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Chapterr  4 

STUDYY ON THE INTRODUCTIO N OF THE QUALIT Y 
CONCEPTT IN HUNGARY: HISTORY AND CHRONOLOGY 

Abstract t 

Priorr to 1989, quality assurance was not formally present in the health care system in 
Hungary,, largely due to political reasons. Since 1990, however, a major change has come 
aboutt in the development of quality assurance. 

Inn the 1990's several government resolutions, decrees and orders dealt with quality of 
healthh care. The government declared its intention to address the quality issue as a factor 
off  decisive importance in the development of the national economy as well as in health 
care. . 

Ass required by the Act 154 of 1997 on Health Care' today, quality assurance is increas-
inglyy present in the daily work of the Hungarian hospitals and other health care settings. 

Thiss chapter summarises the history of quality assurance in Hungary with its milestones 
andd achievements between 1948-1999, with particular emphasis on: government regula-
tionn and legislation; the role of health care professionals; quality assurance in hospitals; as 
welll  as licensing and certification of health care organisations. 

TheThe author is grateful to Dr. Charles Shaw, CASPE Research, London, UK, and to Professor Ellie 
Scrivens,Scrivens, Keele University for their helpful comments of this chapter. 
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4.11 Histor y of quali t y assurance in health care between 1948-1990 

Inn the socialist era, the quality of health care in Hungary was declared by the communist 
partyy and the governments as the best in the world and it was so enacted (e.g. that the 
qualityy of socialist health care was the best in the world). As a result, there was no way to 
investigatee or analyse the quality of the 'health services of the best quality'. Reerink (1992) 
saww the situation correctly when he wrote that: "Formal quality assurance programmes 
weree not possible under former socialist governments for ideological reasons." Not only 
wass it not allowed to criticise the quality of health care, but it was not possible to analyse 
andd investigate it either, as data that would have enabled such analyses were partly non 
accessible,, partly non usable for researchers (e.g. patient turnover data, comparable data 
onn mortality or morbidity by age groups, on equity etc.). This situation was described by 
Reerinkk as follows (1991): "The introduction of quality assurance in any sector of health 
caree should never be a single event, a solo action by an interested party; many more ele-
mentss must be taken into account, acted on and attuned to the common goal of improving 
thee quality of health care delivery." During the entire socialist era, there was one single and 
exceptionall  opportunity for introducing quality assurance in Hungary, between 1968 and 
199 71, in the course of what was known as the 'New Economic Mechanism'. During these 
yearss in Hungary, reformers enjoying the support of the Communist Party worked for the 
stepwisee introduction of the fundamentals of a market economy (social market economy). 
Thee reform of services, including the health care system, was high on the agenda. The 
planss can be characterised by a statement of the committee in charge of the long-term 
conceptuall  issues and objectives of the healthcare system, which although not using the 
termss 'quality' or 'quality assurance', still formulated the goals of quality assurance: 
"Whil ee further developing the theoretical and clinical research activities that have become 
establishedd and have been practised successfully, there is a need to attach much greater 
importancee to developing research into such topics of outstanding significance as healthcare 
organisation,, social medicine, health economics as well as medical sociology. Only the suc-
cessfull  pursuit of these disciplines wil l ensure the implementation of the current standards 
off  medicine in the quickest possible manner and in the broadest scope, and in the most 
effectivee and cost-efficient way, which would at the same time meet the population's ex-
pectationss to the fullest possible extent." (ÉTTB, 1970) After a brief halt in 1972, the 1968 
economicc and social reforms were followed by an almost complete rearrangement: To-
getherr with many other things, the healthcare reform and the issue of quality were taken 
offf  the agenda, until the mid-eighties. The then Ministry of Health and Social Affairs cre-
atedd a Task Force on Healthcare Reforms in 1987 which started elaborating the reforms in 
thee health care sector. However, this organisation was unable to produce achievements 
untill  the change of the political system in 1 990, and then ceased to exist. 
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4.22 Qualit y assurance in health care between 1990-1999 

Afterr the political changes in the early 90s quality assurance activities started to mush-
roomm and were assisted by the government, funding agencies, providers and patient 
organisations.. (*) Table 4.1 shows the chronology of the legislation on quality assurance, 
1990-1998. . 

Tablee 4.1 Chronology of the legislation on qualit y assurance; developments related to 
quality ,, qualit y assurance and accreditation in Hungary 

-- 9 /1990. (IX. 15.) Government Decree on the scope of responsibilities and powers of 
thee Minister of Welfare 

-- 21 /1994. (XI. 23.) Order of the Minister of Welfare concerning the mandatory imple-
mentat ionn of national standards 

-- 1107/1994. (XI. 23.) Government decision on the Government 's Program of Action 
inn the Field of Health Care 

-- 16 /1995. (IV 13.) Order of the Minister of Welfare concerning the colleges in var ious 
medicall  disciplines 

-- Act 28 of 1995 concerning national standardisation 
-- Act 29 of 1995 concerning the accreditation of laboratories of certification and super-

visoryy agencies 
-- 5 /1996. (II . 27.) Order of the Minister of Welfare concerning the amendment of Order 

21 /1994.. {XI . 23.) of the Minister of Welfare on the mandatory implementation of 
nationall  standards 

-- Act 63 of 1996. Concerning the obligation to provide health care concerning the re-
gionall  financing normative 

-- 113/1996. Government Decree concerning Licensure entitling to deliver health ser-
vices s 

-- 1996 National Quality Award (EFQM), Government Decree 
-- 1996 Responsibility of Health Care Provision and Territorial capacity Stands of Provi-

sionn Act 
-- 19/1996. Order of the Minister of Welfare concerning the m in imum requirements of 

operationn to be met by specific institutions delivering health services 
-- Act 154 of 1997 on Health Care 
-- 21 /1998. (IV/03) Order of the Minister of Health concerning the min imum require-

mentss of operation to be met by specific institutions delivering health services 

(*)(*)  Ajkay, 1992; Agócs, 1992; Gulacsi and Balitzky, 1992/1-2; Gulacsi, 1992; Kiss, 1993; Rubccz, 1993; 
Kullmann,Kullmann, 1993; Kineses, 1993; Gulacsi, 1993/1-4; Gulacsi and Szloboda, 1993; Gulacsi, 1994/1-3; Gulacsi, 
KovacsKovacs andJaneski, 1994; t\6, 1995; Goshine Manno, 1995; Andrcka, 1995; Varga, 1995; Simon Kis, BolvAry, 
Darday,Darday, et al. 1995; Simay, 1995; Angelus, 1996; Bugovics and Pilt, 1996; Tamas, Bugovics,Bcnkó, et al. 1997; 
GulacsiGulacsi and Kovacs, 1997;Kincscs, 1998; Lukacs and Fónyad 1998; Endróczy, 1998; Bordas, 1998; Szabadfalvi, 
1998;1998; Tóth-Daru, 1998; Uhrik, 1998; Simon Kiss, 2000. 
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4.2.14.2.1 Quality assurance and Government; regulation, legislation and financing schemes 

Inn the 1990's several government resolutions dealt wi th quality (3495/1990, 3545/1992, 
2006 /1993).. The government declared its intention to address the quality issue as a factor 
off  decisive importance in the development of national economy. Furthermore, as the pro-
tectionn of life, health, work and environment was considered to be among the fundamental 
responsibilitiess of the government, a National Quality Programme would have to be for-
mulatedd and the legal f ramework for a national accreditation system (*) should be created. 
Inn a work ing paper drawn up joint ly with consultants of the International iMonetary Fund, 
thee word quality is mentioned once in the following context: "Users do not have any 
incentivess in the efficient use of resources, or in assuming responsibility for their decisions, 
sincee practically everything can be accessed free of charge, with the sole exception of grati-
tudee moneys given for quality services." (IMF, 1990) Surprisingly enough, neither the 
Taskk Force on Healthcare Reform, nor the World Bank consultants addressed the need for 
quali tyy and quality assurance. 

Inn 1991, the Ministry of Welfare established its Quality and Accreditation Board. The objec-
tivee wi t h creating this Board was to assist the health administration in formulat ing quality 
policiess in the health sector, in setting up a quality assurance system in health care that 
wouldd be co-ordinated wi t h the national and other departmental quality assurance sys-
tems.. The need for quality assurance is first articulated in Chapter 7 of the Programme of 
Actionn of the Ministry of Welfare in 1991. Entitled 'Quality control, quality assurance', 
Chapterr 7 points out the followings: "A t the highest level the state is responsible for speci-
fyingg the set of requirements (manpower and facilities) of health care as well as supervis-
ingg the work of the health care professionals. This activity is directed by the Ministry of 
Welfaree through the National Public Health and Medical Officers Service, relying on the 
experiencee and activity of the national institutes and professional associations to a great 
extent.. Parallel to the state control peer review and audit have to be created in all institu-
tionss in order to control the quality of care. The Health Insurance Fund Administration, as 
thee financing agent on behalf of the public, has rights and responsibilities for controlling 
healthh care quality. First of all it means administrative control, but it has notable medical 
professionall  quality control responsibilities as well. Both the quant i ty and the quality of 
healthh care delivered have to be inspected, and additional attention has to be paid to striking 
thee balance between quali ty and remuneration the health care organisation received." 
Thee Action program for renewal of the health care system (1991), Ministry of Welfare 
(HN-616/91),, does not contain the term 'qual i ty ', 'improved health care' is expected as 
resultt of the better work of the hospital management, which explains w hy the need for 
trainingg in 'management knowledge' got the highest priority. The Quality Assurance De-
par tment,, Ministry of Welfare was created in 1992. The department is work ing in collabo-

(*)(*)  Health care "accreditation" (applied to organisations' service delivery), developed in the USA from 191 7 with 
thethe Hospital Standardization Program, reflects the origins of systematic assessment of hospitals against explicit 
standards.standards. That model was the beginning of the Joint Commission on the Accreditation of Healthcare Organisations 
(JCAHO),(JCAHO), and was exported via Canada to Australia in the 1970s arriving in Europe in the 1980s.Assessment is 
byby a multi-disciplinary team of health professionals against published standards. Facilities complying with 
thesethese standards are awarded certificates of accreditation, which are usually graded. Reports are usually confiden-
tial.tial. fHeaton and Shaw, 2000) 
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rationn with the Council on Quality and Accreditation. An Interdepartmental Committee 
wass established in 1992, and made responsible for identifying governmental responsibili-
ties,, inter-ministerial negotiation and co-ordination of quality related activities as well as 
supervisionn of implementation. Sectorial quality activities are the responsibility of the sec-
toriall  ministers. In the health care sector: " . . . the main goals of the long term policy on 
qualityy in health care are to maintain life expectancy and health status at a high level, to 
preventt diseases, to ensure optimal treatment, nursing and care in case of diseases and 
disabilitiess with appropriate quality. In reality, peer-review and audit have not been created 
soo far, no state control on quality of care and national institutes and professional associa-
tionss have had a very limited activities in this field in the past decade. 
Thee activities of National Public Health and Medical Officers Service (ANTSZ) in association 
too the quality of health care remained very restricted due to the very limited input from 
professionall  colleges and national institutes based upon the activities of the ANTSZ was 
supposedd to be set up. It should be also mentioned that the Health Insurance Fund Admin-
istrationn has not created its policy and activity function to control quality of care on behalf 
off  the public yet. 
Inn his book Ajkay (1994) published a consensus statement of the Hungarian Social Insur-
ancee and devoted an entire chapter (Chapter 3) to quality assurance. In the chapter on "The 
rolee of the health insurance in implementing quality assurance" Ajkay pointed out that 
thee quality assurance and continuous quality improvement are both the interest of the 
Nationall  Insurance Fund and the population. Poor quality delays the recovery of the pa-
tients,, and requires additional financial resources and probably cause harm for the patients 
inn somatic and psychiatric terms as well. Quality assurance is an important part of the 
healthh care reform, and important for the insurance agency. Booming development of the 
availablee medical technology and very often controversial information on the benefit achiev-
ablee or achieved in using these pieces of technology demand that quality assurance 
synthesises,, as well as the growing (sub)specialisation in the health care. Ajkay argued 
thatt economic constraints support the full implementation of the quality assurance as well 
andd the lack of resources might help create interest in quality, and the professional societies 
showedd significant interest in quality. He further explained that it is not useful to create 
legall  regulation too early, what is needed is not legal or regulatory action, but multiple 
experience.. Economic resources have to be concentrated to certain fields where results are 
highlyy likely to be visible very quickly. The best way to start quality activities is with small 
projectss in a limited area, where results can be achieved quickly and where even the failure 
doess not stop the quality activities. 

4.2.24.2.2 Quality assurance; the role of the health care professionals and the general public 

Thee Hungarian Hospital Association organised a one day symposium on quality in health 
caree in October, 1991 at the Koranyi National Institute of Pulmonology, where several 
presenterss stressed the absolute need to develop quality assurance programmes in the Hun-
gariann health care system in order to improve the quality of care. Some months after this 
symposium,, in 1993 the renewed Hungarian Hospital Association established its own 
Qualityy Control Committee to assist the developments in this field. 
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Inn June, 1992 the Hungarian Society for Quality Assurance in Health Care was created by 
hospitals,, public health and health insurance institutions, and organised its first conference 
onn Quality in Health Care. As Ajkay (1994) sated: "To serve this goal (e.g. assist quality 
assurance)) the Pfungarian Society for Quality Assurance in Health Care was created. This 
organisation,, in addition to its theoretical, clearing house and basing functions, started 
withh 5 concrete quality assurance programmes in volunteering hospitals in the very same 
year,, as a joint partner in an international co-operation, (e.g. Concerted Action Programme 
onn Quality Assurance in European Hospitals, COMAC/HSR) The programme contains top-
icss like surgical site infection, antibiotic delivery etc.) This society organised the 1st Seminar 
off  the Central and Eastern European Working Party on Quality in Health Care, than took 
partt in a seminar which was organised by the European Council and WHO in Milan. Par-
ticipantss of the seminar launched the San Raffaele Statement, which might determine the 
futuree development of quality assurance. (Council of Europe, 1997) 

Inn 1993, the leaders of the federation of Hungarian Medical Societies and Associations 
officiallyy agreed upon the quality assurance targets of the WHO (1992) and signed the 
'Recommendationss for National Medical Associations Regarding Quality of Care Develop-
ment'' that were endorsed at The European Forum of Medical Associations and WHO, Utrecht 
(1993).. (Worning, Mainz, Klazinga, et al 1993) The WHO Health for All 2000 statements 
onn quality assurance are also relevant to the European context. 

Theree was an interesting situation in 1992 in relation with quality assurance. Quality 
assurancee was not listed among the most important goals of the health care reform. (Surjan, 
1993)) In contrast various professional bodies created their own quality assurance commit-
teess at that time. (*) The development of quality assurance proceeded after 1994 as well. In 
19944 the Ministry of Welfare's Quality Assurance Education and Consultation Centre 
(EMIKK)) was created in collaboration with the Ministry of Welfare and Debrecen Medical 
University.. In 1995 in the Ministry of Welfare, a Department of Health Care Planning and 
Qualityy was established. In 1995 the National Accreditation Council was set up by Parlia-
mentt by law. This was the breakthrough on the way of quality improvement in health 
care,, and in many other fields of the economy as well. Also in 1995 the Ministry of Welfare's 
Qualityy Improvement Council was founded. The opinion of Tekeres (deputy president of 
thee Federation of Hungarian Medical Societies and Associations, MOTESZ) was quite rel-
evantt to show the way of thinking of professionals about the quality assurance in 1995: 
"Qualityy assurance basically contains two elements: the medical equipment and infra-
structuree of the given health care organisation and the staff. Nowadays the medical equip-
mentt has absolute priority which determine the quality of care. "(Tekeres, 1995) 

Att the macro level, besides the government, insurers and professions, the public as users 
andd owners of a public service are key players, their human rights, complaints, advocacy 

(*)(*)  For instance: instance: Hungarian Society for Quality Assurance in Health Care (1992), Hungarian Hospital Associa-
tion,tion, Quality Assurance Committee (1993), Quality Assurance Committee, Association of Medical Directors (1994), 
QualityQuality Assurance Committee, Association of Nursing Directois (1995), Accreditation Committee, Hungarian 
HospitalHospital Association (1995). 
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andd litigation have to be taken into consideration. The better educated and informed public 
aree more and more demanding for better quality health care services, that is why the 
generall  public are not only 'key players' but might be among the most important change 
agentss of the improvement of the quality of care. 

4.2.34.2.3 Quality assurance in hospitals 

Inn Hungary, the development of quality assurance activities has been clearly visible since 
1992.. In 1992 there were no hospitals with quality assurance policy, no activities that 
weree named or labelled as such, and were no staff paid for doing quality assurance. While 
inn 1992 the methods and terminology of quality assurance were unknown in the Hungar-
iann hospitals in 2000 lots of them have quality assurance (deputy) director, or co-ordinator, 
qualityy assurance committee or at least one physician or nurse whose working time is 
partlyy or fully devoted to quality assurance. In 2000, 30-40 % of the Hungarian hospitals had 
somee kind of quality assurance activities implemented, mainly an ISO 9000 quality system. 

4.2.3.11 European Concerted Action Programmes on Quality Assurance in Hospitals 
(COMAC/HSR/QAA and BIOMED/PECO programme) in Hungary 

Hungariann hospitals started to implement quality assurance programmes in 1992 when a 
groupp of 17 hospitals became involved in the first phase of the European Concerted Action 
Programmee on Quality Assurance in Hospitals (COMAC/HSR/QA)- In the second phase of 
thiss programme, (BIOMED/PECO) - started in 1994 and finished in 1997-20 Hungarian 
hospitalss were participating. (*) From 14 European countries, mainly member states of the 
Europeann Union, 267 hospitals participated in the COMAC/H5R/QA programme and 198 
hospitalss participated in the BIOMED/PECO programme. (Klazinga, 1994; Gulacsi and 
Kovacs,, 1997) These programmes were multi-centre comparative studies on different quality 
assurancee strategies and their effect on improvement of care with respect to: a) preopera-
tivee assessment in surgery; b) prevention and treatment of bedsores; c) keeping patients 
record;; d) prophylactic antibiotic use in surgery; e) quality assurance in blood transfusion; 
f)) quality assurance in accident and emergency setting. In Hungary an patient satisfaction 
surveyy was added to these as the 7th quality assurance topic, to reflect the demand from the 
hospitals.. European concerted action programmes were questionnaire based surveys in which 
generall  quality assurance related chapters and questions and specific quality assurance topics 
relatedd questions were included. The general chapters and questions provided a good opportu-
nityy to measure the baseline situation related to quality assurance. The European Concerted 
Actionn Programmes on Quality Assurance in Hospitals (COMAC/HSR/QA, BIOMED/PECO)', 
weree the biggest multi-hospital quality assurance programme in Hungary so far and had 
aa visible impact on the development of quality assurance. (Table 4.2). 

Inn this chapter the development of quality assurance activities is presented based on the 
findingss of these programmes in comparison with the results from the hospitals of the 

(*)(*)  This project was a part of the Medical and Health Research Co-ordination Programme of the European Com-
mission;mission; the project in Hungary was partly financed by the Dutch Ministry of Health, Welfare and Sport. 
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developedd countr ies. A l though 17 hospitals participated in the first concerted action 
p rogrammee and 20 hospitals in the second concerted action programme, these hospitals 
representt one fourth - one third of the total hospital capacity in Hungary. 

4 .2 .3 .1 .11 S tudy design and validity 

Thee study was conducted in three interrelated phases. In 1992/1993 the actual practice 
wass registered in the 1 7 participating hospitals (Phase 1). There were two follow-up activi-
tiess subsequently in 1995/96 in 20 hospitals (Phase 2) and in 1997 in 9 hospitals (Phase 3} 
too detect the changes of the preoperative routine. Same questionnaires were used for the 
evaluationn of the baseline and for the two follow-ups in order to keep the study results 
comparable.. Hospitals, mainly large county public settings with around 1,500 - 2,200 
bedss and municipal/c i ty hospitals wi t h around 200 - 600 bed, participated on a voluntary 
basis.. Questionnaires were distributed to medical directors of 124 Hungarian hospitals in 
19933 and in 1995 and distributed to 20 hospitals in 1997. Completed questioners were 
returnedd by 17 hospitals (14%) in 1993 by 20 hospitals (16%) in 1995 and 9 hospitals (45% 
responsee rate represents 5.3% of the total number of hospitals) completed the question-
nairee in 1997. In 1993, 10 out of the 17 were large county hospitals representing 53% of 
thee total number of 19 county hospitals and five hospitals were city hospitals wi t h 200-
6000 beds. 

Inn 1995, 9 out of the 20 hospitals were large county hospitals (47% of the total number of 
countyy hospitals) and in 1997, 7 out of the 9 hospitals were county hospitals. Altogether 
77 large county hospitals (C7) were participating through the whole durat ion of the 
programme,, representing 37%-53% of the county hospitals in the various stages of the 
study.. (For further information about study design see Paragraph 6.1.2.) In this study 
theree was a good representation of the medium care provided by large county hospitals. In 
Hungaryy the backbone of the inpatient health care system is the network of the county 
hospitals,, these hospitals were recruited from all parts of Hungary. Results from the study 
aree relevant to these hospitals, but in case of top care national institutions and city hospi-
tals,, interpretation of the results should be done wi t h caution. (For further information 
aboutt the validity of the study please see Paragraph 6.5.1.) 

4 .2 .3 .22 Policy issues 

Thee first study on quality assurance in hospitals (COMAC/HSR) in 1992/1993 showed 
thatt there were no quality assurance policy, staff and programmes (or at least not named 
ass such) in the Hungar ian hospitals. The second study (BIOMED/PECO) demonstrated a 
completelyy different situation. According to the 1995/1996 evaluation 45% of the partici-
pat ingg hospitals (9 hospitals) had quality assurance policy (CWE*: 38%), and quality as-
surancee programme based on this policy which was created during the initial three years 
off  the study. Four out of the 9 Hungarian hospitals created their quality assurance policy 
inn 1995 and the remaining 5 created it in 1992/1993. Al l these 9 hospitals attached their 

(*)(*)  CWE - the average percentage from the participating hospitals of the countries in Western Europe 
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qualityy assurance policy documentation to the study questionnaire and sent to the 
programmee committee for investigation. In general it can be concluded that hospital qual-
ityy assurance policies are more developed in those hospitals where quality assurance commit-
teess were present. 
Sevenn hospitals (35%) reported that hospital wide quality assurance was discussed at least 
44 times by the hospital management during the 4 years prior to the study (CWE: 66%). In 
hospitalss where the management was not willin g to spend at least 4 times 30 minutes on 
qualityy assurance, there was a lower chance for quality assurance to be established. Six 
hospitalss had mission statements (CWE: 59%) and in two hospitals (10%) specific quality 
managementt methods such as Total Quality Management were applied (CWE: 66%). 

4.2.3.33 Organisation and structures 

Sevenn hospitals (35%) out of the 20 hospitals had committees in which there were repre-
sentativess of all medical staff, and these committees had at least 1 meetings per year 
(CWE:71%).. Table 4.2/a shows that, for instance, clinical pathology committees were op-
erationall  in 10 hospitals (50%) and the same rate was found among the CWE hospitals 
(51%)) as well. There was a significant difference, however, in the frequency of the meet-
ings.. In Hungary committees had 2 meetings per a year in general, whereas in a group of 
CWEE hospitals committees met 7 times annually on the average. 

Tablee 4.2/a Development of quality assurance in Hungarian hospitals between 1992-
1997::  committees; in comparison with a group of European hospitals 

Committees s 

Autopsy y 

Hospital l 
infection n 

Drugs/ / 
Therapeutics s 

Medical l 
records s 

Blood d 
transfusion n 

Tissue e 
removed d 

Tumor/ / 
Oncology y 

Medicall  audit 

Hospital l 
utilisation n 

11 7 Hungarian 
hospitals s 
(COMAC/ / 
HSR/QA) ) 

1992-1994 4 

5% 5% 

0% 0% 

0% 0% 

0% 0% 

0% 0% 

0% % 

0% % 

0% % 

0% % 

2677 (H) 
European n 
hospitals s 
(COMAC/ / 
HSR/QA) ) 
1991-1994 4 

44% % 

90% % 

88% % 

63% % 

34% % 

31% % 

46% % 

61% % 

22% % 

200 Hungarian 
hospitals s 
(BIOMED/ / 
PECO) ) 

1995-1996 6 

55%% f2 

60%% f3 

80%% f 4 

55%% f4 

30%% f4 

20%% f3 

25%% f 6 

10%% f2 

45%% f 3 

Al ll  198 (o) 
European n 
hospitals s 
(BIOMED/ / 
PECO) ) 
1994-1996 6 

44%% f6 

76%% f 6 

79%% f 5 

48%% f5 

38%% f3 

23%% f l l 

38%% f8 

34%% f6 

27%% f6 

99 Hungarian 
hospitals s 
{BIOMED / / 
PECO) ) 

1997 7 

100% % 

100% % 

88% % 

100% % 

88% % 

50% % 

63% % 

50% % 

50% % 
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Committees s 

Risk k 
management t 

Incident t 
reports s 

Medical l 
education n 

Medicall  staff 

credentials s 

11 7 Hungarian 
hospitals s 
(COMAC/ / 
HSR/QA) ) 

1992-1994 4 

0% % 

0% % 

0% % 

0% % 

2677 (H) 
European n 
hospitals s 
(COMAC/ / 
HSR/QA) ) 
1991-1994 4 

13% % 

33% 33% 

67% % 

22% % 

200 Hungarian 
hospitals s 
(BIOMED/ / 
PECO) ) 

1995-1996 6 

25%% fl 

30%% fl 

45%% f 8 

45%% f 2 

Al ll  198 (0) 
European n 
hospitals s 
(BIOMED/ / 
PECO) ) 
1994-1996 6 

26%% f 8 

29%% f 8 

56%% f9 

18%% f 3 

99 Hungarian 
hospitals s 
(BIOMED/ / 
PECO) ) 

1997 7 

25% % 

25% % 

88% % 

50% % 

fn)) Participating countries and number of hospitals: Austria 14; Belgium 42; Denmark 30; France 11; Germany 
13;13; Greece 8; Ireland 5; Israel 1 7; Italy 14; The Netherlands 15; Norway 4; Portugal 11; Russia 11; Spain 82; 
UnitedUnited Kingdom 7; Hungary 1 7; and Poland 40 hospitals. Source: Concerted Action Programme on Quality 
AssuranceAssurance in Hospitals; Report of the Evaluation Phase, Utrecht, December 1993 
(0)(0) Participating countries and number of hospitals (BIOMED/PECO): Denmark 4; France 5; Germany 15; Greece 
1;1; Hungary 20; Italy 11; Ireland 21; Israel 7; The Netherlands 6; Poland 27; Portugal 8; Russia 14 hospitals; 
SlovakSlovak Republic 2; Spain 50; Switzerland 4; and United United Kingdom 3 hospitals. 
(f)(f) Annual frequency of the meeting of the committees 

Tablee 4 .2 /b shows the development of quality assurance in Hungarian hospitals between 

1992-19977 with particular emphasis on committees in the 7 large county hospitals (C7) 

part icipatingg through the whole duration of the programme. 

Tablee 4 .2 /b Development of qualit y assurance in Hungarian hospitals between 1992-
1997::  committees; 7 large county hospitals (C7) participatin g through the whole 
durat io nn of the programme 

Committees s 

Autopsy y 

Hospitall  infection 

Drugs/Therapeutics s 

Medicall  records 

Bloodd transfusion 

Tissuee removed 

Tumorr 'Oncology 

Medicall  audit 

Hospitall  utilisation 

Riskk management 

Incidentt reports 

Medicall  education 

Medicall  staff credentials 

1995-1996 6 
(BIOMED/PECO) ) 

100%% f2 

86%% f3 

86%% f4 

86%% f4 

100%% f4 

43%% f 3 

55 7% fó 

45%% f2 

45%% f3 

28%% fl 

28%% fl 

55 7% f8 

55 7% f2 

1997 7 
(BIOMED/PECO) ) 

100% % 

100% % 

100% % 

100% % 

100% % 

71% % 

88% % 

71% % 

77 1% 

29% % 

29% % 

88% % 

711 % 

if)if)  Annual frequency of the meeting of the committees 



44 - Study on the introduction of the quality concept in Hungary... 129 

Tablee 4 .3 /a shows the development of the characteristic features of Quality Assurance in 

hospitalss in Hungary as result of the 1st and 2nd European Concerted Action Programme 

onn Quality Assurance in Hospitals. 

labl ee 4.3/a Development of qualit y assurance in Hungarian hospitals between 1992-

1997::  structur e of qualit y activities; in comparison wit h a group of European hospitals 

Quality y 
assurrance e 
inn hospitals 

Formallyy adopted 
policyy papers on 
QAA in the hospital 

Missionn statement 

Formallyy appointed 
individualss on 
QAA in the hospital 

Speciall  budget on 
QAA in the hospital 

Formall  report on 
QAA in the hospital 

Formall  procedure 
forr the handling of 
patientt complaints 
inn the hospital 

Participationn in re-
gionall  or/and natio-
nall  programmes 

11 7 Hungarian 
hospitals s 
(COMAC/ / 
HSR/QA) ) 

1992-1994 4 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

2677 (°) 
European n 
hospitals s 
(COMAC/ / 
HSR/QA) ) 
1991-1994 4 

45% % 

45% % 

46% % 

15% % 

51% % 

88% % 

88% % 

200 Hungarian 
hospitals s 
(BIOMED/ / 
PECO) ) 

1995-1996 6 

50% % 

35% % 

30% % 

15% % 

55% % 

75% % 

35% % 

Al ll  198 (0) 
European n 
hospitals s 
(BIOMED/ / 
PECO) ) 
1994-1996 6 

35% % 

48% % 

43% % 

14% % 

38% % 

85% % 

48% % 

99 Hungarian 
hospitals s 
(BIOMED/ / 
PECO) ) 

1997 7 

88% % 

100% % 

88% % 

25% % 

88% % 

100% % 

100% % 

((aa)) Participating countries and number of hospitals: Austria 14; Belgium 42; Denmark 30; France 11; Germany 
13;13; Greece 8; Ireland 5; Israel 1 7; Italy 14; The Netherlands 15; Norway 4; Portugal 11; Russia 11; Spain 82; 
UnitedUnited Kingdom 7; Hungary 17; and Poland 40 hospitals. Source: Concerted Action Programme on Quality 
AssuranceAssurance in Hospitab; Report of the Evaluation Phase, Utrecht, December 1993 
(0)(0) Participating countries and number of hospitals (BIOMED/PECO): Denmark 4; France 5; Germany 15; Greece 
1;1; Hungary 20; Italy 11; Ireland 21; Israel 7; The Netherlands 6; Poland 27; Portugal 8; Russia 14; Slovak 
RepublicRepublic 2; Spain 50; Switzerland 4; United Kingdom: 3 hospitals. 
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Tablee 4.3/b shows the development of quality assurance in 7 large county hospitals (C7) 
participatingg through the whole duration of the programme between 1992-1997: struc-
turee of quality activities. 

Tablee 4.3/b Development of quality assurance in 7 large county hospitals (C7) par-
ticipatin gg through the whole duration of the programme between 1992-1997: struc-
tur ee of quality activities 

Qualityy assurance in hospitals 

Formallyy adopted policy papers 
onn QA in the hospital 

Missionn statement 

Formallyy appointed individuals 
onn QA in the huspital 

Speciall  budget 
onn QA in the hospital 

Formall  report on 
QAA in the hospital 

Formall  procedure for the handling 
off  patient complaints in the hospital 

Participationn in regional or/and 

nationall  programmes 

1992-1994 4 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

1995-1996 6 
(BIOMED/PECO) ) 

88% % 

100% % 

35% % 

28% % 

88% % 

88% % 

100% % 

1997 7 
(BIOMED/PECO) ) 

100% % 

100% % 

100% % 

29% % 

100% % 

100% % 

100% % 

4.2.3.44 Indicators and practice guidelines 

Thee rate of surgical site infection (SSI) associated with clean wound surgery was known in 
99 hospitals (45%) related to the previous year of the study (CWE: 35%). SSI rate was 1.5% 
onn the average, within a range of 0% and 3.6%. In 13 (65%) Hungarian hospitals transfu-
sionn complication rate was known (CWE: 60%), in the previous year of the study the 
averagee complication rate was 0.23%. Autopsy rate was known in 15 hospitals (75%), the 
samee rate in the group of CWE hospitals was 68%, and during the previous year of the 
studyy this rate was 62.35%, varying between 15.9% and 100% from hospital to hospital. 
Thee development of quality assurance activities in hospitals can be best shown and 
characterisedd with the extent of guideline setting and use of guidelines in daily practice. 
Tablee 4.4/a shows the change between 1992 and 1997 in the field of clinical guidelines. 
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lablee 4.4/a Development of quality assurance in Hungarian hospitals between 1992-
1997::  guidelines; in comparison with a group of European hospitals 

Quality y 
assurrance e 
inn hospitals 

Infectionn control 

Drugg prescribing 

Antibioticc use ( ^ ) 

Prophylactic c 
antibioticc use (ft) 

Bloodd transfusion 

Standardd blood 
orders s 

Medicall  records 

Preoperative e 
assessmentt ($) 

Preventionn and 
therapyy of pressure 
ulcerss (£) 

177 Hungarian 
hospitals s 
(COMAC/ / 
HSR/QA) ) 

1992-1994 4 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

2677 (B) 
European n 
hospitals s 
(COMAC/ / 
HSR/QA) ) 
1991-1994 4 

88% % 

76% % 

78% % 

94% % 

66% % 

64% % 

62% % 

62% % 

83% % 

200 Hungarian 
hospitals s 
(BIOMED/ / 
PECO) ) 

1995-1996 6 

75% % 

80% % 

60% % 

45% % 

75% % 

65% % 

75% % 

45% % 

50% % 

Al ll  198 (0) 
European n 
hospitals s 
(BIOMED/ / 
PECO) ) 

1994-1996 6 

77% % 

67% % 

40% % 

48% % 

64% % 

44 7% 

55% % 

54% % 

54% % 

99 Hungarian 
hospitals s 
(BIOMED, , 
PECO) ) 

1997 7 

100% % 

88% % 

88% % 

100% % 

50% % 

50% % 

50% % 

88% % 

100% % 

(°)(°) Participating countries and number of hospitals: Austria 14; Belgium 42; Denmark 30; France 11; Germany 
13;13; Greece 8; Ireland 5; Israel 1 7; Italy 14; The Netherlands 15; Norway 4; Portugal 11; Russia 11; Spain 82; 
UnitedUnited Kingdom 7; Hungary 17; and Poland 40 hospitals. Source: Concerted Action Programme, on Quality 
AssuranceAssurance in Hospitals; Report of the Evaluation Phase, Utrecht, December 1993 
(0)(0) Participating countries and number of hospitals (BIOMED/PECO): Denmark 4; France 5; Germany 15; Greece 
1;1; Hungary 20; Italy 11; Ireland 21; Israel 7; The Netherlands 6; Poland 27; Portugal 8; Russia 14; Slovak 
RepublicRepublic 2; Spain 50; Switzerland 4; and United Kingdom 3 hospitals. 
(@)(@) Infection control - county hospitals (C7) participating in the risk-adjusted surgical site infection surveil-
lancelance programme, further discussed in Chapter 9 
(( ~ ) Antibiotic use - assessment and development of antibiotic use in some extent was part of the risk-adjusted 
surgicalsurgical site infection surveillance programme the risk-adjusted surgical site infection surveillance programme 
(j&)(j&)  Prophylactic antibiotic use - assessment and development of antibiotic use was part of the risk-adjusted 
surgicalsurgical site infection surveillance programme 
($)($) Preoperative assessment - county hospitals (C7) participating in the preoperative assessment in surgery 
programme,programme, further discussed in Chapter 8 
(C)(C) Prevention and therapy of pressure ulcers -county hospitals (C7) participating in the prevention and treat-
mentment of pressure ulcers programme, further discussed in Chapter 10 

Theree were clinical guidelines in many hospitals in the following fields infection control in 
144 hospitals (70%) (CWE: 83%), in 14 hospitals (70%) in drug prescription (CWE:70%), in 
133 hospitals (65%) blood transfusion (CWE: 64%), in 13 hospitals (65%) guideline on blood 
orderr was in use (CWE: 40%), in 8 hospitals (68%) preoperative routine (CWE: 54%), in 9 
hospitalss (45%) prevention and treatment of pressure ulcers (CWE: 68%) Table 4.4/b shows 
thee development of quality assurance in 7 large county hospitals (C7) participating through 
thee whole duration of the programme, between 1992-1997: guidelines. 
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Tablee 4.4/b Development of quality assurance in 7 large county hospitals (C7) participat -
ingg through the whole duration of the programme, between 1992-1997: guidelines 

Guidelines s 

Infectionn control 

Drugg prescribing 

Antibioticc use 

Prophylactic c 
antibioticc use 

Bloodd transfusion 

Standardd blood 
orders s 

Medicall  records 

Preoperative e 
assessment t 

Preventionn and 
therapyy of pressure 
ulcers s 

1992-1994 4 
(COMAC/HSR/QA) ) 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

0% % 

1994-1997 7 
(BIOMED/PECO) ) 

100% % 

100% % 

100% % 

71% % 

71% % 

71% % 

71% % 

86% % 

86% % 

1997 7 
(BIOMED/PECO) ) 

100% % 

100% % 

100% % 

100% % 

71% % 

71% % 

71% % 

100% % 

100% % 

4.2.3.66 Audit 

Hospitalss were asked to identify the body or organisation responsible for external audit. 
Answerss were received from 7 hospitals (35%) out of the 20 participating hospitals. Five 
hospitalss named the National Public Health and Medical Officers Service as the most im-
portantt organisation responsible for external audit, through the system of supervising 
chieff  physicians on county level who audit hospitals every three months. Three hospitals 
mentionedd public control through the application of patient satisfaction questionnaires. 
Accordingg to one hospital the most important organisation doing external audit is the 
nationall  Health Insurance Fund through DRG financing mechanism and one hospital named 
thee Health Committee of the local municipality as the most important external auditor. 
Onee hospital reported that the pathologist employed by the hospital was the person re-
sponsiblee for external audit. 
Ninee hospitals (45%) had a detailed quality assurance plan or report (hospital wide or for a 
certainn part of the hospital) which consists of specific data related to health care delivery 
forr a given time period (CWE: 40%). Systematic process for measuring patient satisfaction 
andd handling patient complains existed in 14 hospitals (70%) (CWE: 90%). Patient satisfac-
tionn surveys with questionnaires were conducted in 10 hospitals (50%) during the year 
priorr to our survey. (CWE: 76%). Reports from 13 (65%) hospitals showed that results of 
patientt satisfaction questionnaires are used in the practice of quality assurance (CWE: 
54%).. Survey results were discussed in meetings of senior physicians and hospital man-
agement,, and are used to improve patient information and sometimes to investigate staff 
responsibility.. Two hospitals (10%) reported active co-operation with the representatives of 
locall  patient self-help groups and organisations (CWE: 44%). Service for patient informa-
tionn was available in 2 hospitals (10%) where patients received information about their 
ownn illnesses, and available therapeutic services (CWE: 27%). Fourteen hospitals (70%) 
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providedd information materials regularly to the patients about the services of the given 
hospital,, mode of operation, visiting policies and policies and process of admission (CWE: 
83%).. Six hospitals (3096) provided written information about certain clinical diseases or 
statuss and about their diagnosis and therapy (CWE: 47%). 

4.2.3.77 Resources 

Resourcess (e.g. staffing and data) were also investigated as part of the programme. Accord-
ingg to the result of our survey 5 hospitals employed professionals (in general 2.5-5.5 full 
timee equivalent) who received their salary partly and/or fully for working on quality 
assurancee (CWE: 54%). The quality of the study questionnaire and the attached documents 
aboutt the quality activities of the given hospital seems to be significantly better in the 
hospitalss that employ staff to do quality assurance. Quality staff consists of physicians in 
alll  hospitals, nurses in 4 hospitals and managers in 4 hospitals. In 5 hospitals (25%) a 
separatee budget was available for quality assurance activities (CWE: 19%) Seven hospitals 
(35%)) participated in some kind of regional or national quality assurance programme. 
Altogetherr 68% of the nurses working in the group of 20 BIOMED/PECO hospitals were 
qualifiedd (specialist nurse and midwife), and this rate varies between 42% to 96.2% from 
hospitall  to hospital. During the academic year of completing the BIOMED/PECO question-
naire,, 9.5% of the nurses took part in postgraduate training courses, and this rate ranged 
betweenn 0% and 25% among hospitals. In 5 (25%) out of the 20 hospitals nurses formed a 
speciall  committee where all nurses were represented and these committees met more than 
100 times a year (CWE: 77%). Training/education plan for continuous nursing education 
forr nurses was in place in 14 hospitals (70%) in this group (CWE: 71%). In 2 hospitals 
(10%)) there are nurses at department level working on quality assurance according to their 
jobb description (CWE: 62%). In 13 hospitals (65%) there are nurses working on quality 
assurancee hospital wide. In 9 hospitals special advisory committees are working in the field 
off  quality in nursing on hospitals level (CWE: 48%), and in two hospitals (10%), commit-
teess with the same function exist on department level (CWE: 27%). These committees, both 
onn hospital and department level, deal with surgical wound infection surveillance, patient 
satisfaction,, nursing documentation and the prevention and treatment of bedsores. 

Documentationn of quality assurance in nursing was received from 6 hospitals (30%). Based 
onn the results of the baseline studies in these hospitals they pointed out the importance of 
qualityy assurance activities in the fields of the catering, drug delivery and nursing docu-
mentation.. They concluded that ... "in many cases within nursing processes personal 
responsibilitiess were not possible to identify, ..., nursing documentation is very much out-
dated,, incomplete and badly designed. In many cases important pieces of information were 
lostt in the big bulk of papers and in many cases documentation was unnecessarily redun-
dant.""  " ... the results (outcome) of nursing was not thoroughly evaluated," ... "nursing 
andd medical documentation overlap to an unnecessary extent (for example in the field of 
importantt symptoms, drug treatment, examinations and interventions). 
Inn 15 hospitals (75%) out of the participating 20 hospitals a separate documentation centre 
weree found (CWE: 73%), these are integrated patient documents in which all kinds of 
diagnosticc and therapeutic documents of patients are stored together (CWE: 70%). Separate 
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documentat ionn was maintained in 9 hospitals (45%) in the accident and emergency depart-
mentt (CWE: 37%); in 11 hospitals {55%) in special diagnostic departments (CWE: 22%); 
andd in 6 hospitals (30%) in other departments (CWE: 18%). In 10 hospitals (50%) separate 
documentat ionn is used in the out-pat ients/ambulatory departments (CWE: 29%). Separate 
nurs ingg documentat ion (i.e. separate from the medical record, managed by the medical 
staff)) was operational in every hospital. Guidelines for nursing documentat ion were used 
inn 11 hospitals {55%) in order to fix the content of the nursing documentat ion (CWE: 67%). 
Inn 10 hospitals (50%) medical staff used guidelines to manage medical documentation (CWE: 
54%).. The appropriateness of the documentation (medical records, data collection forms) 
wass checked in 14 hospitals (70%) as well as recording and storing and using the data were 
supervisedd (CWE: 49%). Documentat ion is checked by the head of departments, other de-
par tmentt leaders w ho were appointed to do this job, hospital informatics department of 
thee head of this department, statistician and/or one physician in each department who is 
responsible,, weekly or monthly. In smaller hospitals this was the responsibility of the 
medicall  director. Medical Review Committee was working in one hospital. 

4.2.44.2.4 Quality assurance in the primary care 

Inn the pr imary health care quality assurance activities was triggered and heavily assisted 
w i t hh var ious PHARE funded project and the European Patient's Report on System Perfor-
mancee - EURO PROSPER programme in Hungary. Quality assurance in pr imary health care 
iss discussed shortly in Paragraph 3.5.4 and Chapter 9 in details. 

4.2.54.2.5 Quality assurance in public health 

Structuree and function of the Public Health System is discussed in Paragraph 3.6. In Hun-
garyy qual i ty assurance activities in public health started very early in 1992, wi th the 
nat ionall  infection control p rogramme being one of the first quality assurance programs. 
Duee to the legal and regulatory responsibility of the National Public Health and Medical 
Officerss Service in the field of the quality assurance, among others, it was relatively easy 
too start wi th this topic, especially because the leaders of the Hungarian quality assurance 
programmess were employed by the public health system. Many hospitals and county 
publicc health insti tutes were involved in the surgical site infection (SSI) surveillance 
p rog rammee between 1992-1998. Results wil l be further discussed in Chapter 7. 

4 .33 L icens ing, ce r t i f i ca t i o n a nd accred i ta t ion of h e a l th care o r g a n i s a t i o ns 

4.3.14.3.1 Minimum requirements for hospital departments 

AA Government Decree (113/1996) concerning licensure (*) entitling to deliver health ser-
vicess was published in 1996. By the invitation of the then Ministry of Welfare in 1995/ 

(*)(*)  Licensure: A legal right that is granted by a government agency in compliance with a statue governing an 
occupationoccupation (such as medicine and nursing) or the operation of an activity (such as in a hospital). (Joint Commis-
sion,sion, 1996) 
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19966 Professional Colleges (*) set up min imum requirements for health care organisations 
(hospitall  departments, out-patient clinics, primary health care organisations) at all levels of 
thee health care services, in terms of facilities, equipment and staff for all clinical specialities. 

Countyy directorates of the National Public Health and Medical Officers Service are authorised 
too investigate and judge the conformance of the hospitals wi t h the min imum require-
ments,, through site visits. (Table 4.5) Table 4.5 shows, for instance, that health care p ro-
videdd by 641 health care organisations are categorised into 13,569 'professional profiles' 
andd 1,583 out of them received full license. License for a specified time period were given to 
4144 'professional profiles' and 8,816 'professional profiles' received temporary license. 
Almostt three thousand (2,755) 'professional profiles' failed to pass the licensing process. 

Tablee 4.5 Conformance wit h minimu m requirements; l icensing of 'professional pro -
files' ,, 1997 

Healthh care 
organisations s 

Healthcare e 
organisationss (0) 641 

independent t 
out-patientt clinics 

PHC(~) ) 

Professional l 
profiless (a) 

13,569 9 

11,521 1 

25,239 9 

Full l 
licence e 

1,583 3 

5,849 9 

9,039 9 

Licencee for 
aa limited 
timee period 

414 4 

26 6 

542 2 

Temporary y 
licence e 

8,817 7 

2,611 1 

10,108 8 

Noo licence 

2,755 5 

3,035 5 

5,550 0 

(V)(V) The objective of licensing is the 'professional profiles' within the health care institutions/departments. For 
instanceinstance a department of radiology can provide X-ray, CT, MRl services, but these are different 'professional 
profiles'profiles' with their own minimum requirements. The same can be mentioned in relation to out-patient and 
primaryprimary health care 
(0)(0) Legal bodies, such as hospitals, nursing homes and other health care institutions 
(( ~ j Family practitioners and other primary health care providers 

Duee to the non compliance wi t h min imum requirements most of the 'professional profiles' 
receivedd temporary license. (Table 4.5) There was almost no hospital to meet the entire set 
off  m in imum requirements. According to the temporary licenses health care organisations 
(e.g.. hospitals) have to meet the min imum requirements related to equipment, machinery 
andd staff til l September 30, 2001 and related to building and sanitary engineering of mini-
m umm requirements til l September, 2005. (21/98 order of the Minister of Health, 1998) 
Compliancee wi th min imum requirements would cost 32,095 millio n HUF at 1997 price on 
thee national level. (32,095 millio n HUF is around 280 millio n NLG. This amount was 
aroundd 7% of the total health care budget in 1997.) One of the most positive consequences 
off  licensing health care organisations was that hospital management was first confronted 
wi t hh the fact, in a systematic way, that a significant percentage (in some cases the vast 
majority)) of their departments were (and are) not able to meet the basic requirements of 
thee Professional Colleges. 

(*)(*)  Professional Colleges are Professional Advisory Boards in each medical speciality 
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Thee lack of necessary (min imum) equipment, staff (both in numbers and qualification) 
andd often physical conditions (floor space, structure, lavatories, location) was known be-
fore,, but in an anecdotal, unst ructured way. In 1996 hospital departments were compared 
too the m in imum standards and started to set up a list of non-compliance. Quite often the 
lengthh of this list became quite impressive in terms of the number of lacking items, and 
whatt is more important in terms of money to be invested to meet the m in imum require-
ments.. Al though temporary license was granted to all hospitals, management is under 
pressuree to cope wi t h this situation and try to achieve improvement. The appropriateness 
off  the m in imum requirements was questioned by many professional organisations and 
experts,, notwi thstanding, slow but positive changes might be triggered by enforcing these 
m in imumm standards. 

Theree might be some negative consequences of the implementation of the min imum re-
quirementss as well. In 1995 /1996, no methodological guidance was provided to the Pro-
fessionall  Colleges (of which there are 35) to develop min imum requirements (often called 
m i n i m umm standards). 
Itt was not clearly specified whether these standards should be defined as: 

m in imumm requirements achievable in the short run under the actual conditions of the 
Hungariann health care system. According to this option management intervention 
mightt be necessary, but no significant additional investment is needed, 
statementt of expectations should be achieved in the medium run. What should a well 
functioningg organisation look like from the point of view of its staff, structure, build-
ing,, and equipment. Hungar ian conditions (structure and actual status of health care 
organisations,, GDP, etc.) should be taken into consideration by this option, but sig-
nificantt further investment are needed. 

thee state of the art of the given clinical profession. In this option vaguely defined 
'Europeann m in imum' requirements should be set, similar to the ones in developed 
countries,, which might be achieved in the longer run, and significant additional in-
vestmentss are needed. 

Whil ee some Professional Colleges adopted the first option the majority of them opted for 
thee second and third solutions. The process and the main goals of setting min imum re-
quirementss were not concerted among Professional Colleges. This resulted in an unfortu-
natee situation, whereby sometimes hospital departments have to satisfy m in imum stan-
dardss reflecting m in imum requirements of all three different options discussed above, some-
timess in the same hospital. It was also very contradictory that the services to be provided 
byy the specialit ies/departments were not specified and have not been specified ever since. 
Rigidd m i n i m um requirements for building, equipment and staff on one hand, and the pro-
visionn of care remained un-addressed on the other, which might have a serious negative 
impactt on quality of care. Another potential problem might be that m in imum require-
mentss were set only and exclusively for professional profiles (such as hospital depart-
ments)) and not for the whole hospital. This might create even more barriers between de-
par tmentss and make the rigid hospital structure even more rigid, according to the Health 
Caree Reform Committee, Ministry of Economic Affairs. (GK, 1999) 
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Creatingg 'professional protocols' in local (hospital) level, within one calendar year, was 
madee mandatory by the first version of the minimum requirements in 1996. The meaning, 
definitionn and content of these 'professional protocols' were not explained. No guidance 
wass provided to the health care settings to develop protocols, to prioritise which profes-
sionall  area should be covered, and how, by whom and when wil l these protocols be re-
viewedd and inspected. As a consequence of this lacking information and strategy, no hospi-
talss took this requirement seriously. At first the Ministry of Health postponed the deadline 
byy one year, than this part of the minimum requirements was taken out from the second 
version.. After this failure, Professional Colleges were invited to create practice guidelines 
andd protocols, but no methodological guidance was provided to them on this occasion, 
either.. Very few guidelines and protocols were created so far by the Colleges, partly because 
extraa funds and staff were not allocated to them. Practice guidelines and protocols created 
byy Professional Colleges, and was approved by the Ministry of Health, varied in terms of 
theirr quality to a large extent, were often contradictory and conflicting, and seldom based 
onn scientific evidence. (GK, 1999) Documentation, periodic review, supervision of practice 
guideliness and protocols as well as strategy of assisted diffusion and implementation are 
lacking.. As a consequence the impact of practice guidelines and protocols on the behaviour 
off  professionals and the quality of care is insignificant. (GK, 1999) To achieve changes in 
thiss field requires well functioning and complex quality management as guidelines are not 
'' self-implementing'. 
Thee situation is quite similar in primary health care. A so-called 'list of competencies' e.g. 
minimumm requirements for primary care facilities, equipment as well as qualification of 
thee family physicians was set, but on the other side, it was not defined what kind of services 
andd on which quality level, should be provided by the primary health care providers. 

4.3.24.3.2 Certification 

Anotherr interesting phenomenon in Hungary is that 'professional profiles' in almost all 
certifiedd hospitals (ISO 9001 and ISO 9002) hold only temporary license, due to their inca-
pabilityy to satisfy minimum requirements. According to Varga (1998), president of the 
Hungariann Hospital Association: in the past some years 48% of the Hungarian hospitals 
implementedd formal quality assurance programmes, however, 58% of these activities were 
devotedd exclusively to achieve ISO 9001 and ISO 9002 certification". Since then the ten-
dencyy is even growing, within one year or two a great number of hospitals wil l be certified, 
alll  county hospitals and large institutions in Budapest included. There is an increasing use 
off  ISO-certification in healthcare to set up the basic principles of quality management. 
Havingg developed, implemented and maintained the quality management system it is more 
thann likely that the organisation wil l then seek to have the system registered or certified by 
ann independent third party accredited registration body. Such quality systems are certified 
followingg a successful registration audit of the system in question. Certification may be 
regardedd as formal recognition by others of a quality system and that it meets the require-
mentss of a recognised international or national standard. (Sweeney, 1999) 

Onee of the characteristic features of the Hungarian health care system in the current stage 
off  the transition period is a large number of ISO 9000 applications in the healthcare sector. 
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Moree than 150 healthcare organisations, such as hospitals (64 settings), out-pat ient clin-
ics,, dental practices and county public health institutes hold ISO 9000 certificate (*) or 
current lyy involved in the process to obtain ISO 9001 or ISO 9002 certificate. Recently 
(September,, 2000) one of the four University Hospitals started the application of the ISO 
90011 (36 clinics, wi th more than 2,000 beds). Al though no specific guidelines have been 
developedd centrally for the application of ISO 9000 in the acute healthcare sector, its appli-
cationn has been seen country-wide. 

ISOO 9004 refers only to the aspects of the service industry. As Sweeney (1999) stressed 
"However,, in order to utilise the technical jargon of the standard an interpretation must be 
made.. This appears to have been rectified by three means: 
a)) Independent 'Quality Consultants' are creating definitions of the clauses to suit the 

organisat ionn preparing for certification. 
b)) Nat ional cert i f icat ion/registrat ion bodies developing guidelines for use which 

organisationss must follow in order to be certified by them. 
c)) Independent national bodies involved in the development of standards and /or quality 

programmess relating to healthcare have taken it upon themseives to create guidelines 
forr use wi th ISO 9000." 

Inn Hungary 135 'Quality Consul tants" are currently creating definitions and providing 
assistancee for healthcare institutions to prepare quality system for ISO 9001 or ISO 9002 
certification.. No further efforts were taken to achieve the goal 'b' and 'c' as discussed by 
Sweeneyy (1999). There are 42 accredited certification agencies in Hungary, which means 
thatt the competit ion is very high between the agencies. Due to the high competit ion, certi-
ficationn agencies arc not very demanding, and sooner or later, all health care settings wil l 
receivee ISO certification wi t h 100% or close to 100% compliance who applied for it. No 
informat ionn is available about any failure to pass the certification process. 
Ass mentioned earlier there is no guideline for assisting implementation of ISO 9000 in 
healthh care. What makes things even more complicated, provision of health care services 
(whatt kind of services should be provided by a given health care setting) is not defined. 
Practicee guidelines, protocols, standards are contradictory, conflicting or lacking (even the 
te rmss are not defined). There are no explicit requirements for quality of care, and no re-
quiredd level of quali ty assurance activities for health care settings. The type and extent of 
qual i tyy assurance depend on the entire management of the given health care organisation. 
Forr example, infection control, prevention of pressure ulcer, patient satisfaction manage-
mentt were implemented by some ISO 9000 certified hospitals, while others, also ISO 9000 
certified,, have not implemented quality assurance activities yet. This increasing use of TSO 
90000 certification of the Hungarian hospitals might have both a positive impact and nega-
tivee consequences. In Hungary hospital management mainly consists of qualified physi-
cianss and nurses. They went through some limited management training, but in Hungar-
iann hospitals no strong management has been created yet. The positive effect of the ISO-

(*)(*)  Certificate is a public announcement by the evaluating body that the institution has been reviewed against a 

setset of standards and is significantly compliant with them. (Bohigas, licaton, Blomberg, 1999) 
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certificationn could be that the management's attention might be attracted by the impor-
tancee of the various parts of ISO 9000 such as: management responsibility, quality sys-
tem,, document & data control, purchasing, process control and other important elements. 
ISOO 9000 quality system probably helps hospitals to set up better hospital administration 
andd management. 

Theree might be potential weak points as well. Probably the most important one among 
themm is that the majority of hospitals do not have well functioning quality improvement 
committeess and sufficient number of quality staff (both in terms of quality and quantity). 
Quitee often quality committees are present, but without budget and authority, and no 
programmess for improvement are set. Hospitals 'buy quality from outside', from the ISO 
'Qualityy Consultants'. The implementation of ISO 9000 is not part of the quality manage-
mentt but it is the only and exclusive activity in the field of quality management in most 
hospitals.. As Klazinga (2000) pointed out: "In general, it does not touch the clinical pro-
cessess and wil l address mainly the managerial processes surrounding clinical decision mak-
ing.. It should therefore not come as a surprise that ISO norms are easier to apply to a 
technicall  department such as laboratory ov radiology department than to clinical depart-
ment." " 

Theree is no nationally set and agreed guide for introducing ISO in hospitals, and it has four 
furtherr possible negative consequences: 

thee whole process is agency driven quality system development instead of a profes-
sionall  driven process, 
thee translation of the ISO 9000 standards into hospital management and medical as 
welll  as nursing care is also agency driven, there might be significant differences among 
hospitals.. (Guideline for the use of the ISO 9000 series of standards developed locally 
inn one hospital (or in a group of hospitals) maybe contradictory to those used else-
where.. Sweeney (2000) came to a similar conclusion.) The further evaluation of the 
benefitt (or harm) of ISO certification wil l be extremely difficult because these ISO 
90000 based quality systems might r-how great variations, 
professionalss are very reluctant to be involved, they do not speak the very strange 
languagee of the ISO 9000, 
accordingg to the ISO 9000, certification may be regarded as formal recognition by 
otherss of a quality system and that it meets the requirements of a recognised interna-
tionall  or national standard. In Hungary very few standards, professional guidelines 
andd protocols were set and agreed by various professional bodies. Due to the require-
mentss from the ISO agency experts, large numbers of practice guidelines, protocols 
andd other tools for process control were created in the hospitals in isolation, usually 
withinn a couple of months' time. Most of them are based on consensus of the staff of 
thee given department, and the scientific evidence behind them is unknown. Their 
impactt on patient outcome, effectiveness and cost-effectiveness were never evaluated, 
andd not known. 

Thee impact of the ISO certification on quality of care and cost-effectiveness is unknown. It 
couldd improve quality of care or might cause harm for the patients and increase costs, due 



140 0 Hungariann health care in transition... 

too the standardisation of the current practice, which is most of the time based on practice 
guideliness and protocols that are company influenced (pharmaceuticals) were never evalu-
ated,, and were developed on the national or hospital level. Further research is needed to 
evaluatee the value of ISO certification in healthcare organisations. It has to be pointed out 
that,, in most of the health care organisations which are involved in quality assurance, ISO 
certificationn is not just one possible option or part of this activity, but is the only and 
exclusivee activity of quality assurance. In most settings ISO means quality, both for man-
agementt and for professionals. Currently available information shows that ISO certifica-
tionn is more utilised in Hungary than in other countries, both in absolute and in relative 
terms.. As Heaton (2000) pointed out, that although it is used in many countries, few 
entiree hospitals have applied ISO 9000 standards. In Hungary all 64 settings (more than one 
thirdd of the total number of hospitals) have applied ISO 9000 standards for the entire hospital. 

Noo study was conducted to investigate this interesting phenomenon, but based on inter-
viewss of managers and quality consultants some hypotheses can be established: 

ISOO is a widely known and a very attractive concept from the industry. The ISO 
certificationn is rapidly growing in the industry in Europe and in Hungary and hospi-
tall  managers want to follow the example of their industry counterparts and want to 
achievee similar development in the health care industry, 
Inn Hungary quality in health care is required by law, (Table 4.1) but this is an abstract 
requirement,, the 'what' and 'how' as well as the way of investigation or inspection, 
thee relation between quality and reimbursement and other important elements are 
nott described. ISO certification is a relatively easy but visible way (certificate) to show 
thatt health care organisations successfully comply with the law. 
Too receive ISO certificate is not very expensive (5-10 million HUF/hospital depending 
onn the number of beds, 30 million HUF/university hospitals over 2,000 beds) and the 
resultt is attained within 2 years. (No information is available about any organisation 
thatt failed to pass the certification process) Not much involvement is needed from 
professionalss (they usually keep distance), usually there are one or two part time 
stafff  in hospitals who work with quality consultants. 
Hospitall  management does not need to cope with tensions caused by the reorganisation 
off  structure and function of the organisation, because this is not needed in order to 
passs certification process successfully. The interest of various lobby groups in the 
hospitall  is not broken and the ISO quality system guarantees the status quo. 
ISOO 9000 helps hospital management uncover hidden managerial problems and as-
sistss to fix them, according to the hospital managers, 
Thee value of ISO 9000 certification related to the competition between healthcare 
organisationss is unclear. According to hospital managers it has not much importance. 
ISOO 9000 certificate and hospital financing is not interrelated according to the inter-
viewedd hospital finance directors, 
ISOO 9000 could contribute directly to higher income of healthcare organisations. In 
thee western part of Hungary, for instance, lots of dental practices are ISO 9000 certi-
fied.. These practices are based on Austrian private patients, they prefer dental surger-
iess with ISO certificate. As many dental practices provide services to Austrian patients 
coveredd by health insurance, ISO certificate of the dental surgery is required. 
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ISOO 9000 fundamentally changes focus from outcomes to the management of process. 
(Hardiman,, 1999) That is why ISO might be complementary to the outcome-oriented 
hospitall  accreditation schemes. It has a specific relevance to Hungarian health care. Establish-
ingg standard and indicator based accreditation scheme might be an effective further develop-
mentt in addition to the existing ISO quality systems in order to improve the quality of care. 
Thee current national quality mentality which is based on regulation and inspection of 
minimumm standards of structure and input and imply that hospitals should move with the 
timess and set up committees and procedures. Similarly to the countries of Western Europe, 
thee next step might be towards performance measured by outcome (clinical, patient per-
ceptionn or staff well-being). However there is an interesting dichotomy growing in west-
ernn governments about effectiveness of the professional-led developmental and educational 
approachh to quality; they increasingly argue for more transparency and public account-
ability,, even if that means going back to minimum standards and mandatory inspection 
(Gibbss Brown, 1999) "The external review of hospital quality: a call for greater account-
ability""  in which she also criticises the failure of the JCAHO to safeguard the public inter-
est.. There is a continuum between state inspection and internal self-development as tools 
forr quality, and there is continuing debate as to which works better for whom. 

4.3.34.3.3 Accreditation of healthcare organisations 

Inn the past some years several plans and committees were established to create accredita-
tionn of healthcare organisations. However, not much has happened in this field and accredi-
tationn of healthcare organisations does not exist in Hungary. 

4.44 Discussion 

Scientificc knowledge is growing rapidly and activities as guideline development and medi-
call  audit can help the clinician in reducing the uncertainties that go with practising medi-
cinee effectively. Economic constraints to all health care systems force health care providers 
too be critical on the spending of human and monetary resources. This usually leads to 
pressure,, executed by managers on the care providers, to increase the efficiency of their 
work. . 

Qualityy assurance helps to assure the overall goals of health care; medical effectiveness, 
patientt oriented care and economic efficiency. In the early 90s quality assurance activities 
weree taken as part of the professionalisation and part important part of the professional 
work,, but participation was voluntary. In the first part of this decade quality assurance 
wass assisted by decrees and finally quality assurance was made mandatoryy by Health Care 
Act.. The main objective of the current Health Act, passed in December 1997 and imple-
mentedd in July 1998 is to set up an appropriate legislative framework for the provision of 
medicall  services in Hungary and to define the role and entitlements of all major partici-
pantss to the sector: patients, medical services providers and the State. This law deal with all 
importantt aspects of health care services provision, except financing, quality assurance, 
effectivenesss and cost-effectiveness of services included. 
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Inn the near future quality assurance should have a more important role in the following 
areas: : 

Professionall  development: The extent in which professionals can provide an effective 
answerr to patients problems is determined to a large extent by the knowledge and 
technologyy available to them. Primarily professional development is determined by 
thee quali ty of the education. But given the rapid growth and changes in knowledge 
andd technology it is even more important that within the medical and nursing profes-
sionss mechanisms exist to assure the quality of practice. In most EU countries the 
medicall  profession has organised itself as a medical association that has as one of its 
mainn tasks to maintain and improve the quality of medical practice. 
Accreditationn of health care facilities: An accreditation system can be a good mecha-
n ismm to enhance quality but it should not be used as an instrument to select which 
hospitalss should be closed in a situation of over-capacity. Accreditation is not a re-
placementt for planning. 

Practicee guidelines: Guideline development programmes should combine the evidence-
basedd approach wi t h a stronger focus on involvement of the target groups and inclu-
sionn of notions of costs and patient values in the considerations that shape the guideline. 
Strategy:: There is a need for an implementation strategy to convert findings into 
actionn for improvement. Health care professionals and managers have to be con-
vincedd of the benefit. 
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