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ABSTRACT: The primary endpoint was to highlight concernsuththe current state of improving the quality ofvéees of
medical analysis laboratories in Romania, in linthvEuropean Union requirements, the implementatibsustainable economic
development strategies, such as implementation hef quality management system satisfying the qualéguirements,
environmental protection, patient’s biosecurity akibwledge management - continuing medical educatb the medical

laboratory personnel.

1. INTRODUCTION

The purpose of applying quality control programsimodern
medical laboratory is to assess the performandalufratory
and medical techniques used (Laura Sciacovelli4200n the
other hand, Anders Kallner (2001) estimates thhbdatory
accreditation is a successful approach for impmvijuality
management in medical laboratories.

The opinions expressed in the literature accordmgvhich
criteria applied in evaluation of the medical ladtory
performance should be: effectiveness, efficienoptiouity of
care, patient safety, the medical staff and patsatisfaction

[1].
Implementation  of

organizations contribute to
effectiveness [3].

quality management systems
increasing efficiencynd a

Taking into account this approach, the paper higiti the
results of a study conducted in collaboration withe
Association for Quality in Laboratory (CALILAB) ding
2009-2010 on a sample of 90 laboratories, abouttmeerns
for improving the quality of services provided byedical
laboratories in Romania.

The main objective of the study carried out dur2@99 - 2010
was to highlight the current status of servicesntprove the
quality of medical analysis laboratories in Romariia line
with European Union requirements, the implementataf
sustainable economic development
sustainable economic development strategies takeaotount:

implementing quality management system satisfyirge t

quality requirements, environmental protection, igret and
employee’s biosecurity and knowledge management
continuing medical education of the medical labomat
personnel.

The research was conducted in the context of tbeegss of
improving the quality of services provided by maedic
laboratories in Romania has been greatly facititatethe last
years, most notably through: the definition of oa#il health
programs, adoption of a unitary quality control ggdure for
such services, and implementation of quality mansege
systems, of continuous training programs for thaffst
providing the possibility of accessing European ding
programs.

2. INTERESTS TO IMPROVING THE
QUALITY MEDICAL SERVICES IN
ROMANIA

Health sector is one of the most dynamic, which d¢tznged
dramatically in recent years due to changes recontéerms
of: patient expectations, quality health servicssial models,
public policies and technological progress.

Because quality has become a measure of performamde
health care facilites in Romania, their concernsr f
implementing a quality management system, compdiamith a
quality control program and continuous professidraihing of
medical personnel has become increasingly appahernthe
medical laboratory quality control is the base loé tuality

N pyramid (Figure 1).
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Figure 1. Quality pyramid

Without a quality control procedure very well docemted and
specific, medical laboratories cannot provide gyalervices to
their customers and therefore we can not say liegt meet the
requirements of quality management [5]. Applicatisnthe
common denominator of quality requirements to improhe
quality of services provided by medical laboratsrie

In the last years, within the medical laboratoliesRomania
the demands on compliance with quality assessmetetria
defined in the implementing rules of the framewodktract to
the "quality of care" have increased.
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This aspect led to involvement of the health castitutions in
implementing a quality management system that m#wets
requirements defined in standards EN 1SO 9001:2868EN
ISO 17025 and EN I1SO 15189:2007 and the applicatiith
more responsibility of the quality control proceedior medical
services [5].

Thus, the involvement of medical laboratories ine th
accreditation process, as an objective measureqmlity

assurance and improvement process of these seridces

emphasised by the constant increase in the nunitRENAR
accredited medical laboratories — RENAR being th&onal

accreditation body in Romania, as shown in the ystud

elaborated by this body, in the period 2008 - 2(Figure 2).
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Figure 2. Evolution of the number of RENAR accredited
medical laboratories, in the period 2008-2011

Progress in laboratory science is largely the tesfl
contributions from scientists with adequate edwcatand
specialization in the field, naming specialists @finical
chemistry and laboratory medicine [2].

Starting from this remark of a specialist in theldi we point
out that in recent years in the health system irm&ua,
especially in the field of medical laboratoriesfoes have
being made to improve the quality of medical sasidy
developing a training continuous system for thefgssional
staff, along with measures for development of legjisn
aimed at ensuring the quality of services, impletingna
quality management system, endowment of laboratosigh
performance devices.

3. RESEARCH METHODS USED

To achieve the objective of the research togethith the

Association for Quality in Laboratories (CALILAB) ev
conducted a study during 2009-2010 on the basisa of
guestionnaire, for a representative sample of 9Qlicaé

laboratories.

The questionnaire included eight categories of tpes
relating to:

» compliance with quality
reference standards ISO 17025, 1ISO 15189, ISO 9001;

 motive for engaging medical laboratories into axabr
guality assessment schemes;

e contribution of external evaluation programs of thality
to quality improvement of medical test results;

* respect to biosecurity requirements of the patéamd the
employee;
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requirements by applying

continuing medical education of medical staff from

medical laboratories;

e use of continuous improvement techniques, such as -
system of suggestions and proposals for improvement

» existence of a system to assessing staff satigfgcti

» existence of a system of indicators for assessiagjtiality
of services provided by medical laboratories;

» existence of a customer satisfaction rating system.

4. RESEARCH RESULTS

The paper presents the results of the questionndata
processing on the following questions:

Do you meet the quality requirements by applying th
reference standards ISO 17025, ISO 15189, ISO 90017

e Which is the reason that your laboratory parti@péat
external quality assessment programs?

* How do you assess the contribution of applying rewte
quality assessment programs to improving the gqualit
medical test results?

e Do you comply with biosecurity requirements of the
patient and your employee?

e Do you participate in continuous
continuing medical education?

» Do you use continuous improvement techniques, asch
a system of suggestions and proposals for improx&me

* Is there a staff satisfaction rating system?

* Is there a system of indicators for evaluatinggbality of
services provided by medical laboratories?

e Is there a system of evaluation of customer satisfa?

4.1. The research results regarding compliance with
quality requirements by applying the reference
standards

improvement /

All surveyed laboratories responded to this questidserving

a growing interest on the application of standdudsquality
management systems SR EN ISO 9001:2008, SR EN ISO
17025 and / or SR EN I1SO 15189:2007 (Figure 3).

Thus, 86.67% of medical laboratories included & dtudy had
a quality management system implemented and therdédry
is accredited by RENAR according to 1SO 15189 aBB3%
of the laboratories are in the process of RENARextitation.

It was also noted the laboratories concern reggrdime
evaluation criteria mentioned in the implementintes of the
framework contract within the section "quality ofedical
services."

labs in the accreditaticRENAR

accredited laboratories REN,

0 86.6713.33

Figure 3. Research results on the status of compliance with
quality requirements by applying the reference ddiaths




4.2.The research results regarding the reason for
participation of your laboratory in external
guality assessment programs

All laboratories surveyed considered helpful an@fuisthe
participation in external quality assessment prograrganized
by CALILAB.

In addition, all laboratories participating in teudy believed
that the main reason for their participation ineemal quality
assessment programs is improving of quality of weddiest
results and consequently the quality of serviceg girovides.

4.3.The research results on assessing the
contribution to improving the quality of medical
test results by the application of external quality
assessment programs

Research has revealed that all laboratories sutvegied as
very important the contribution of external qualadgsessment
programs to improving the quality of medical tesgtults.

4.4.The research results regarding the biosecurity
requirements of the patient and employee

With regard to biosecurity requirements for bothigrag and
employee, each medical laboratory is required toplp with
legislation in force. Thus, all medical laboratsrisurveyed
responded positive to this question.

4.5.The research on participation in continuing
medical training programs

The base for implementation and application of icamus

vocational training programs / continuing medicdlieation is

represented by the professional organizations,Cbkege of

Medical Doctors in Romania, in the case of doctarg] for

biologists, chemists and biochemists, the profesdio
organization is the Order of Biochemists, Biologisind

Chemists involved in the Health Care System in Ruea

OBBCSSR and Order of Nurses and Midwives involvethe

Health Care System in Romania.

Specialists who work in medical laboratories in Roim have
the right for free practice only after universityaduation and
post-university studies graduation specific for et
laboratory and annual participation in continuampriovement
programs / continuing medical education programdifissl
and accredited by each professional organization.

Monitoring of continuing medical education of eaid every
member entitled to free practice within the mediehloratory
in Romania is made annually by the professionahoization.

Research conducted during 2009-2010 period shotetdatl
medical laboratories surveyed said they participate
continuous improvement programs, observing compéanith
the minim number of hours per year of continuingdical
education required.

4.6. The research results on the use of continuous
improvement techniques, such as — a system of
suggestions and proposals for improvement

The research on continuous improvement technicgues as —
a system of suggestions and proposals for improméme
showed that 60 laboratories, which corresponds tata of
66.67% of the 90 surveyed use different techniqfms
continuous improvement such as questions directquhtients

or questionnaires posted on the website of therbry, in
which patients are asked to respond to a serieguestions
about the quality of services provided by the meldic
laboratory, as well as suggestions and proposals fo
improvement.

The results of this research are presented in Eigur

laboratories that do not apply continuous
improvement techniques

laboratories that do apply continuous
improvement technique

b66.67m 33'3ﬂ

Figure 4. Research results regarding the use of continuous
improvement techniques

4.7.The Research results regarding the existence of
a staff satisfaction rating system

Regarding the existence and use of a staff satigfacating
system, a small percentage - 12.22%, meaning lihef
medical laboratories surveyed said they are usisgstéem to
assess staff satisfaction.

The highest percentage of laboratories, 77 in numbe
corresponding to a percentage of 85.56% resporidedrt the
laboratory they are working, the management doé¢suse a
system to assess employee satisfaction. This ifirced by
the mobility of personnel employed in medical ladories,
personnel who frequently change jobs.

This is due primarily to financial and economic ditions seen
during this period, in which the material motivatics low. In
this research were also included two representtofetwo
laboratories that responded they do not know ifl#iwmratory
they are working in is using a system to asses$f sta
satisfaction, because they were new employees.rdhdts of
this research are presented in Figure 5.

answer

[mes56 m12.22 D2.22 |

Figure 5. Research results on the existence of a staff
satisfaction rating system
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4.8. The research results regarding the existence of dhe research conducted by the Association for Quafi

system of indicators for evaluating the quality
of services provided by the medical
laboratories, the existence of a customer
satisfaction rating system.

The research on the existence of a system of itwdicdor
evaluating the quality of services provided by rmoabli
laboratories - the existence of a customer satisfaaating
system showed that 40 laboratories, which corredpdo a
rate of 44.4%, out of the 90 participating in thady identified
and use a system of indicators for evaluating thelity of
services provided by medical laboratories.

The results of this research are presented in Eigur

labs which not use labs which use a syste

a system of of
indicators for indicators for quality
quality

044.44m55.56

Figure 6. Research results on the existence of a system of

indicators for quality of services provided by rmeadi
laboratories

A higher percentage of medical laboratories surgey@0
laboratories, which corresponds to a rate of 66,6@fnitor
customer satisfaction through direct questions eskid to

patients or questionnaires filled in by patientgposted on the

website of the laboratory.
5. CONCLUSIONS

Following a questionnaire-based survey conducteshgi2009

- 2010 by CALILAB, on a sample of 90 medical an#ys

laboratories in Romania, the results obtained are:

» the quality of services provided by medical labor&s in
Romania has improved after joining the Europearobni
* an increased interest and involvement

observed;

* a small percentage - 12.22%, meaning 11 out of9the

medical laboratories surveyed said they use a rsyste
assess staff satisfaction.

Considering the results from this study, we propdse
supplement the measures to improving the qualitgesfices
provided by medical laboratories, which currentlpply,

namely the identification and use of a system feal@ating
employee satisfaction.

32

in  medical
laboratory training programs and learning methosls i

Laboratory-CALILAB, have a pioneering nature in Rama,
supplying for the first time information on the dwiion of
quality health services provided by medical labartias, based
on a multi-criteria evaluation system.

The results of this research may represent arggapint for a
better base for decisions on directions for impnguhe quality
of services provided by medical laboratories in Rara.
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