissions Project, University of 
Nottingham,, Nottingham 
Reerinkk E (1987) Quality assurance in health care system in The Netherlands, Australian Clini-
call  Review, March: 11-15 
Reerinkk E (1990) Defining quality of care: Mission Impossible? in: Quality Assurance in health 
caree II., No3/4, 197-202 
Relmann A (1988) Assessment and Accountability, The Third Revolution in Medical Care, New 
Englandd Journal of Medicine 319:1220-22 
Ricee TH, Labelle RJ (1989) Do physicians induce demand for medical sefcvices?, CHEPA Work-
ingg Paper Series #18, McMaster University 
Rigterr H, Meijler AP, Breeman A, at al. (1992) DUCAT an observational study of clinical deci-
sionn making in patients with angiographycally established coronary artery disease, Nether-
landss Journal of Cardiology 5, 131-136 
Rimerr BK, Keintz MK, et al. (1989) Why women resist screening mammography: patient re-
latedd barriers. Radiology. 172:243-246 
Robertss Y Zangwill WI (1993) Quality improvement through waste reduction, Graduate School 
off  Business, University of Chicago 
Robinsonn MB, Thompson E, Black NA (1998) Why evaluation of the cost effectiveness of audit 
soo difficult? The example of thrombolysis for suspected acute myocardial infarction, Quality of 
Healthcaree 7:19-26 
Roozee E, Klazinga N, Casparie AF (1995) Linking quality management and financial manage-
mentt in European hospitals, Department of Health Policy and Management Erasmus Univer-
sityy Rotterdam 
Roperr W, Winkenwerder W, Hackbarth G, et al. (1988) Effectiveness in health care. An initiative 
too evaluate and improve medical practice. N Engl J Med 319:1197-202 
Sackettt DL (1980) Evaluation of health services, in Maxcy-Rosenau Public Health and Preven-
tivee Medicine, edited by J. Last. Norwalk, CN: Appleton-Century-Crofts 
Sandersonn CFB, Hunter DJW, McKee CN, et al. (1997) Limitations of epidemiologically based 
needss assessment; the case of prostatectomy, Medical care 35, 7, 669-685 
Scanionn EF (1994) Breast cancer in Clinical Oncology (ed) Holleb, B., 177-194 
Semplee DM, Khaled K, Maresh MJ (2000) Monitoring quality of audit in obstetrics and 
gynaecology,, Quality in Health Care 9:37-41 
Setoo WH (1995) Training the work force - models for effective education in infection control, 
Journall  of Hospital Infection 30 (Supplement), 241-247 



116 6 Hungariann health care in transition... 

Shapiroo S, Venet W (1 982) Ten to fourteen year effect of screening on breast cancer mortality. 
JJ Natl Cancer Inst 69:349-355 
Sheaa S, DuMouchel W, Bahammode L (1997) Review: Computerised reminders increase the rate 
off  use of most preventive services, Evidence-Based Medicine, May/June: 96 
Shekellee PG, Woolf SH, Eccles M, et al. (1999) Developing guidelines, BMJ 318:593-596 
Sheldonn TA, Borowitz M (1993) Changing the measure of quality in the NHS: from purchasing 
activityy to purchasing protocols, Quality in Health Care, 2:149-50 
Shielll  A (199 7) Health outcomes are about choices and values: an economic prespective on the 
healthh outcomesmovement, Health Policy 39, 5-15 
Silagyy C (1997) Report, 5th Cochrane Colloquium, October 7, Amsterdam 
Shockneyy L (1992) The financial benefits of an effective hospitalwide quality assurance/utili-
zationn management program, Quality review Bulletin, August: 260-265 
Shortelll  SM (1995) Assessing the impact of continuous quality improvement/total quality 
management:: concept versus implementation, Health Services Research 30: 377-401 
Smithh L (1998) Peer review of the process of care has limited reliability, Evidence Based Medi-
cine,, June: 42 
Smithh MA, Atherly AJ, Kane RL, et al. (1998) Peer review of the quality of care reliability and 
sourcess of variability for outcome and process assessments, JAMA 278:15 73-15 78 
Smithh DS, Catalona WJ, Herschmann JD (1996) Longitudinal Screening for Prostate Cancer 
wit hh Prostate Specific Antigen, JAMA 276, 16, 1309-15 
Soxx HC, Blatt MA, Higgins MC, et al. (1988) Medical Decision Making, Butterworth Publishers. 
Spiess X Mokking H and Grol R (1999) Assessing performance using clinical guidelines, Unpub-
lishedd report, Nijmegen: Centre for Quality of Care Research 
Starheid,, B., Powe, N.L., Weiner J.R. et al. (1994) Costs vs. quality in different types of primary 
caree settings, JAMA 272, 24, 1903-1908 
Steinbergg Ep Whittle J, Anderson GF (1990) Impact of claims data research on clinical practice, 
Internationall  Journal of technology Assessment in Health Care 6, 282-287 
Stephensonn K (1995) Autologus bone marrow transplantation of women with advanced meta-
staticc breast cancer, ECRI 
St.. Leger AS, Schmieden H, Walsworth-Bell JP (1993) Evaluating Health Services Effectiveness, 
Openn University Press, Milton Keynes, Philadelphia 
Steffenn GE (1988) Quality of Medical Care: a Definition, JAMA 260-56-61 
Suverr JD, Neumann BR, Boles K (1992) Accounting for the costs of quality, Healthcare Finan-
ciall  Management, September: 29-37 
Szetoo KM, Devlin NJ (1996) The Cost-Effectiveness of Mammography Screening: Evidence form 
Microsimulationn model for New Zealand, Health Policy 38, 101-115 
Tabarr L, Fagerberg G, Duffy Sy et al. (1989) The Swedish two country trial of mammographic 
screeningg for breast cancer: recent results and calculation of benefit J Epidemiol Community 
Health,, 43:107-114 
Thomass LH, McCoIl E, Cullum N, et al. (1998) Effect of clinical guidelines in nursing, midwifery, 
andd the therapies: a systematic review of evaluations. Quality in Health Care 7;183-191 
Thompsonn MS, Palmer RH, Rothrock JK, et al. (1983) The cost of quality assurance in medi-
cine.. Evaluation & The Health Professions, Vol. 6 No 3, September 283-297 
Thompsonn MA, Oxman AD, Davis DA, et al. (1998) Review: educational outreach visits com-
binedd with additional interventions reduce inappropriate prescribing by physicians, Evidence-
Basedd Medicine, January/February: 17 
Thompsonn MA, Oxman AD, Haynes RB, et al. (1998) Review: effectiveness of local opinion 
leaderss varies, Evidence-Based Medicine, January/February: 29 
Thompsonn MA and Oxman AD (1999) Educational outreach visits: effects on professional practice 
andd health care outcomes (Cochrane Review) The Cochrane Lobrary 1999; Issue 4 



33 - Study on the content area of quality assurance and... 117 7 

Thorsenn T, Makela M (1999) Changing professional practice, theory and practice of clinical 
guideliness implementation, Danish Institute for Health System Research and Development 
Tophilll  PJ (1992) Acute medical beds. Too many or too few?, Journal of Public Health Medicine 
14,, 4, 359-360 
Torrancee N, Lawson JAR, Hogg B, et al. (1972) Acute admissions to medical beds, Journal of 
thee Royal College of general Practitioners 22, 211-219 
Ullmannn SG (1985) The impact of quality of cost in the provision of long term care, Inquiry 
33,, 292-306 
USS 'Essential Public Health Services Work Group (1994) Washington D.C. 
Walshee K; Coles J (1993) Medical audit: in need of evaluation, Quality in Health Care 2, 189-
190 0 
Walshemm K, Buttery Y (1995) Measuring the impact of audit and quality improvement 
programmes,, Journal of the Association for Quality in Healthcare 2(4):138-147 
Walshee K (1995) Opportunities for improving the practice of clinical audit, Quality in Health 
Caree 4:231-232 
Welch,, C.E. and Grover, PL. (1991) An Overview of Quality Assurance, Medical Care 29(supple-
ment):8-28 8 
Wennbergg J, Gittelsohn A (1973) Small Area Variations in Health Care Delivery, Science 182:1102-8 
Wennebrgg J (1990) Small Area Analysis and the Medical Care Outcome Problem, In Research 
Methodology:: Strengthening Causal Interpretations of Nonexperimental Data, edited by Starfield 
L,, Bunker J, Rockville, Agency for Health Care Policy and Research 
Williamsonn JM (1978) Assessing and Improving Health Care Outcomes, the Health Accounting 
Approachh to Quality Assurance, Cambridge, MA: Ballinger Publishing Company 
Williamsonn J, Moore D, Sanzano P (1991) Moving from 'Small qa' to 'LARGE QA', An Out-
comess Framework for Improving Quality Management, Evaluation and the Health Professions 
14(2):138-60 0 
Wilsonn L, Goldschmidt P (1995) Quality Management in Health Care, McGraw-Hill Book Com-
pany y 
Wilsonn MC (1998) Review: clinical practice guidelines may not improve patient outcomes in 
primaryy care, Evidence Based Medicine, 1998, January /February: 30 
WHOO (1988) Quality in health care WHO, Geneva 
Woolff  SH, Battista RN, Anderson GM (1990) Assessing the clinical effectiveness of preventive 
maneuvers:: analytic principles and systematic methods in reviewing evidence and developing 
clinicall  practice recommendations, J. Clin. Epidemiol 43, 9, 891-905 
Woolff  SH, Grol R, Hutchinson A, et al. (1999) Potential benefits, limitations, and harms of 
clinicall  guidelines, BMJ 318:527-530 
Woralll  G, Chaulk P, Freake D (1998) Review: clinical practice guidelines may not improve pa-
tientt outcomes in primary care, Evidence-Based Medicine, January/February: 30 
Worningg AM, Mainz J, Klazinga N (1992) Policy on Quality Development for the Medical 
Profession,, Ugeskr-Lager (Danish Medical Journal) 154 (49):3523-3533 
Zapkaa J, Stoddard AM, et al. (1990) Breast cancer screening by mammography: utilization and 
associatedd factors. Am J Public Health 79:1499-1502 




