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1. INTRODUCTION 

Technical discussions on "Quality Assurance in Laboratory Practices" were held on 11 September 
1996 underthe Chairmanship of Dr H.M.S.S.D. Herath, Deputy Director-General of Health Services 
(Public Health). Ministry of Health, Highways and Social Services, Sri Lanka. Dr Jigmi Singay, 
Director, Health Division. Ministry of Health and Education, Bhutan, was elected Rapporteur. The 
agenda and annotated agenda, as approved by the Regional Committee (SEA/RC49/11 and 11 
Add.1) and the working paper for the Technical Discussions (SEA/RC49/12) formed the basis for 
the discussions. 

-, 

1.2 Opening Remarks by the Chairman 

In his opening remarks Dr Herath highlighted the importance of quality assurance in laboratory 
practices. Quality assurance in health laboratories had assumed greater importance with a steady 
increase in the number of laboratories for clinical diagnosis, public heaith services and the 
production of immunobiologicals and immunodiagnostics. The utility of laboratory services was 
gradually extending to the area of noncommunicable diseases control especially malignancies and 
diseases attributable to lifestyle, cardiovascular ailments and diabetes meiitus. In the absence of 
quality assurance, the accuracy of the laboratory results could not be guaranteed. There was an 
urgent need to integrate quality assurance as an important component of all laboratory activities. 
To facilitate the process, the Member States were urged to formulate a comprehensive national 
laboratory policy with appropriate technical and financial inputs. In this regard, the Chairman 
appreciated the efforts made by WHO and requested the Regional Oftice to support Member States 
in promoting the inclusion of quality assurance activities as an integral part of all health laboratory 
activities. 

1.3 Introductory remarks by Dr Sudershan Kumari, Regional Adviser,. 
Health Laboratory Services, WHOISEARO 

Introducing the subject, Dr (Mrs) Sudershan Kumari stated that unreliable laboratory results could 
have serious consequences on the health of the individual or the community. The main objective 
of quality assurance was to provide reliable laboratory data in all health care activities and to ensure 
comparability of results, particularly in the diagnosis of diseases, epidemiological investigations, 
health surveys, environmental monitoring, medical research, and various other public health 
activities. Two independent but complementary components of quality assurance were Internal 
Quality Control (IQC) and External Quality Assessment (EQA). While IQC was practised by health 
laboratory workers in their day-to-day activities, EQA was undertaken periodically by an 
independent agency to check laboratory performance. She also highlighted the importance of Total 
Quality Management (TQM) in the continuous improvement of laboratory pe~ormance. 

She emphasized that the practice of quality assurance generated confidence among the 
laboratory users. This was possible only with good laboratory practices and approved standards 



2 Recommendations arising out of the Technical Dlscusslons 

and the use of validated methodology. She said that unfortunately, quality assurance in health "5 

laboratory services in the Region had not yet developed to the desired extent. 

Dr Sudershan Kumari highlighted the role played by WHO in sensitizing the Member States 
regarding the importance of quality assurance and the technical support provided to develop 
a national policy for laboratories. Technical inputs were also provided to some countries in 
organizing National External Quality Assessment schemes. 

2. DISCUSSIONS 

During the discussions, the participants recognized the critical importance of accurate and uptodate 
health laboratory diagnostic services from the cantre to the most peripheral levels. The low priority 
given to quality assurance in a majority of countries had resulted in inadequate funding and poor 
infrastructure and consequently, lack of quality in health laboratories. There was a need to develop 
a national laboratory policy with quality assurance as an integral part of laboratory services. This 
policy should encompass all the parameters which had a bearing upon the effective functioning of 
laboratories and the generation of authentic and reliable results. 

Recognizing that lack of appropriately trained manpower was one of the major constraints 
in implementing concepts and practices of quality assurance in health laboratories, the participants 
stressed the n ied for training health laboratory personnel in order to devhlop human resources 
in this important area. Basic training in the country itself should be encouraged to ensure its 
relevance and appropriateness. These trained personnel, in turn, could impart training to 
laboratory personnel employed at different levels . The need for incorporating quality assurance 
in the curriculum of undergraduate students was also highlighted. 

Considering the rapid developments in laboratory diagnostic techniques, standardization 
of laboratory practices merted serious attention. However, there was a need for caution to 
prevent developing countries becoming a dumping ground for obsolete equipment. 

The participants highlighted the importance of quality assurance in environmental and 
occupational health monitoring, food and drug testing. 

It was observed that quality assurance in health laboratory services had not yet developed 
to the desired extent in some countries. In this regard, the participants urged WHO to facilitate 
intercountry cooperation whereby technical assistance and training facilities could be arranged 
in countries of the Region which had more advanced facilities. 

The participants felt that efforts should be made to make the standards of quality assurance 
in the countries comparable to and in conformity with international standards. The need for 
advocacy for quality assurance in all laboratory activities at all levels of health services including 
the private sector was also stressed. 

Recognizing the urgent need for quality assurance, the participants felt that 10 per cent 
of the annual national laboratory services budget should be set aside for quality assurance 
programmes. A national health institute should be identified as the nerve-centre for the laboratory 
quality assurance programme and supported with adequate staff. 
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As regards accreditation, which ensured quality of the results generated by the health 
*- laboratory, it was felt that the countries should be urged to integrate IQC in their daily activities. 

Their participation in EQAS should culminate in the accreditation of laboratories both in 
government and private sectors. Accreditation of laboratories should be through standard 
procedures and in accordance with the guidelines and mechanisms developed by the competent 
national authority and should be for a fixed period. This would ensure effective quality control 
of such accredited laboratories. There was also a need to stimulate consumer awareness on 
the value of accreditation. 

External quality assessment was recognized as a periodical check on internal quality control 
of the laboratories. It was felt that the national health authorities should be encouraged to 
identify the laboratories for participation in the international external quality assessment schemes 
and to organize national external quality assessment schemes in various disciplines of laboratory - medicine. These laboratories should also collaborate with appropriate international centres for 
the procurement of standards, reference reagents and technical material. 

In the area of research, discussions centred around quality versus cost, production of 
quality control samples and reference standards, and other priority needs in operational research. 

3. CONCLUSIONS 

The participants reaffirmed that high quality laboratory service was a right of all people asan integral 
part of health care. 

The concept and importance of health laboratory services have gained wide acceptance 
in government as well as private sectors in the Region. However, quality assurance has not 
been incorporated in these services to an acceptable level. This has been mainly due to lack 
of appropriate policy orientation and commitment; inadequate resources and their improper 
allocation; inappropriate equipment and erratic maintenance; insufficient trained personnel and 
weak managerial capabilities. 

WHO has been striving to support quality assurance-related activities in the Region. These 
efforts, however, need intensification to achieve tangible results and to improve the quality of 
health care and public health services to meet the objectives of (a) integration of IQC in all 
activities of health laboratory services; (b) strengthening of existing ELL4 schemes; (c) extension 
of EQA schemes to countries which do not have it at present, and (d) networking of EQA 
schemes in the Region. 

4. RECOMMENDATIONS 

4.l.Formulation of national laboratory policy and allocation of adequate 
resources for quality assurance. 

National authorities need to develop a national laboratory policy with quality assurance as an 
i integral part of laboratory services. This policy should encompass all parameters which have a 

bearing on the effective functioning of laboratories and the generation of authentic and reliable 
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results. Member States should earmark at least 10% of the annual national laboratory services 
CT 

budget for quality assurance activities and mobilize financial resources from international 
donorslfunding agencies as appropriate. 

4.2 Technical cooperation 

Some countries of the Region have made substantial progress in initiating and integrating various 
components of quality assurance in health laboratory services. Technical cooperation from these 
countries can be elicited by other Member States to initiate similar programmes. WHO can act as 
a catalyst in transfening technology and in supporting intercountry activities to promote mutual 
development of quality assurance programmes. 

4.3 Capacity building 

Non-availability of an adequate number of appropriately trained personnel is a major obstacle in 
the implementation of the concepts and practices of quality assurance in health laboratories. 
capacity-building needs to be accorded the utmost phorit; including the exposure of senior 
management to TQM. WHO should support training activities to create a core of trained individuals 
who, in turn, would impart training to personnel particularly at the intermediate and peripheral levels. 

4.4 Strengthening of laboratories for external quality assessment 

National health authorities should be encouraged to identify laboratories for participation in 
International External Quality Assessment Schemes (IEQAS) and to organize national external 
quality assessment schemes in various disciplines of laboratory medicine, taking into consideration 
the country's requirements. The designated national laboratories should also act as nodal agencies 
for quality control within the country and for international networking. 

4.5Accreditation of laboratories in Government and Private Sectors 

Efforts to integrate Internal Quality Control in routine activities of health laboratories and their 
participation in External Quality Assessment should culminate in accreditation of laboratories, both 
in government and private sectors. This should have legislative support, as well as a mechanism 
for periodic review, for effective implementation. This can be done in a phased manner in keeping 
with the needs of the countries. 

4.6 Research and Development 

Research priorities need to be established and researchers encouraged to undertake relevant 
studies, for example, in the area of cost benefits of national q u a l i  assurance programmes. The 
development of appropriate technology for quality assurance in keeping with the needs of the 
countries should be encouraged. 


