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Proposal to CROSQ to establish a Caribbean Laboratory 
Accreditation Scheme (CLAS)  
 
1 The issue and the proposal 
The issue at the heart of this proposal is the need to establish a cost-effective regional 
approach to the accreditation of laboratories to ensure that, both the accreditation bodies1 
undertaking the assessments, and the laboratories 2 & 3 being assessed are in conformity with 
the requirements of International Standards for quality and competence, and in such a way 
that local, national, regional and international interests are met.  Such an approach is of 
crucial importance to the Caribbean Community (CARICOM) in two main ways.  Firstly, in 
support of the Council for Trade and Economic Development (COTED) and the development 
of the Single Market and Economy (CSME) and secondly in support of the Council for Health 
and Social Development (COHSOD) in their promotion of human and social development 
described in ‘A New Vision for Health’ agreed as the Caribbean Cooperation in Health 
(CCH).  It is only with results from laboratories that have been assessed as being in 
conformity with an International Standard, that confidence can be established in the products 
or services provided within or from the region, and in the region’s ability to ensure the health, 
safety and well being of citizens of and visitors to the region.  
 
The proposal is that CROSQ establish a Caribbean Laboratory Accreditation Scheme 
(CLAS) to coordinate the regional development of accreditation of laboratories, in a manner 
that leverages regional capacity and harmonises processes and procedures.  It is proposed that 
initially particular focus be on medical and public health laboratories in order to take 
advantage of the human resource development, growing institutional capacity, collaborative 
networking, and funding created by the CARIFORUM project for ‘Strengthening of Medical 
Laboratory Services in the Caribbean’, (hereafter referred to as the Project) that is funded by 
the European Union and being implemented by the Caribbean Epidemiology Centre 
(CAREC).  

2 Background 
The Project evolved out of the growing realisation in the Caribbean region that medical 
laboratory error had reached unacceptably high levels. Such error undermines the quality 
of patient management, epidemiological surveillance and public health interventions. 
The Caribbean Epidemiology Centre (CAREC) was mandated by Caribbean countries to 
play a lead role in the reform of medical laboratories within the region.  

CAREC has used operational research to inform and promote appropriate laboratory 
policies and strategies, to encourage governments to allocate adequate resources and 
introduce new systems and to train laboratory managers on laboratory service quality 
assurance (QA) methods4 both within the public and private sectors. CAREC's training 
initiatives have had a positive impact on the quality of laboratory operations and their 
advocacy efforts have convinced governments to initiate the reform of both public and 
private laboratories within a wider health sector reform framework.  

                                                      
1 ISO/IEC 17011:2004 Conformity assessment-General requirements for accreditation bodies 

accrediting conformity assessment bodies 
2 ISO/IEC 17025:1999 General requirements for the competence of testing and calibration laboratories 
3 ISO/IEC 15189:2003 Medical laboratories-Particular requirements for quality and competence 

4 QA covers all aspects of laboratory activities: policy and programme objectives, confidentiality of patient data, lab design, safety features, personnel 
management, procurement, equipment calibration & maintenance, standard operating procedures, method selection & evaluation, documentation and 
processing of testing results, reference standards, intra- and inter-lab testing programmes & results, control of samples and records, internal audits, reports to 
management, corrective action, formats (methods, reports, certificates etc), programme revision & update, and financial management  
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The Project addresses the Caribbean Co-operation in Health (CCH) II targets for: 

• Establishment of medical laboratory accreditation  
• Access to laboratory services through development of networks   
• Improved management of laboratory information 

 
The Project will result in the establishment of standards for medical laboratories and an 
accreditation mechanism that will monitor the implementation and maintenance of standards, 
thus providing support for health sector reform initiatives. The project is also addressing the 
improvements in training curricula and human resource capacity to ensure that standards can 
be met and maintained. It will improve the laboratory support for disease surveillance and 
control, thus increasing the capacity of countries to respond to public health emergencies and 
to meet the requirements of the revised International Health Regulations which will come into 
effect in January 2005. 
 
On the wider front, the Project supports developments in trade, tourism and insurance 
industries and economic growth within participating countries. The negative impact of 
diseases on public well-being and on tourism markets in the Caribbean has reinforced the 
recognition that disease prevention and control are critical to sustainable development in this 
region. Without a doubt, reduction in disease outbreaks that threaten personal health and the 
tourism industry, a major source of economic growth, employment and foreign currency, is 
dependent on strong and viable health systems. Over the past three decades, the tourism 
industry has become an increasingly important part of the diversification strategy of 
Caribbean economies and represented an overall turnover of some $20 billion US for CAREC 
member countries in 2000. Revenues from tourism often represent a significant percentage of 
GNPs – from as high as 75% in Anguilla to 25% in Jamaica (Source: Caribbean Tourism 
Organisation (CTO)). 
 
Health laboratories in large measure, underpin the success of disease control, elimination and 
prevention efforts, often being the first site of detection and confirmation of disease 
outbreaks. However, the quality of both public and private sector laboratory output varies 
widely and no regional mechanism currently exists for standardizing, monitoring and 
controlling the quality of medical laboratory output. Delays in the detection and investigation 
of outbreaks have led to the loss of millions of dollars in cancelled visitor arrivals and 
increased expenditures on local health services. Additionally, the failure to provide accurate 
and early diagnosis of high-impact diseases such as cancer, AIDS and diabetes has often 
resulted in preventable loss of life.  
 
CROSQ was established by the CARICOM Treaty as a regional intergovernmental 
organisation to support the deepening of the CARICOM Single Market and Economy 
(CSME). As its mandate is to support, ‘the development and harmonisation of standards, 
metrology, technical regulations, and the mutual recognition of conformity assessment 
procedures covering goods and services’, it logical that the EU funded CARIFORUM 
Project for ‘Strengthening of Medical Laboratory Services in the Caribbean’ should have 
among its objectives the remit to assist: ‘the Regional Office for Standards and Quality 
(CROSQ) in collaboration with the National Bureaux of Standards to establish a 
regional accreditation and monitoring body for medical laboratory QA.  On going work 
in regulatory legislation in this area will generate a regional model for national 
registration and control of laboratory practice’. 
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3 Situation analysis and rationale   

3.1 Accreditation for medical and public health laboratories  
Research done by the Project showed an unacceptable rate of error in medical laboratory 
testing in the project countries and identified a number of problems that contribute to the high 
error rates. These include minimum regulation of medical laboratories and the absence of 
national or regional standards.  The lack of standards has been resolved by the formal 
adoption of the appropriate International Standards 2 & 3 and the creation for medical 
laboratories of ‘A Guidance Document for the Application of ISO 15189:2003 to Medical 
Laboratories’ published in English, Dutch, French and Spanish.    
 
With regard to ‘minimum regulation’ the ‘Allen and Clarke Report’ reviewed international 
regulatory frameworks and identified several models, ranging from professional self-
regulation to explicit government regulation and gave cogent reasons for concluding that,  ‘a 
mandatory approach (to regulation) would be the best solution to the quality problems in 
medical laboratories’.    
 
However, if a regulatory approach is to be adopted, with for example the government issuing 
licenses, there are still two issues to be resolved.  Firstly, deciding the criteria to be met before 
a license can be granted and secondly the mechanism of verifying that the criteria have been 
met.  Government may exercise both these functions. Alternatively it may choose to appoint a 
national accreditation authority (an internationally recognised accreditation body) to verify on 
its behalf that a laboratory is operating in conformity with designated International Standards.  
This is where a regional approach to the accreditation of laboratories would create a 
harmonisation of process and practice so important to meeting the needs of the Region set out 
in section 1. Such a regional approach would additionally create the most cost-effective 
solution based on economies of scale. 
 
It is important to underline that the relationship between the laboratories and accreditation 
bodies is a voluntary one and it is not for accreditation bodies to regulate. However, when 
governments use internationally recognised accreditation bodies to provide a formal 
recognition of a laboratory’s competence, then work of these laboratories is also recognised 
internationally through Multilateral Recognition Agreements (MRA).  
 
In this context the basic premise of the feasibility study stated that:  

• There would be a system of licensing of (medical) laboratories based upon model 
legislation /regulation. 

• Individual governments would enact legislation based on the model  

• An internationally recognised independent accreditation body would be authorised 
by government to assess laboratories against appropriate standards to provide 
formal recognition of a laboratory’s competence to perform certain tasks 

• The recommendation of the accreditation body would be a major criterion for the 
granting of a licence 

The Project has undertaken work to establish the basis for model legislation and through 
the commissioning of the Feasibility Study has explored aspects of the sustainability and 
practical implementation of a regional accreditation service for (medical) laboratories in 
the Caribbean. 

3.2 Accreditation of other testing and calibration laboratories 
Although it has been proposed that for medical laboratories that a model of ‘mandatory 
regulation and license’ coupled to internationally recognised ‘voluntary accreditation’   
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might be the best way forward this is not a necessarily the best model for other 
laboratories.  It may be a good model for laboratories working in support of statutory 
functions of government.  However, the impetus for many laboratories working in the 
commercial sector to obtain accreditation lies in the advantages conferred by international 
recognition of their work.  Although the particular focus of this proposal is on medical and 
public health laboratories all the activities proposed for CLAS will contribute to building 
the regional capacity required to provide an accreditation service for all laboratories.  

4 The establishment of CLAS   

4.1 Introduction 
It is proposed that a Co-ordinating Secretariat will be established to facilitate the creation, 
implementation and functioning of CLAS. The Secretariat would function under the umbrella 
of CROSQ. It is recommended that CAREC be asked to host the Secretariat in recognition of 
the experience gained from its implementation of the EU funded ‘Strengthening of Medical 
Laboratory Services Project and through previous work with medical and public health 
laboratories and related institutions within the region. This experience is characterised in a 
regional communication capability, a track record of consensus building & negotiation, 
relationships with and access to appropriate regional institutions, broad experience with 
medical and public health laboratories, familiarity with stakeholders linked to an 
understanding of accreditation, access to international expertise and the availability of 
resources for administration, IT and financial management and legal support.  
 

4.2 National Accreditation Bodies and National Accreditation Focal Points 
At present there are two emergent National Accreditation Bodies (NABs) in Trinidad & 
Tobago (TTLABS) and Jamaica (NAAJ).  They are being established to operate in conformity 
with ISO 17011:20041 .   TTLABS has membership of  IAAC ( the Inter American 
Accreditation Co-operation) and ILAC (the International Laboratory Accreditation 
Cooperation) and will on achieving full membership gain the international recognition that 
provides access to the Multilateral Recognition Agreements that underpin the CSME.   
 
The Feasibility Study noted that a Statement of Technical Cooperation (STC) had been 
prepared between TTLABS and NAAJ and urged that it should be signed forthwith as the first 
step in creating harmonised approach to accreditation in the Region. Although the primary 
purpose of the STC was to foster co-operation between the two NABs, its prefatory 
statements anticipated future developments as: ‘…cooperation between TTLABS and NAAJ 
would lead to mutual benefit in the development of accreditation in the Caribbean Region’, 
and that ‘…such cooperation is executed with the aim of facilitating the incorporation of a 
Regional Accreditation mechanism known as the Caribbean Laboratory Accreditation 
Scheme (hereafter referred to as “CLAS”); and the need to foster national development in 
Accreditation, operation and recognition of reliable accreditation bodies’. 
 
It is seen that a major part of the work of CLAS will be to work with member states who do 
not have emergent NABs to foster the establishment of National Accreditation Focal Points 
(NAFPs).  Drawing upon experience in Southern Africa the Feasibility Study proposed a role 
for NAFPs in: 
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a) providing a national administrative link between potential clients (laboratories, 
certification bodies, inspection bodies and users of conformity assessment services) 
with CLAS; 

b) providing a channel of information on accreditation and related matters through 
newsletters, websites etc.; 

c) receiving feedback regarding activities related to CLAS  
d) arranging appropriate training programs for laboratory staff, potential assessors and 

certification auditors; 
e) promoting accreditation and its use to regulators and users of relevant services and 

encourage good practice in laboratories and certification bodies; 
f) identifying individuals as experts and centres of national expertise in specific 

technical areas. 
The proposed role for NAPFs signals that, although they may initially focus on laboratories, 
they should be seen as the potential means for linking all aspects of conformity assessment 
within a country to internationally recognised, regional accreditation services. 
 

5 Objectives and outputs 

5.1 Overall Objective 
The objective of establishing CLAS is to create an organisation that will co-ordinate the 
regional development of accreditation of laboratories in a manner that leverages regional 
capacity and harmonises processes and procedures, and is cost-effective and internationally 
recognised.  The work can be seen as taking place in two distinctive but overlapping phases 
each with specified outputs. The first phase will focus on capacity building and on assessment 
of the requirement for regional accreditation services and the second phase on ensuring that 
the appropriate actions are taken to meet that requirement.   

5.2 Phase 1 Purpose 
The purpose of phase 1 of the development of CLAS is to build capacity and a sustainable 
mechanism within the region for accreditation of medical and public health laboratories, and 
to assess the needs for further development of accreditation services in the region. 
 

5.3 Phase 1 Outputs 
The outputs of Phase 1 are as follows: 

5.3.1 Establishment and co-operation 
A regional mechanism for accreditation of laboratories will be established through 
establishment of co-operative arrangements between project countries and support for 
development of emergent NABs and establishment of NAFPs. 
Specific activities will include: 

• Establishment of continuing co-operation between Project countries  
• Support for establishment of NAFPs 
• Support and development of emergent and potential NABs 
• Technical co-operation between NABs in the region 
• Development of a quality management system  
• Development of regional data base and communication system 

5.3.2 Harmonisation 
Mechanisms will be established for harmonisation of processes and procedures  in accordance 
with International Standards and Guidelines and for developing a regional approach to basic 
requirements for laboratories. 



  
CLAS Proposal                                                                                  Page 7 of 9 

Specific activities will include: 
• Creation of procedures for harmonisation 
• Creation of procedures for agreeing on basic requirements 

5.3.3 Capacity building 
Human resource capacity building will ensure that laboratory personnel, accreditation body 
and focal point personnel and assessors are provided with the necessary knowledge and skills 
to serve the needs of the accreditation system. 
Specific activities will include: 

• Developing regional capacity for accreditation  with clients and providers 
• Training of NAFPs 
• Training of trainers and assessors 

5.3.4 Sustainability 
The sustainability of the accreditation mechanism will be assured through advocacy for and 
marketing of accreditation, mobilisation of resources and maintaining a cadre of certified 
assessors. 
Specific activities will include: 

• Maintaining a cadre of trained and certified assessors 
• Mobilisation of resources including establishment of a “fee for service” system 
• Advocacy and marketing  

5.3.5 Continual improvement 
The accreditation system will be continually improved through ensuring establishment and 
maintenance of feedback mechanisms and systems for updating personnel. 
Specific activities will include: 

• Development and maintenance of  complaints and feedback mechanisms 
• Conduct of assessor updates 

5.3.6 International recognition 
The accreditation mechanism will be required to be consistent with international standards 
and norms.  
Specific activities will include: 

• Establishment and maintenance of formal relationships with external bodies (IAAC, 
ILAC and ISO) 

• Establishment of a monitoring system for meeting of international requirements by 
the accreditation mechanism. 

5.3.7 Assessment, benchmarks and best practice 
CLAS will conduct pilot studies on accreditation of laboratories within the region, share best 
practices and assess the need for enhanced regional accreditation capacity. 
Specific activities will include: 

• Conduct of pilot studies of accreditation of laboratories within the region 
• Share information and best practices with respect to accreditation in the region 
• Assessment of the need for enhanced  regional accreditation capacity  

5.4 PHASE 2 outputs 
Phase 2 of the development of CLAS will ensure the practical implementation of an 
internationally recognised and regionally coordinated accreditation service that meets the 
needs of member states and stakeholder organisations.  This service would aim to be 
sustainable, cost-effective and largely self sufficient within the Region. The service could be 
provided by individual National Accreditation Bodies, by a Regional Accreditation Body, or 
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any combination working through a formal co-operation agreement. The outputs of this phase 
will be determined by the work of Phase 1. 

5.5 Resource considerations 
In order for the establishment of CLAS to be able to leverage and benefit directly from 
resources available under the Project, it is important that Phase 1 for the establishment of 
CLAS proceed as soon as possible. The Project expects to be completed (pending approval of 
the extension request to the EU) by end December 2006. Thus, Phase 1 in the establishment 
of CLAS can potentially benefit from resources available within the Project within the next 
year. It is estimated that Phase 1 would require 2 years for completion. 
The areas of potential benefit from the Project include: 

• Assignment of personnel and facilities for the establishment of CLAS 
• Support for harmonisation and training activities 
• Formal establishment of international linkages 
• Conduct of pilot assessments 

In addition, resources can be potentially assigned from the CROSQ IADB-funded project 
which has as its objective ensuring understanding among small and medium enterprises of the 
importance of standards. 
 
Phase 2 will be determined by Phase 1 but timeline is estimated to be an additional 2 years. 

6 Risks and assumptions 
It is expected, given the stated interests of governments of the region in ensuring accreditation 
of their laboratories (as already indicated in CCH II), that the necessary governmental support 
for the establishment of the roles of NAFPs and the legislation to support laboratory licensing 
will be forthcoming. Further work in advocating for this support will be required as part of 
Phase 1. 
 
The major risk with regard to the sustainability of the accreditation system and the ability to 
ensure continued financing of its operations will be a key aspect to be addressed within Phase 
1 to ensure that financing is available for Phase 2 and beyond. This will be addressed though 
specific activities within Phase 1. 
 
The inclusion of Dutch countries (Suriname, Aruba and Netherlands Antilles), Haiti and the 
Dominican Republic as Project countries will require particular attention to ensure that the 
special language, legislative and cultural needs of these countries in the further development 
of the accreditation system, are addressed. 
 
The roles of CARICOM, CROSQ and CAREC at the regional level will be key in advocating 
with Ministries of Health, Ministries of Trade, Standards Bureaus and other key partners to 
ensure the success of this regional initiative. 

7 Request to the CROSQ Council 
The CROSQ Council is respectfully requested to endorse this proposal and to authorise 
CAREC and the CROSQ Secretariat to proceed with the establishment of CLAS in a phased 
manner in the context of this overall proposal. 
 
 
 
 
 
Annex 1 
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7.1 Organisational structure and governance 
It is proposed that the organisation and governance of CLAS will be in keeping with existing 
structures and accountabilities of CARICOM/CROSQ and CAREC organisations. A proposed 
organisational structure is presented in the diagram below.   
 
A Special Committee of CROSQ (CLAS) would be established that will be responsible for 
the governance of CLAS and would be open to representatives of all CARICOM member 
countries with observer status for non CARICOM Project countries.    
 
The CLAS Coordinating Secretariat is responsible to the Special Committee of CROSQ for 
the creation and implementation of plans.  It is responsible for the day to day management of 
the organisation. It would work closely with NABs, NAFPs, Regional Bodies, such as 
CAREC, and Stakeholder representatives.   
 
The Special Committee of CROSQ will, in conjunction with the Co-ordinating Secretariat, 
establish two advisory sub-committees,, the Accreditation sub-committee and the Training 
and Education sub-committee. 
 

CLAS-DevGroup Structure of CLAS 1.00 July '05

Caribbean Co-operation for Accreditation (CCA)

Caribbean Laboratory Accreditation Scheme (CLAS)

CLAS
Co-ordinating

Secretariat

NAFP (1)

NAB (1) NAB (2)

NAFP (3)

NAFP (2)

NAFP (etc) Regional
Bodies (e.g.

CAREC)

Stakeholders
(academic, industry,

health and public
bodies)

Accreditation
sub-committee

Training and
Education sub-

committee

CROSQ Council

 Special Committee of CROSQ
(CLAS)

Executive Committee

CROSQ
    Caribbean Regional
    Office for Standards and Quality.

CAREC
    Caribbean Epidemiology Centre..

NAB
    National Accreditation Body.

NAFP
    National Accreditation Focal Point.

 
 
 
 
 
 


