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Purpose of this report 
 
Allen & Clarke Policy and Regulatory Specialists have been asked by the 
Caribbean Epidemiology Centre (CAREC) to prepare a report that:  
 
• reviews the regulatory framework for accreditation of medical laboratories 

in Australia, Canada, Southern Africa, Sweden, the United Kingdom and 
the United States of America; 

 
• reviews the regulation and accreditation of medical laboratories in the 

Bahamas, Barbados, Guyana, and Jamaica; 
 
• reports from the meeting of the Legislation and Accreditation 

Subcommittee of the Strengthening of Medical Laboratory Services in the 
Caribbean Project, held in Port of Spain on 8 to 10 April 2003.   

 
Following from this report, Allen & Clarke will develop a project specification 
detailing the legal work which will be required to facilitate the establishment of 
a regional mechanism for laboratory accreditation for the Caribbean. 
 
Process 
 
Allen & Clarke reviewed the accreditation and regulation of laboratories in the 
specified countries outside of the Caribbean.  This involved a literature review 
and Internet search along with personal contact with a number of 
organisations.  In April 2003, Valerie Wilson, manager of the project, and 
Andrew Fieldsend, Associate of Allen & Clarke, visited Barbados, Jamaica 
and Guyana to meet with Ministries of Health, Standards Bureaux, laboratory 
directors, and NGOs to investigate issues relating to the regulation and 
accreditation of medical laboratories in the Caribbean. 
 
On 8 to 10 April 2003 the Legislation and Accreditation Subcommittee of the 
Strengthening of Medical Laboratory Services in the Caribbean Project met in 
Port of Spain.  Andrew Fieldsend of Allen & Clarke participated in the meeting 
and produced this report, which records the discussions held and the 
recommendations arrived at by the Subcommittee.  
  
The Authors 
 
Allen & Clarke Policy & Regulatory Specialists Ltd is a New Zealand company 
that specialises in the development and implementation of public policy and 
legislation.  Our services cover all aspects of the policy and regulation-making 
process including: 

 
• Evidence-based research into policy alternatives; 
• Design of policy and regulatory frameworks; 
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• Advice to clarify policy options and their respective costs and 
benefits; 

• Drafting of policy papers and regulatory instruments; 
• Planning for policy development and, in particular, for successful 

implementation; 
• Re-engineering policy processes and regulatory systems.    

 
Allen & Clarke can be contacted at: 
 

Email:  office@allenandclarke.co.nz 
Fax:   + 64 4 477 4425 
Telephone:  +64 4 477 6973 
Post:   PO Box 54 180, Mana, Wellington, New Zealand 
Courier: 91 Ohariu Rd, Johnsonville, Wellington, New Zealand 
Internet:  http://www.allenandclarke.com 
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1. Executive summary 
 

1.1. Background to the project 
 

1.1.1. The Caribbean Epidemiology Centre (CAREC), is an 
organisation administered on behalf of 21 Caribbean member 
countries by the Pan American Health Organisation (PAHO) of the 
World Health Organisation (WHO).  CAREC has a general 
mandate ‘to improve the health status of Caribbean people by 
advancing the capability of member countries in epidemiology, 
laboratory technology, and related public health disciplines 
through technical co-operation, service, training, research and a 
well-motivated staff’. 

 
1.1.2.  Within this mandate CAREC has been specifically authorised 

by the Caribbean Forum (CARIFORUM) to play a lead role in the 
reform of medical laboratories in the Caribbean.   The 
Strengthening of Medical Laboratory Services in the Caribbean 
project (‘the project’) falls under CAREC’s specific mandate in this 
area. 

 
1.1.3. Output 1 of the project includes working with the Caribbean 

Regional Office for Standards and Quality (CROSQ), national 
bureaux of standards, regional laboratory directors and Ministries 
of Health to establish a regional accreditation and monitoring 
mechanism for medical laboratories.  It is intended that on-going 
work in regulatory legislation in the region will generate a regional 
model that will be in harmony with national systems for registration 
and control of laboratory practices. 

 
1.2. Summary of problem and project 
 

1.2.1. Efficient and effective medical laboratories are crucial for 
disease surveillance and control.  They underpin the health of 
individuals, communities and economies.  However, research by 
CAREC shows that there is an unacceptably high rate of 
laboratory error in the Caribbean.   

 
1.2.2. Medical laboratory errors can have a number of causes, but the 

problems contributing to the high error rates in the Caribbean 
include:  

 
• Minimal regulation of medical laboratories; 
• Absence of national or regional standards; 
• Inadequate resource allocation; 
• Weak national and regional laboratory networks; 
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• Limited support of laboratories from governments; 
• Weak laboratory management and operational systems; 
• Inadequate staffing; 
• Poor equipment maintenance and procurement systems; 
• Limited continuing education opportunities; 
• Limited application of laboratory quality assurance principles. 

 
1.2.3.   The project will be using a number of strategies to address the 

problems identified above, including the development of a model 
regulatory framework, identification of laboratory standards, and 
development of a regional accreditation system.  There will also 
be efforts to improve training and continuing education, advocacy 
on behalf of medical laboratories, coordination and planning, and 
research and surveillance. 

 
  

1.3. Meeting participants and objectives 
 

1.3.1. The Project will be supported by several advisory committees.  
One of these committees is the Legislation, Accreditation, 
Standards and Policies Committee.  This committee in turn draws 
expertise from subcommittees, one of which is the Legislation and 
Accreditation Subcommittee (the Subcommittee). 

 
1.3.2. A meeting of the Subcommittee was held in Port-of-Spain on 8-

10 April 2003.  Participants in the meeting came from many of the 
Caribbean nations covered by the project, which includes the 21 
member countries of CAREC plus Haiti and the Dominican 
Republic.  The sub-committee included representatives from the 
project team, public laboratory services, the private laboratory 
industry, Ministries of Health, national and regional standards 
organisations, the accreditation industry, the Pan-American Health 
Organisation (PAHO), and legal specialists.  A full list of 
participants is attached as Appendix B. 

 
1.3.3. The purpose of the meeting was to: 
 

• Familiarise members of the Legislation and  Accreditation  Sub-
Committee with the CAREC/EU Medical Laboratory project 
context, objectives and major strategies; 

 
• Agree on Terms of Reference for the Legislation, Accreditation 

Standards and Policies Advisory Committee; 
 
• Review medical laboratory accreditation approaches used 

internationally and in Caribbean countries; and 
 

• Identify and recommend feasible models for a regional medical 
laboratory accreditation mechanism in the Caribbean. 
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1.4. Background to accreditation systems 
 

1.4.1. Medical laboratories may be accredited to a particular standard.  
Accreditation amounts to recognition that the laboratory is 
competent to carry out certain tasks as described in the standard.  
Accreditation is generally a voluntary process, but governments 
are increasingly requiring that medical laboratories be accredited 
to a specified standard before they are granted a licence to 
operate. 

 
1.4.2. An accreditation body is an independent body, recognised by 

governments and other accreditation bodies as competent to grant 
accreditation to laboratories, certification bodies and inspection 
bodies.  In the past, national standards bodies have to some 
extent conducted accreditation, but requirements in international 
standards for accreditation on impartiality and integrity have the 
effect that accreditation activities cannot be done by organisations, 
such as standards bodies, that perform testing, certification or 
inspection at the same time.  This is considered to be a conflict of 
interest. 

 
1.4.3. In order to achieve accreditation, medical laboratories often 

undergo a period of preparation, during which they receive training 
and guidance so that their quality management systems and 
documentation conform to the standard for which they are seeking 
accreditation.   

 
1.4.4. Laboratories incur expenses in order to achieve accreditation, 

including the cost of developing documentation and training staff, 
and the fee that must be paid to the accreditation body.  These 
expenses are offset by the benefits of accreditation, such as 
increased competitiveness, greater efficiency and accuracy in 
testing and more efficient processes and quality assurance 
systems. 

 
1.4.5. Many governments make accreditation to a particular standard 

mandatory because this forces medical laboratories to achieve the 
accuracy, efficiency and quality control targets set out in the 
standard.  During our meeting we considered several options for a 
regulatory framework for medical laboratories, including whether 
accreditation should be made mandatory, and if so, what standard 
should be specified.   

 
 

1.5. Terms of reference for LASP Committee 
 

1.5.1. One of our initial tasks was to recommend terms of reference for 
the Legislation, Accreditation, Standards and Policies Committee.  
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We recommend the following terms of reference, which we used 
as a guide for our own discussions: 

 
• To review existing legislation for regulation of medical 

laboratories within the region & recommend strategies for 
harmonisation of legislation; 

 
• To recommend relevant policies, legislation & an accreditation 

model for regional/national consideration and implementation; 
 

• To contribute to the identification or development of standards 
for medical laboratories in the region; and 

 
• To undertake any other related tasks. 

 
 

1.6. Review of accreditation systems  
 

1.6.1. Allen & Clarke Policy and Regulatory Specialists were 
contracted to review regulatory frameworks for accreditation in 
Australia, Canada, Southern Africa, Sweden, the United Kingdom 
and the United States of America.  A summary of the review is 
attached as Appendix A. 

 
1.6.2. From the review of international regulatory frameworks, several 

models were identified.  These were: 
 

• Self-regulation: where government does not take part in 
regulating the industry.  This includes where an organised 
group (such as an industry association or professional body) 
regulates the behaviour of its members.   

 
• Quasi-regulation: where government influences (but does not 

explicitly require) compliance with requirements by means of a 
range of rules, instruments and standards that are not 
mandatory, but are officially sanctioned.  Examples might 
include industry codes of practice, industry-government 
agreements and national accreditation schemes. 

 
• Co-regulation: where the regulatory role is shared between 

government and an industry body, usually involving legislative 
or regulatory backing for industry codes or standards. 

 
• Explicit government regulation: mandatory requirements set 

out in legislation or regulations and generally relying on 
government inspectors and/or monitoring to detect non-
compliance.  Generally punitive sanctions are imposed if the 
regulations are not complied with. 
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1.6.3. Participants at the Subcommittee meeting presented summaries 
of the regulation and accreditation of medical laboratories in the 
Bahamas, Barbados, the Dominican Republic, Guyana and 
Jamaica.  In addition, Valerie Wilson, the project manager, and 
Andrew Fieldsend, from Allen and Clarke, held meetings with 
health officials and standards bureaux in Guyana and Jamaica.  
Meeting participants visited the Trinidad and Tobago National 
Bureau of Standards, and legislation from Bermuda was reviewed.  
A summary of the regulation and accreditation of medical 
laboratories in these countries is included in Section 6 of this 
report. 

 
1.6.4. Some countries in the Caribbean have established licensing 

regimes for medical laboratories, and have set basic operating 
requirements that are not consistently enforced.  There are no 
common standards for medical laboratories; there is little 
accreditation activity with respect to medical laboratories, and no 
accreditation infrastructure; and there is little expertise to monitor 
the quality of medical laboratory performance in the Caribbean.   

 
1.7. Recommendations for accreditation of medical laboratories in the 

Caribbean 
 

1. That ISO 15189:2003 Medical Laboratories – Particular 
Requirements for Quality and Competence be adopted by the 
project as the preferred regional standard for medical laboratories 
(as defined within that standard).   

 
2. That the preferred regional standard for reference laboratories that 

provide non-clinical testing services for medical laboratories be ISO 
17025:1999.  

 
3. That where public health laboratories undertake both clinical and 

reference functions, they should be accredited to ISO 17025 and/or 
ISO 15189, as applicable.  

 
4. That a ‘secondary  document’ or ‘guidelines’ be identified or 

developed to adapt ISO 15189 to local conditions and explain the 
relationship between the quality and technical competence 
requirements.  

 
5. That the project to develop an accreditation system for medical 

laboratories in the Caribbean be coordinated with regional needs for 
resourcing, educational curricula, continuing education, and 
advocacy.  

 
6. That a comprehensive implementation plan be developed for the 

laboratory standards so that laboratories have graduated objectives 
for quality improvement, supported by education and other support 
programmes.   
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7. That CARICOM be requested to assist in the establishment of a 

regional accreditation co-operation that would seek international 
recognition.   

 
8. That the proposed regional accreditation co-operation should co-

ordinate the training of assessors in accreditation to ensure that 
there is a sufficient pool of assessors throughout the Caribbean to 
assess laboratories for accreditation.  It should also provide a 
mechanism for the maintenance of accreditation expertise 
throughout the region. 

 
9. That the Trinidad and Tobago Laboratory Accreditation Scheme 

and the proposed Jamaican body for laboratory accreditation be 
encouraged to develop their competence to accredit laboratories to 
ISO 17025 and ISO 15189.   

 
10. That until regional capacity is developed, an international 

accreditation body be contracted to provide accreditation services in 
the region and to develop the expertise that will be necessary to run 
an accreditation system in the Caribbean. 

 
11. That representatives of regional governments and agencies be 

asked to investigate the establishment of a regional fund to support 
medical laboratories in their preparation for accreditation, and to 
support the ongoing work of accreditation. 

 
12. That persons be nominated in each participating country as contact 

people for the accreditation bodies, and these persons should be 
sufficiently trained so that when they receive an application for 
accreditation, they are able to assess whether the laboratory is 
ready to undergo accreditation or whether further preparation is 
required. 

 
13. That under the accreditation system, medical laboratories be 

accredited every three years.  To ensure that laboratories maintain 
their standards in the interim, periodic surveillance visits should be 
performed.   

 
14. That model legislation for the regulation of medical laboratories be 

drafted.   
 

15. That the model legislation provide for compulsory registration of all 
medical laboratories, but implementation of the model legislation in 
each country be voluntary, to be determined by each country 
according to its needs.   

 
16. That as part of the application for registration, medical laboratories 

should be required to fill out a questionnaire.  The model legislation 
should contain a power to specify a form for the questionnaire. 
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17. That the model legislation also contain a delegated power to require 

registered medical laboratories to undergo an assessment.  The 
purpose of the assessment would be to determine the development 
needs of the medical laboratory before it is ready to undergo 
accreditation (a ‘gap analysis’).  The legislation should also 
delegate a power to mandate implementation plans either by 
requiring as a condition of a provisional licence that an unaccredited 
medical laboratory prepare a satisfactory plan to achieve 
accreditation, or by requiring as a condition of a provisional licence 
that an unaccredited medical laboratory participate in an approved 
quality improvement programme that aims at achieving 
accreditation. 

 
18. That all medical laboratories, including public and private 

laboratories should be subject to the regulatory requirements.  The 
definition of ‘medical laboratory’ specified in ISO 15189 should be 
used to define the coverage of the model legislation.   

 
19. That there be provision in the model legislation for a licensing 

regime for medical laboratories.  There should be two types of 
licence: provisional and full. 

 
20. That provisional licences be issued for a limited period as long as 

the medical laboratories seeking the licence continue to meet 
certain minimum operating requirements, which would be set out in 
delegated legislation, pursuant to a power contained in the model 
Act.  For medical laboratories operating at the time the legislation is 
enacted, provisional licences would be issued for a period of up to 
five years (the period to be determined by each country according 
to its requirements) if the laboratory seeking a licence was 
registered, and had developed a satisfactory plan to achieve 
accreditation within the specified period.  For medical laboratories 
newly established after the legislation is enacted, provisional 
licences would be issued if the laboratories met minimum operating 
requirements, based on the technical requirements set out in ISO 
15189:2003, and specified in delegated legislation.  Provisional 
licences for new medical laboratories would be issued for a 
maximum of 12 months. 

 
21. That Full licences be issued to medical laboratories that achieve 

accreditation to ISO 15189:2003 from a recognised accreditation 
body. 

 
22. That the project support medical laboratories to undertake the 

preparatory work required for accreditation.  
 

23. That the project be supported through initiatives in training and 
continuing education and extensive advocacy at the national level 
to convince governments of the benefits of the proposed 
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accreditation system for public health and tourism, and to convince 
medical laboratories of the efficiencies and benefits of participating 
in accreditation. 

 
24. That there be further consultation with stakeholders, including 

medical laboratories, Ministries of Health, standards organisations 
and other interested parties.  The consultation should take place at 
a regional level, through the project.   

 
25. That the following criteria be taken into account as work progresses 

on the project.  The criteria can be used to guide future decisions 
about the design of the accreditation system and model legislation 
(see paragraph 8.8.4 for a more detailed explanation of the criteria): 
 

• Sustainability beyond end of project life; 
 

• Effectiveness;  
 

• Cost and cost-effectiveness; 
 

• Consistency with other international standards; 
 

• Practicability of implementation;  
 

• Adaptability for implementation in all 
participating countries; 

 
• Accountability of the accreditation system to 

stakeholders; 
 

• Likely support from medical laboratories; 
 
 
 

1.8. Further consultation and implementation 
 

1.8.1. Before a final decision is made on the design of a regional 
accreditation model for the Caribbean, there will be further 
consultation with stakeholders, including medical laboratories, 
Ministries of Health, standards organisations and other interested 
parties.  This will happen at a regional level, through the project. 

 
1.8.2. Consultation will take into account the criteria listed above for 

assessing the suitability of the proposed regional accreditation 
model.   

 
1.8.3. Implementation of the model regulatory system in each country 

will be voluntary and a matter for that country to determine in 
accordance with its needs, in consultation with the project team, 
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and in conformity with usual processes for implementing 
legislation.   
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2. Terminology and definitions 
 

2.1. We have adopted definitions of ‘medical laboratory’ and ‘reference 
laboratory’ from ISO 15189:2003.   

 
2.1.1. Medical laboratory 
 Clinical laboratory 

Laboratory for the biological, microbiological, immunological, chemical, 
immunohaematological, haematological, biophysical, cytological, 
pathological, or other examination of materials derived from the human body 
for the purpose of providing information for the diagnosis, prevention, 
treatment of disease in, or the assessment of the health of human beings, 
and which may provide a consultant advisory service covering all aspects of 
laboratory investigation including the interpretation of results and advice on 
further appropriate investigation. 
 
Note 1 These examinations also include procedures to determine, measure, 
or otherwise describe the presence or absence of various substances or 
microorganisms.  Facilities which only collect or prepare specimens, or act as 
a mailing or distribution centre, are not considered to be laboratories, 
although they may be part of a larger laboratory network or system. 
 
Note 2 In French, these laboratories are termed “laboratories d’analyse de 
biologie médicale;” in other languages they may be termed clinical 
laboratories.  

 
2.1.2. Reference laboratory 

[Termed ‘referral laboratory’ in the ISO standard] 
External laboratory to which a sample is submitted for a supplementary or 
confirmatory examination procedure and report. 

 
2.2. Public health laboratories in the Caribbean may sometimes function as 

both medical laboratories and reference laboratories. 
 
2.3. There is considerable inconsistency in the use of accreditation and 

standards terminology.  To avoid confusion we resolved to adopt the 
definitions contained in ISO Guide 2:1996 for terms associated with 
accreditation and standards.  The most relevant definitions are as 
follows (note that the terms in bold type are defined in ISO Guide 
2:1996): 

 
2.3.1. Standard  

Document produced by consensus and approved by a recognized body, 
that provides, for common and repeated use, rules, guidelines or 
characteristics for activities or their results, aimed at the achievement of the 
optimum degree of order in a given context. 

 
2.3.2. Mandatory standard 

Standard the application of which is made compulsory by virtue of a general 
law or exclusive reference in a regulation. 

 
2.3.3. Conformity assessment 

Any activity concerned with determining directly or indirectly that relevant 
requirements are fulfilled. 

 
2.3.4. Conformity assessment body 
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Body that conducts conformity assessment. 
 

2.3.5. Third party 
Person or body that is recognized as being independent of the parties 
involved, as concerns the issue in question. 

 
2.3.6. Accreditation 

Procedure by which an authoritative body gives formal recognition that a 
body or person is competent to carry out specific tasks. 
 

2.3.7. Certification 
Procedure by which a third party gives written assurance that a product, 
process or service conforms to specified requirements. 

 
2.3.8. Accreditation system 

System that has its own rules of procedure and management for carrying out 
accreditation. 

 
2.3.9. Accreditation body 

Body that conducts and administers an accreditation system and grants 
accreditation. 

 
2.3.10. Body (responsible for standards and regulations)  

legal or administrative entity that has specific tasks and composition 
Note- Examples of bodies are organizations, authorities, companies and 
foundations. 

 
2.3.11. Requirements 

Provision that conveys criteria to be fulfilled 
 

2.4. In addition to the above definitions, which relate to accreditation and 
standards terminology, we used several terms associated with 
regulation.  Some of these terms (specifically, ‘registration’, ‘licensing’ 
and ‘regulation’ itself) are defined in ISO Guide 2:1996 in the context 
of standards and accreditation.  However, the terms have broader 
definitions when used in the context of regulatory design, so we 
adopted the following definitions for the purposes of our meeting: 

 
2.4.1. Regulation 

The full range of legal instruments by which governing institutions, at all 
levels of government, impose obligations or constraints on private or public 
sector behaviour.  Constitutions, parliamentary laws, subordinate legislation, 
decrees, orders, norms, licences, plans, codes and even some forms of 
administrative guidance can all be considered as ‘regulation’.1 
 

2.4.2. Registration 
A regulatory tool that involves the keeping of a list or register by a 
professional association, government agency or other body.  The register 
may contain any sort of information.  Registration may be voluntary or 
compulsory, but compulsory registration is a form of licensing that restricts 
the ability of people or laboratories to perform activities unless they are 
registered.  There may be requirements that have to be met in order to be 
registered, in which case the register records the fact that a person or body 

                                                 
1 Organisation for Economic Co-operation and Development. 1995. Recommendation of the 
Council of the OECD on Improving the Quality of Government Regulation (adopted on 9 
March 1995), Including the OECD Reference Checklist for Regulatory Decision-Making and 
Background Note.  OECD: Paris. 
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has been approved to go on the register, alternatively the register may be 
open without any requirements preceding registration. 

 
2.4.3. Licensing 

A regulatory tool that restricts an activity except where permission is granted 
by a regulatory authority to undertake the activity.  Licensing is generally 
used where it is in the public interest to restrict the activity because the 
activity is dangerous, or carries risks.  Licences may be conditional, 
temporary or provisional.  It is a principle of licensing that the requirements 
for the granting of a licence be set out clearly in a regulatory instrument and 
the process of licensing should be transparent, fair and objective. 

 
2.4.4. Minimum requirements 

The requirements that must be fulfilled before a licence is granted or 
registration is undertaken. 
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3. Problem definition 

 
3.1. Because of the re-emergence of tuberculosis, malaria, dengue, and 

water and food-borne diseases, and the predominance of chronic non-
communicable diseases such as cancers and diabetes mellitus, the 
improvement of laboratory services in the Caribbean is a public health 
priority.  An added impetus is the reliance of many Caribbean 
economies on tourism (which provides a quarter of the region’s 
income and jobs), and their consequent vulnerability to outbreaks of 
communicable diseases. 

 
3.2. In 1999 there were an estimated 163 medical laboratories in 21 

CAREC member countries.  Of these, 59 were public laboratories.  
Data gathered from laboratories in member countries of the Caribbean 
Forum (CARIFORUM) by CAREC have revealed that medical 
laboratory error is at unacceptably high levels in the Caribbean across 
all laboratory areas, in both the public and the private sectors.  Such 
error undermines the quality of patient management, epidemiological 
surveillance and public health interventions.  For example, in data 
collected from 1997 to 1999, 6 of 14 laboratories scored less than 50 
percent accuracy in bacteriology. 

 
3.3. 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 methods within both the public and the private sectors.  
Among the member countries, and particularly among nominated 
national laboratories, CAREC has been:  

 
• promoting appropriate laboratory policies and strategies; 

  
• promoting, and providing training in, continuous quality assessment 

and improvement (including a set of assessment criteria developed 
for the region);  
 

• advocating the importance of medical laboratories and encouraging 
governments to allocate sufficient resources to them; 
 

• researching and documenting the quality of laboratory performance; 
and  
 

• promoting laboratory service quality assurance methods among 
laboratory managers.  

 
3.4. CAREC’s training initiatives have had a positive impact on the quality 

of laboratory operations and its advocacy efforts have convinced 
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governments of the important place of laboratories in health sector 
reform. 

 
3.5. However, there are a number of continuing problems, particularly in 

public laboratories.  CAREC has identified the problems as follows: 
 

• Laboratory management and quality assurance programmes are 
weak in public and private sector laboratories; 
 

• Public laboratories face regular shortages of essential supplies, and 
the maintenance of equipment is sub-standard; 
 

• The rate of use of quality control (QC) checks and proficiency 
testing in laboratories varies, but in general fails to meet the 
demands of best practice; 
 

• Public sector laboratory response time is too long to adequately 
meet patient management and public health requirements; 
 

• Safety standards are poor; 
 

• Public laboratories suffer from government financial cut-backs and 
inefficient use of resources.  However, in the second phase of 
health sector reforms, governments are defining and costing 
minimum packages of services for public laboratories and 
identifying sources of finance.  Private laboratories do not generally 
face major financial and efficiency problems; 
 

• Laboratory information systems and their linkage with 
epidemiological services are either non-existent or incomplete; 
 

• The physical infrastructure of some public sector laboratories is 
aged and is unable to house modern laboratory operations, but it is 
not a major stumbling block to the improvement of laboratory 
services.  Infrastructure rehabilitation is under way. 

 
3.6. An accreditation system for medical laboratories has been proposed 

as part of the solution to some of the problems listed above.  This 
system would run alongside other development strategies that CAREC 
is currently engaged in, such as operational research, training of 
laboratory managers and staff and advocacy to health managers and 
governments.  In support of the proposed accreditation system, there 
is also a proposal to develop model legislation to help harmonise the 
regulatory framework for medical laboratories throughout the region.   

 
3.7. In most CARIFORUM member countries, the regulatory framework for 

laboratories is non-existent or incomplete and there is little or no 
registration of laboratories.  In all but a few countries there are no 
mandatory standards or minimum requirements for the staff, facilities 
or processes of medical laboratories.  The few existing regulatory 
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frameworks for medical laboratories in the region were considered by 
us during our discussions, and were taken into account when 
developing our recommendations. 
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4. Key concepts 

 
4.1. Accreditation and capacity development 

 
4.1.1. Accreditation is recognition of competence.  It does not involve 

training, although programmes to develop capacity are sometimes 
put in place as a prelude to accreditation.  For example, a 
programme currently running in Jamaica with the assistance of 
SWEDAC is developing the quality management systems and 
laboratory practices in a number of laboratories, private and 
public, in anticipation of accreditation in 2004.  In situations such 
as this, accreditation is used as the objective towards which 
laboratories strive, and support is provided to assist laboratories to 
meet the standard required for accreditation.  The 
recommendations we make in this paper for a regional 
accreditation system are predicated on the provision of training 
and continuing education to lift the performance of laboratories 
across the region.   

 
4.1.2. We also recommend the establishment of a regional 

accreditation co-operation.  An accreditation co-operation is a 
regional organisation that can have purposes such as fostering the 
development of competent laboratories and accreditation bodies in 
member countries, harmonising accreditation practices in the 
region and with other regions, and facilitating mutual recognition of 
accredited test, measurement and inspection results through a 
mutual recognition agreement.  Accreditation co-operations do not 
carry out accreditation, but assist in the development of regional 
accreditation capacity. 

 
4.2. Accreditation and certification 

 
4.2.1. The difference between accreditation and certification lies in 

what is being recognised in each case, and in who is giving the 
recognition.  Accreditation is the procedure by which an 
authoritative body gives formal recognition that a body or person is 
competent to carry out specific tasks.  Accreditation therefore 
involves assessment of competence, and requires the application 
of judgment by an assessor.  The accreditation body must be 
recognised as competent to administer the accreditation system 
and grant accreditation.   

 
4.2.2. Certification on the other hand, is the procedure by which a third 

party gives written assurance that a product, process or service 
conforms to specified requirements.  Certification therefore 
involves the assessment of conformity against an established 
measure.  The third party that assesses conformity and grants 
certification must be recognised as independent from the party 
being certified. 
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4.3. Regulation 
 

4.3.1. Generally, regulation can be thought of as occurring when a 
government exerts control over the activities of individuals and 
firms.2  As governments are often providers of services for its 
citizens, regulation can also encompass the controls on 
government agencies delegated to provide services.  Regulation 
may encompass both private and public sector activities.  

 
4.3.2. Regulation can take a number of forms encompassing varying 

degrees of government intervention across a spectrum, including: 
  

Self-regulation: where government does not take part 
in regulating the industry.  This includes where an 
organised group (such as an industry association or 
professional body) regulates the behaviour of its 
members. 
 
Quasi-regulation: where government influences (but 
does not explicitly require) compliance with 
requirements by means of a range of rules, 
instruments and standards that are not mandatory, 
but are officially sanctioned.  Examples might include 
industry codes of practice, industry-government 
agreements and national accreditation schemes. 

Co-regulation: where the regulatory role is shared 
between government and an industry body, usually 
involving legislative or regulatory backing  for industry 
codes or standards. 

Explicit government regulation: mandatory 
requirements set out in legislation or regulations and 
generally relying on government inspectors and/or 
monitoring to detect non-compliance.  Generally 
punitive sanctions are imposed if the regulations are 
not complied with. 

 
 
 

4.4. Accreditation and regulation 
 
4.4.1. Although accreditation is generally thought of as a voluntary 

process, it is increasingly being made mandatory by regulatory 
authorities where there is a public interest in ensuring that 
standards of competence are met.  In some countries where 
medical laboratories are licensed, licensing may be conditional on 

                                                 
2 Roemer M. 1993. National Health Systems of the World, vol 2.  Oxford: Oxford University 
Press.  

 
Self-regulation 

 
Quasi-regulation 

 
Co-regulation 

 
Explicit 

government 
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Figure 1: Spectrum of regulatory tools 
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accreditation by a recognised (or specified) accreditation body to a 
particular standard.  In these cases, the regulating body accepts 
the accreditation as evidence that the medical laboratory has met 
a mandatory standard.  

 
4.4.2. Accreditation may be made mandatory or incentivised by means 

of any of the regulatory models detailed above (section 4.3).  The 
different regulatory models used in the Caribbean and some other 
parts of the world are described below (sections 6 and 7). 

 
4.5. Standards ISO 15189 and 17025 
 

4.5.1. Although our terms of reference did not require us to select 
medical laboratory standards, it was necessary for us to discuss 
possible standards because the design of accreditation system 
and legislation will depend to some extent on the choice of 
standard.   

 
4.5.2. The objective of harmonising medical laboratory standards is 

important for public health and primary health reasons.  Consistent 
laboratory practices are necessary to ensure that accurate 
information is available for surveillance and response to disease 
outbreaks in the region.  For the individual patient, whose samples 
may be tested by several laboratories, it is important that test 
results be comparable.    

 
4.5.3. Our preference for a regional standard for medical laboratories 

is ISO 15189:2003 Medical Laboratories – Particular 
Requirements for Quality and Competence.  Although ISO 
9001:2000 has been used by laboratories for certification of quality 
management systems, it is not suitable for accreditation because it 
does not cover the technical competence of laboratories.  ISO/IEC 
17025:1999, which is a generic standard for testing and calibration 
laboratories, is often used for accreditation of medical laboratories.  
In Jamaica at present a number of laboratories are undergoing 
preparation for accreditation to that standard.  However, ISO 
15189 has been developed to take account of the particular needs 
of medical laboratories that are not recognised by ISO 17025, and 
was confirmed as an alternative to ISO 17025 for medical 
laboratories by the International Laboratory Accreditation 
Cooperation (ILAC) in 2003. 

 
4.5.4. ISO 15189 recognises that medical laboratories have particular 

requirements because of their health setting, ethical 
considerations, and management systems.  Some reasons for 
preferring ISO 15189 are that: 

 
• It maintains an emphasis on accuracy of measurements, but 

also focuses on patient outcomes and the total service of a 



 24

medical laboratory, including consultation, turn-around time, 
cost-effectiveness etc.; 

• It uses language and terminology that are familiar in the 
medical profession;  

• It addresses ethical issues and information needs of the 
medical laboratory;3 

• It facilitates accreditation of the quality of overall testing 
procedures, whereas accreditation to ISO 17025 usually 
involves assessment of procedures for each test performed by 
the laboratory. 

 
4.5.5. Importantly, ISO 15189 has a close relationship to ISO 17025, 

ISO 9001, and other significant ISO standards.  This means that 
an accreditation body that accredits to ISO 15189 should also be 
able to accredit to ISO 17025, which is the standard applicable to 
all testing and calibration laboratories.  Such an accreditation body 
would therefore have a larger market, and would be a vastly more 
sustainable entity than if it were accrediting only medical 
laboratories. 

 
4.5.6. We suggest that the appropriate ISO standard for reference 

laboratories that provide non-clinical testing services for medical 
laboratories is ISO 17025.  Because they do not interface with 
practitioners or clients, many aspects of ISO 15189 are not 
relevant to such laboratories.   

 
4.5.7. However, it is important to note that many public health 

laboratories in the Caribbean perform both reference and clinical 
functions.  Where public health laboratories undertake both 
functions, they should be accredited to ISO 17025 and/or ISO 
15189, as applicable.  Because the two standards are closely 
related this would not create an unreasonable burden on the 
laboratories or the accreditation body.  

 
4.5.8. It may be necessary to identify or develop a ‘secondary  

document’ or ‘guidelines’ to adapt ISO 15189 to local conditions 
and explain the relationship between the quality and technical 
competence requirements that are set out in the document in 
separate sections.  The preparation of guidelines or secondary 
documents is common practice, and CAREC intends to contract 
an expert to assist in the identification or development of suitable 
guidelines to the standard that is selected as the Caribbean 
standard for medical laboratories. 

                                                 
3 Klaus Stinshoff and David Patrick Kelly, ‘Specifying quality and competence requirements 
for medical laboratories’.  ISO Bulletin, February 2002. 
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5. Challenges facing medical laboratories 

 
5.1. The most significant challenge facing medical laboratories in the 

Caribbean region is inadequate funding to retain qualified and 
experienced staff or to purchase materials and equipment.  This 
problem may be particularly chronic for public sector medical 
laboratories, which compete for scarce funding with other parts of the 
public health system.  However, if medical laboratories are not given 
the resources to provide accurate and reliable test results, the integrity 
of the whole health system is undermined. 

 
5.2. Part of the problem appears to be that decision-makers and 

administrators are not sufficiently knowledgeable about the role and 
needs of medical laboratories to understand the importance of 
adequate funding and resourcing.  The CAREC project has been 
advocating the importance of medical laboratories among decision-
makers and administrators.  It is possible that an accreditation system 
could support these efforts by providing medical laboratories in the 
public sector with information about their own performance that could 
be used to support requests for more resourcing. 

 
5.3. On the other hand, where there is a very poor understanding on the 

part of decision-makers about the activities and needs of medical 
laboratories, public laboratories may come under pressure to achieve 
accreditation without any improvement in funding or resourcing.  For 
this reason, it is important to develop a regional approach to 
accreditation that includes continued advocacy and support. 

 
5.4. Another aspect of the CAREC project is to strengthen the training of 

medical laboratory staff through curriculum development and 
continuing education.  This is intended to address a shortage in 
adequately trained staff.  It is also intended to help laboratory directors 
develop their laboratory management skills.  With adequate support 
for medical laboratories, an accreditation system would assist greatly 
in the development of staff skill levels by providing competency 
targets.  It would also provide a focus for the development of 
laboratory management processes and other quality systems. 

 
5.5. The Caribbean region exports laboratory staff (principally to North 

America), and without improvements in remuneration and other 
conditions of employment, it is likely that there will continue to be 
difficulties retaining adequate staff in the Caribbean.  An accreditation 
system should contribute to improvements in working conditions within 
the laboratories by providing an incentive for laboratories to meet 
quality management targets.  However, improvements in training and 
knowledge of laboratory staff may make them more employable in 
other markets, so it will be important to consider strategies for 
retaining staff in the region.  
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5.6. Currently there are few organisations in the region for medical 
laboratories.  The Caribbean Association of Medical Technologists 
(CASMET) is the one regional professional association of note.  
Professional associations and industry organizations have an 
important role to play in all aspects of the industry.  In some countries 
around the world, professional associations or colleges are given 
statutory authority to act as the licensing body for medical laboratories 
and administer the accreditation system.  Professional associations 
and industry bodies may also be involved in advocacy, curriculum 
design, continuing education and other activities.  Because an 
accreditation system will create challenges as well as solutions, it is 
important that regional professional associations and industry bodies 
are developed, or strengthened where they already exist.  

 
5.7. The challenges discussed above indicate that there needs to be 

considerable effort put into education and development in order to 
improve the quality of medical laboratory performance in the region.  
Administrators and policy-makers need to be educated about the 
importance of medical laboratories, the risks associated with poor 
quality and under-resourcing, and the benefits of quality improvement 
and efficiency.  Laboratory staff and directors need to develop their 
skills and practices, and the industry needs to develop a regional 
approach to all of these challenges.  

 
5.8. We are confident that a regional accreditation system is part of the 

solution to these challenges, but it would be dependent on other 
efforts to develop the capacity of medical laboratories in the region.  
An accreditation system would recognise competence and provide 
benchmarks of quality.  In order to achieve the required levels of 
competence and quality, it would be important to co-ordinate the 
accreditation system with resourcing, educational curricula, continuing 
education, and advocacy.  These tasks are all part of the project to 
improve the quality of medical laboratories in the Caribbean.  In 
addition to these activities, we recommend that a comprehensive 
implementation plan be developed for the regional standards so that 
laboratories have graduated objectives for quality improvement, 
supported by education and other support programmes.   
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6. Regulation and accreditation in the Caribbean 

 
6.1.1. This section outlines current arrangements for the regulation 

and accreditation of medical laboratories in some Caribbean 
countries.  Not all Caribbean countries have been surveyed, but 
those included in this review represent, to the best of our 
knowledge, those that have the most developed regulatory 
arrangements.   

 
6.1.2. Where Caribbean countries have regulated medical laboratories, 

they have favoured forms of licensing with the power to stipulate 
minimum operating requirements.  However, the licensing regimes 
have not always functioned as envisaged in the legislation, 
sometimes because there has been a lack of independent and 
objective expertise to assess the performance of medical 
laboratories. 

 
6.1.3. In some countries there is the capacity for certification to 

international or national standards.  However, few medical 
laboratories have taken up the opportunity to seek certification.  
There is little capacity in the Caribbean for accreditation of medical 
laboratories. 

 
6.2. Bahamas 
 

6.2.1. Under health legislation enacted in 1998, the Bahamas have a 
licensing and registration regime for medical laboratories, 
technologists and technicians.   

 
6.2.2. Under the Hospitals and Health Care Facilities Act and its 

regulations, a nine-member Board issues licenses, maintains a 
register of, and inspects medical laboratories (and other facilities).  
As a result of inspections to ensure that minimum requirements 
are being met, an infraction report may be prepared, or serious 
cases brought before the Board for further action.  The minimum 
requirements are broadly worded, and cover the following areas: 
 
• Staff requirements; 
• Scope of service; 
• Collection stations; 
• Records; 
• Reportable diseases; 
• Accommodation (engineering controls); and 
• Quality Control. 
 

 
6.2.3. Medical laboratories have to be directed by persons registered 

and licensed under the  Health Professions Act, and be staffed by 
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qualified medical technicians.  In addition, medical laboratories are 
required to have a quality control programme, approved by the 
Board, that covers all the types of analysis performed by the 
laboratory. 

 
6.2.4. Under the Health Professions Act and its regulations a nine-

member Health Professions Council regulates thirteen health 
professions including Medical Technologists, Technicians and 
Cytotechnologists (but not Phlebotomists and some other 
professions associated with medical laboratories).  The legislation 
sets out requirements for registration and licensing of those health 
professionals that are regulated.   

 
6.3. Barbados 
 

6.3.1. Barbados has had licensing requirements for private 
laboratories since 1976.  Licences are issued on the basis of 
broad criteria of competence and suitability that include training 
and qualification requirements for people working in private 
medical laboratories.  Public laboratories are explicitly excluded 
from the regulations.   

 
6.3.2. It is understood that regulations are not currently enforced in 

Barbados, and have not been enforced for the past two or three 
years. 

 
6.4. Bermuda 
 

6.4.1. Under the Public Health Act 1949, regulations for clinical 
laboratories were recently issued in Bermuda (Public Health 
(Clinical Laboratories) Regulations 2002.  Under these 
regulations, the Chief Medical Officer maintains lists of medical 
laboratories that are registered or provisionally registered.  Clinical 
laboratories may only be registered if they are: 
 
• Operated by a fit and proper person; 
• Housed in suitable premises; 
• Appropriately staffed; 
• Properly equipped; and  
• Accredited by an approved accreditation body. 

 
6.4.2. Clinical laboratories may be provisionally registered for up to two 

years if they meet these conditions except for the requirement to 
be accredited. 

 
6.4.3. Despite the requirement for accreditation, the regulations do not 

specify any standard to which the laboratory should be accredited.  
However, the Chief Medical Officer may impose conditions on 
registration, including: 
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• Restrictions on the type of procedures to be provided at the 
clinical laboratory; 

• Requirements for repairs or alterations to the building 
proposed to be used as the clinical laboratory; 

• Requirements for the maintenance of equipment to be used as 
the clinincal laboratory; 

• Requirements for qualifications, certification and training of 
staff and connected matters; and 

• Hours of operation. 
 
6.5. Dominican Republic 
 

6.5.1. Medical laboratories in the Dominican Republic have been 
involved in quality improvement activities for several years.  
Laboratories are regulated, and must meet minimum operating 
requirements (norms).  In addition, there are programmes of 
continuing education, external assessment and voluntary 
accreditation.   

 
6.5.2. Two NGOs support and help to coordinate quality improvement 

programmes in the Dominican Republic and throughout Latin 
America: La Confederacion Latinoamericana de Bioquimica 
Clinica (COLABIOCLI) and the Pan-American Health Organisation 
(PAHO).  The model for regulation and accreditation that is 
promoted by these organisations and used in the Dominican 
Republic emphasises a distinction between regulation and 
accreditation.  The following matrix illustrates the main elements in 
the distinction between regulation and accreditation as understood 
in Latin America: 

 
 

System: 
 

Accreditation 
 

 
Regulation 

Purpose: Quality improvement User protection 
Administered by: NGO Government 
Incentive: Voluntary Compulsory 
Evaluation method: Assessment Inspection 
Timing of evaluation: Announced Unannounced 
Funding: User fees Government funds 
Reference: Standards Technical regulations 

 
6.5.3.  The distinction between accreditation and regulation allows the 

government to exercise a full range of regulatory tools, including 
unannounced inspections and sanctions for non-compliance with 
the minimum requirements (or norms).  By its nature, accreditation 
does not sit as comfortably in a regulatory system that uses these 
incentives and sanctions. 

 
6.5.4. In addition to norms, or minimum requirements, the Dominican 

Republic and other Latin American countries emphasise the 
importance of continuing education, and have recently developed 
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an accreditation guide to help laboratories prepare for voluntary 
accreditation to the COLABIOCLI standard. 

 
6.6. Guyana 

 
6.6.1. Under the Health Care Facilities Act, laboratories that are 

attached to healthcare facilities are inspected and licensed.  There 
is some concern that the statutory licensing regime is not 
providing adequate assurances about the quality of medical 
laboratory services in Guyana.  Not all laboratories are inspected, 
and there are not sufficiently trained inspectors to carry out the 
evaluation of medical laboratories.  To help develop quality 
assurance activities, Guyana is now in the process of appointing a 
QA coordinator for medical laboratories and is forming a national 
co-ordination committee to work with the CAREC project.  

 
6.6.2. The Guyana National Bureau of Standards has developed a 

standard, GYS 170:1998 General Requirements for the Operation 
of a Laboratory to which medical laboratories may seek 
certification.  Currently the Bureau is providing some training for 
laboratories in ISO 17025, and hopes to develop an accreditation 
system for that standard.  However, medical laboratories are not 
covered by the Bureau’s mandate as set out in its legislation.  

 
6.6.3. There is support for accreditation among Guyanese laboratories, 

but there are concerns about the costs involved, including the 
training and documentation requirements and the motivation of 
laboratory staff to take up the challenges presented by 
accreditation.  The University, which trains medical laboratory 
technicians, is in the process of developing a bachelors degree to 
replace the associates degree, and is revising its curricula for the 
degree course.  An association of private laboratories has been 
formed, which has strong co-operative links with the public 
laboratory sector with respect to quality assurance activities, and 
will be an important forum for such activities in the future.  

 
6.7. Jamaica 
 

6.7.1. At present in Jamaica there is a national standard for medical 
laboratories, but accreditation to the standard is voluntary, and 
only one laboratory has received accreditation.  The Bureau of 
Standards in Jamaica is now phasing out accreditation of 
laboratories and now concentrates on the development of 
standards, so the options for medical laboratory accreditation are 
limited. 

 
6.7.2. Draft legislation (the Health Facilities (Medical Laboratories) Bill) 

covering medical laboratories is in train.  The legislation would 
establish a licensing regime and a Medical Laboratories Council to 
administer it.  The Council would have the power to set minimum 
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operating requirements (called ‘minimum standards’ and 
contained in regulations), carry out assessments of labs and 
collection centres, grant licence to legal entity to operate as a 
testing facility, certify laboratory practitioners and suspend or 
revoke licence or certification.  Every medical laboratory would be 
required to register as a business, obtain a licence to operate as a 
medical laboratory and meet the minimum operating requirements.  
There would also be a Complaints Tribunal and an Appeals Board 
to safeguard the rights of people operating medical laboratories. 

 
6.7.3. In addition, the Governments of Sweden and Jamaica have 

funded a project to improve Jamaica’s quality assurance 
infrastructure.  The project includes establishment of a national 
accreditation body and the preparation of 24 selected laboratories 
(including 10 medical laboratories) for accreditation to ISO 17025.  
The national accreditation body will eventually be an independent, 
self-funding body with the ability to accredit laboratories, 
inspection bodies and certification bodies.  Accreditation 
legislation is envisaged at a future date. 

 
6.7.4. The private medical laboratories being prepared for 

accreditation indicate that they were motivated to participate in the 
programme for reasons of competition.  There is some concern 
about the staff resources required to prepare documentation and 
achieve accreditation, and laboratories have negotiated to 
combine some tests that use similar processes in order to cut 
costs.  As some doctors and insurance companies have become 
aware of the benefits of accreditation, they have begun to question 
laboratories about accreditation and quality assurance, which has 
added to the laboratories’ interest in accreditation.  The National 
Public Health Laboratory is also participating in the project and is 
the only public sector medical laboratory scheduled to achieve 
accreditation under the SWEDAC project. 

 
6.8. Standards bodies and standardisation 
 

6.8.1. Each country in the Caribbean has a National Standards Bureau 
with responsibility for developing national standards and 
harmonising national standards with international standards.   

 
6.8.2. The Caribbean Regional Office for Standards and Quality 

(CROSQ) provides a regional mechanism for harmonising 
standards.  CROSQ may make regional standards, which must be 
adopted as national standards by National Standards Bureaux that 
are signatories to the regional arrangement. 

 
6.8.3. It is understood that most countries in the region have legislation 

that is based on or comparable to CROSQ’s model standards 
legislation.  The model legislation provides for national standards 
to be incorporated by reference into delegated legislation.  This 
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means that standards can be given legal force by being referred to 
in regulations, without having to be set out in full in the regulations. 

 
6.9. Developments in accreditation 
 

6.9.1. Some national standards bodies in the Caribbean have been 
involved in accreditation.  Two of the bodies in particular, the 
Trinidad and Tobago Bureau of Standards and the National 
Bureau of Standards, Jamaica have been involved in the 
accreditation of laboratories.   

 
6.9.2. In the case of the Trinidad and Tobago Bureau of Standards 

(TTBS), laboratory accreditation to ISO 17025 is undertaken by 
Trinidad and Tobago Laboratory Accreditation Scheme (TTLAS).  
Although some medical laboratories had expressed an interest in 
participating in the scheme, there is currently no capacity to 
include them, and there is no capacity to provide for accreditation 
to ISO 15189. 

 
6.9.3. In Jamaica, there has been an ongoing project to upgrade the 

national quality infrastructure since 2000.  The project is supported 
by the Governments of Jamaica and Sweden and involves the 
participation of SWEDAC.  As part of the project, a National 
Accreditation Body (which will be independent from the National 
Bureau of Standards, Jamaica) is to be established, and selected 
laboratories, including some medical laboratories are being 
prepared for accreditation to ISO 17025. 
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7. Models for regulation and accreditation 
 

7.1. This section describes several different models for the regulation of 
medical laboratories and the relation of those models to accreditation 
systems.  The models are illustrated with examples from the countries 
that were reviewed by Allen & Clarke for the purposes of this report: 
Australia, Canada, United Kingdom, United States, Sweden, Southern 
Africa, and a number of Caribbean countries.   

 
7.2. Summary of possible models 

 
7.2.1. As is shown in figure 2, overleaf, there are several types of 

regulatory model within which an accreditation system can be 
function. 

 
7.3. Market-based accreditation 
 

7.3.1. This model, involving voluntary accreditation, currently exists in 
many Caribbean countries but has failed to establish an adequate 
accreditation system.  This model has also operated in some 
Southern African countries, although the South African Minister of 
Health now has the power to make regulations relating to 
accreditation and registration, and pathologists are required to be 
registered with the Health Professionals Council.   

 
7.3.2. In many regions of the world, the accreditation of medical 

laboratories is left up to market forces.  However, the market 
mechanisms that function in some economic regions cannot be 
relied upon to provide a functional accreditation system in the 
Caribbean.  There are several reasons for this, including the 
geography and demography of the region: the scattered and small 
population of the Caribbean limits the development of a 
competitive medical laboratory industry.  Some communities may 
rely for all their medical laboratory services on only one or two 
laboratories, and competition between them may be restricted by 
the fact that they are publicly funded, they share staff, or they 
service different target markets.   

 
7.3.3. However, in some Caribbean countries there is a significant 

private health insurance market.  When some medical laboratories 
begin to achieve accreditation, there may be increasing pressure 
on other private laboratories to follow suit or risk losing business.  
It would be possible to promote this type of competition by 
promoting the concept and value of accreditation among those 
people who purchase medical laboratory services. 
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Self-regulation 

 

 
Quasi-regulation 

 

 
Co-regulation 

 

 
Explicit 

government 
regulation 

 
Voluntary 

accreditation 
 

 
Accreditation is 

incentivised 
 

In a self-regulatory framework, accreditation is 
voluntary.  There are no requirements from 
government or any professional body that 
accreditation be used.  Incentives to accredit 
may be provided by competition between 
medical laboratories, professional concern for 
quality, or other factors.  This could be 
described as market-driven accreditation. 
 
 
 
 
In a quasi-regulatory framework, it is not 
mandatory to be accredited in order to operate, 
but accreditation is required in order to receive 
any benefits, such as government contracts.   
This might be referred to as quasi-regulated 
accreditation. 
 
 
 
Under co-regulation, a professional association 
may require that medical laboratories be 
accredited before they are allowed to join a 
register.  The Executive may prohibit medical 
laboratories from operating unless they are 
registered with the professional association.  
This can be referred to as co-regulated 
accreditation. 
 
 
 
In model of explicit regulation, medical 
laboratories are explicitly required to be 
accredited in order to remain licensed or 
registered.  Failure to comply can involve 
sanctions, including the suspension of the 
laboratory’s licence.  This might be referred to 
as government-mandated accreditation. 

 
Accreditation 
required by 

professional body 

 
Accreditation 
required by 
government 

 

 Figure 2: Spectrum of regulatory tools for accreditation 

System of regulation     Discussion          System of
       accreditation 
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7.4. Quasi-regulated accreditation 
 

There are several types of quasi-regulated accreditation that use 
different forms of incentive to encourage compliance.  Those discussed 
below are systems using contractual incentives, and those using 
professional incentives. 

 
7.4.1. Contractual incentive 
 
7.4.2. In this model, the purchaser (often a health board or public 

health insurance service) makes it a condition of the purchase 
contract that the medical laboratory undergo accreditation or 
achieve certification to a specified standard.  The accrediting or 
certifying agency may or may not be specified.   

 
7.4.3. This model occurs in Australia and New Zealand and is suited to 

health systems where laboratory services are mostly funded by 
government, and are purchased contractually from public or 
private laboratories.  The model is not well-suited to the Caribbean 
because there is a high proportion of medical laboratories that are 
not separately-funded stand-alone entities, which would make it 
easier to arrive at contractual arrangements.  Also, it would be 
more difficult to achieve regional consistency through this model, 
as the many different governments and other purchasers would 
have to agree to a common medical laboratory standard and 
accreditation system. 

 
7.4.4. Professional incentive  
 
7.4.5. In this system the professional association requires accreditation 

of the laboratory, and may develop the standards or be involved in 
providing the accreditation service.   

 
7.4.6. Where there are strong professional associations, as in the 

United Kingdom, this model may be appropriate.    However, 
professional associations are under-developed in the Caribbean, 
and this model is not workable. 

 
7.4.7. Other incentives 

 
7.4.8. Other incentives may be provided by governments, such as the 

promotion of a culture of accreditation or quality improvement, or 
requiring training to a specified standard. 

 
7.5. Co-regulated accreditation 
 

Some forms of regulation rely on co-operative arrangements between 
the government and industry bodies. 
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7.5.1. Delegation of power to professional association or college 
 
7.5.2. In this system a statute recognises a professional association or 

college and delegates authority to that association or college to 
make regulations or by-laws.  The professional association or 
college may either form a committee to develop standards and 
accreditation processes (perhaps with members of the association 
or college providing external accreditation services), or the 
association or college may recognise an external agency as the 
provider of accreditation services.  Medical laboratories are not 
permitted to operate unless they meet the conditions set out by 
the professional association or college in the regulations or by-
laws. 

 
7.5.3. This model is common in western Canada.  Its success depends 

on strong professional associations or colleges (e.g. College of 
Pathologists) that are able to develop standards and administer an 
accreditation system.  For these reasons, the model is not 
appropriate to the Caribbean, which does not have a strong 
regional professional association or college.   

 
7.6. Government-mandated accreditation 

 
Some forms of regulation rely on direct government intervention in the 
market to enforce mandatory requirements.  A variation is the 
American system of compulsory certification as described below in 
7.6.7. 

 
7.6.1. Licensing and accreditation 

 
7.6.2. This model (variations of which are found in Victoria (Australia), 

Ontario and Saskatchewan) prohibits medical laboratories from 
operating unless they are licensed.  Authority is delegated to the 
Government to make regulations setting standards, approving 
accreditation bodies, and appointing an authority (sometimes a 
professional association) to administer the system.  The appointed 
authority may develop an accreditation programme of its own (as 
in Ontario), or may call on existing accreditation providers (as in 
Saskatchewan).  

 
7.6.3. An important feature of this model is that it is flexible (any 

recognised body can be nominated as the accreditation authority), 
and it requires less legislative development than some other 
models.   

 
7.6.4. Versions of this model are relatively common in the Caribbean, 

although they tend to set minimum requirements for laboratories 
rather than require accreditation to an internationally recognised 
standard. 

 



 37

7.6.5. Bermuda has regulations in place that require registration and 
accreditation of clinical laboratories.  The Chief Medical Officer 
may make registration conditional on qualifications, certification 
and training.  Barbados has had licensing requirements for private 
laboratories since 1976.  Licences are issued on the basis of 
broad criteria of competence and suitability, among other things.  
The Bahamas also require medical laboratories to be licensed and 
inspected to ensure that they comply with minimum requirements. 

 
7.6.6. Jamaica has developed draft legislation that provides for 

‘minimum standards’.  Medical laboratories will have to meet those 
standards before they are issued with a licence.  The minimum 
standards will be set out in regulations. 

 
7.6.7. Compulsory certification in an open market 

 
7.6.8. In this system, found in the United States, the Government sets 

compulsory minimum requirements and requires certification.  
Certification may be provided by any accreditation provider that 
meets prescribed requirements, and medical laboratories may be 
accredited to any standard that is no less stringent that the 
general standard set out in the Public Health and Welfare Code 
(the CLIA guide). 

 
7.7. Occupational registration 
 

7.7.1. Another model involves occupational registration.  In most 
countries, health professionals (including pathologists) need to be 
registered to practice medicine.  Compulsory registration or 
licensing of professions can be used to regulate medical 
laboratories, by requiring that at least some of the employees of 
medical laboratories hold particular qualifications.  There is a 
requirement of this sort in Ontario, where registered laboratories 
must employ at least one person with a qualification as specified 
in the statute. 

 
7.7.2. Draft Jamaican legislation provides for the certification of 

laboratory practitioners.  Nobody will be permitted to be employed 
in a laboratory facility or collection centre unless they are so 
certified.   

 
7.7.3. The Bahamas require that medical laboratory directors be 

licensed and registered under the Medical Professions Act.  There 
is also a requirement in the Bahamas that qualified medical 
technicians and technologists be employed in the laboratories. 

 
7.7.4. In 1976 the Government of Barbados made regulations that set 

out training and qualification requirements for people working in 
private medical laboratories.  Public laboratories are explicitly 
excluded from the regulations.   
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8. Conclusions and recommendations 

 
8.1. Possible options for regulation 
 

8.1.1. As indicated in the foregoing sections, government-mandated 
regulation of medical laboratories is common in the Caribbean.  
However, the regulation measures do not reflect the requirements 
of international medical laboratory standards (as expressed in ISO 
15189), and are not always enforced.  As a result, there are few 
incentives on medical laboratories in the Caribbean to strive for 
improved quality assurance. 

 
8.1.2. The limitations of the regulatory framework are compounded by 

shortages of adequately trained medical laboratory staff and 
quality assurance assessors.  In addition, efforts at improving 
medical laboratory quality are hampered by lack of accurate data 
about the performance of laboratories, and insufficient recognition 
of the importance of medical laboratory quality among policy-
makers. 

 
8.1.3. A co-ordinated regional approach to medical laboratories is 

required to overcome these difficulties.  It would allow for pooling 
of limited resources, co-ordination of training requirements, and 
the development of strategies to support the improvement of 
medical laboratory services region-wide. 

 
8.1.4. Standards for medical laboratories should be made mandatory 

through government regulation.  We decided that a mandatory 
approach would be the best solution to the quality problems in 
medical laboratories because: 

 
• Voluntary self-regulation has not succeeded in solving existing 

quality problems; 
• There is no regional professional infrastructure to support 

quasi-regulation or co-regulation; 
• It would be exceedingly difficult to co-ordinate purchasers of 

medical laboratory services so that they required the same 
medical laboratory standard across the region; and 

• Taking into account attitudes towards regulation and self-
regulation in the Caribbean, it is considered that explicit 
government-mandated regulation is most likely to achieve the 
regulatory objective. 

 
8.2. Recommendations from final plenary  
 

8.2.1. During the final session of our meeting, we arrived at the 
recommendations set out in the following sections, based on our 
consideration of the matters discussed in this report.   Figure 3 is a 
diagrammatic representation of our recommendations: 
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8.3. Possible standards 

 
8.3.1. ISO 15189:2003 should be the standard for medical laboratories 

(as defined within that standard) and ISO 17025:1999 for non-
clinical reference laboratories.  Either or both may be applicable to 
public health laboratories depending on their scope of service and 
the functions of the laboratory.   

 
8.3.2. In addition, other standards may apply within certain laboratories 

depending on their functions.  For example, some laboratories 
may need to conform to the Caribbean Blood Bank Standards.   

 
8.3.3. Several guidelines may be useful in adapting the standards to 

Caribbean conditions and developing new guidelines specific to 
the Caribbean.  The CPA guidelines, NCCLS HS1 guidelines and 
EAL guidelines are all suggested for this purpose.   

 
8.3.4. A ‘secondary  document’ or ‘guidelines’ should be identified or 

developed to adapt ISO 15189 to local conditions and explain the 
relationship between the quality and technical competence 
requirements.   

 
8.4. Regional accreditation system 

 
8.4.1. CARICOM should be requested to assist in the establishment of 

a regional accreditation co-operation that would seek international 
recognition of its competence to accredit accreditation bodies.   
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Figure 3: Recommendation for a regional framework for regulation 
of medical laboratories 
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8.4.2. The regional accreditation co-operation should train assessors 
in accreditation to ensure that there is a sufficient pool of 
assessors throughout the Caribbean to assess laboratories for 
accreditation.  It should also provide a mechanism for the 
maintenance of accreditation expertise throughout the region. 

 
8.4.3. The Trinidad and Tobago Laboratory Accreditation Scheme and 

the proposed Jamaican body for laboratory accreditation should 
form the initial constituent members of the regional laboratory 
accreditation co-operation.  These laboratory accreditation bodies 
should be encouraged to develop their competence to accredit 
laboratories to ISO 17025 and ISO 15189.   

 
8.4.4. In the interim before regional capacity for accreditation is 

developed, an international accreditation body should be 
contracted to provide accreditation services in the region and to 
develop the expertise that will be necessary to run an 
accreditation system in the Caribbean. 

 
8.4.5. Representatives of regional governments and agencies should 

investigate the establishment of a regional fund to support medical 
laboratories in their preparation for accreditation, and to support 
the ongoing work of accreditation. 

 
8.4.6. Persons should be nominated in each participating country as a 

contact person for the accreditation bodies, and these persons 
should be sufficiently trained so that when they receive an 
application for accreditation, they are able to assess whether the 
laboratory is ready to undergo accreditation or whether further 
preparation is required. 

 
8.4.7. Accreditation would be undertaken every three years.  To 

ensure that laboratories maintain their standards in the interim, 
periodic surveillance visits should be performed, at least annually.   

 
8.5. Preferred model for the regulation of medical laboratories 
 

8.5.1. Model legislation for the regulation of medical laboratories 
should be drafted.  The legislation would be voluntary, would be 
adopted by countries in the Caribbean as they see fit, and could 
be adapted to suit local conditions.  However, certain elements of 
the legislation would have to be consistent in order to support the 
regional accreditation system. 

 
8.5.2. The model legislation should provide for compulsory registration 

of all medical laboratories.  The purpose of compulsory 
registration is to ensure that all medical laboratories are identified, 
and information is obtained about the nature of the work they 
perform, the qualifications of their staff, and other matters.   
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8.5.3. As part of the application for registration, medical laboratories 
should be required to fill out a questionnaire.  The model 
legislation should contain a power to specify a form for the 
questionnaire. 

 
8.5.4. The model legislation should also contain a power to require 

registered medical laboratories to undergo an assessment.  The 
purpose of the assessment would be to determine the 
development needs of the medical laboratory before it is ready to 
undergo accreditation (a ‘gap analysis’).   

 
8.5.5. All medical laboratories, including public and private laboratories 

should be subject to the regulatory requirements.  The definition of 
‘medical laboratory’ specified in ISO 15189 should be used to 
define the coverage of the model legislation.  This definition 
includes some public health laboratories, private physicians’ 
laboratories, and other laboratories conducting tests on materials 
derived from the human body.  Reference (or referral) laboratories 
are excluded from the definition (see paragraph 2.1 above), but 
should be accredited to ISO 17025 (see paragraph 4.5.6 above), 
and must meet capability requirements if they are to be used by 
medical laboratories for referral purposes (paragraph 4.5 of ISO 
15189). 

 
8.6. Relationship between regulation model and accreditation system 

 
8.6.1. There should be provision in the model legislation for a licensing 

regime for medical laboratories.  There should be two types of 
licence: provisional and full. 

 
8.6.2. Provisional licences would be issued for a limited period as long 

as the medical laboratories seeking the licence continued to meet 
certain minimum operating requirements, which would be set out 
in delegated legislation, pursuant to a power contained in the 
model Act.   

 
8.6.3. For medical laboratories operating at the time the legislation is 

enacted, provisional licences would be issued for a period of up to 
five years (the period to be determined by each country according 
to its requirements) if the laboratory seeking a licence was 
registered, and had developed a satisfactory plan to achieve 
accreditation within the specified period. 

 
8.6.4. For medical laboratories newly established after the legislation is 

enacted, provisional licences would be issued if the laboratories 
met minimum operating requirements, based on the technical 
requirements set out in ISO 15189:2003, and specified in 
delegated legislation.  Provisional licences for new medical 
laboratories would be issued for a maximum of 12 months. 
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8.6.5. Full licences would be issued to medical laboratories that 
achieve accreditation to ISO 15189:2003 from a recognised 
accreditation body. 

 
8.7. Implementation plan 
 

8.7.1. In order to achieve accreditation, most medical laboratories in 
the Caribbean will have to undergo extensive preparatory work.  
Initially, and for selected laboratories, this should be done with the 
support of the project. 

 
8.7.2. As part of their preparation for accreditation, medical 

laboratories should first undergo a gap analysis, and then prepare 
an implementation plan with milestones. 

 
8.7.3. The gap analysis could be part of a mandatory assessment, 

provided for in delegated legislation.  The implementation plan 
could also be made mandatory through delegated legislation.  This 
could be mandated either by requiring as a condition of a 
provisional licence that an unaccredited medical laboratory 
prepare a satisfactory plan to achieve accreditation, or by 
requiring as a condition of a provisional licence that an 
unaccredited medical laboratory participate in an approved quality 
improvement programme that aims at achieving accreditation. 

 
8.7.4. At national and regional levels, the proposal to establish an 

accreditation system will require support from the CAREC project, 
including initiatives in training and continuing education.  There will 
also have to be extensive advocacy at the national level to 
convince governments of the benefits of the proposed 
accreditation system for public health and tourism.  The proposal 
will have to be communicated well to medical laboratories to 
convince them of the efficiencies and benefits of participating in 
accreditation so that there is support for the system from those 
who will be participating in it. 

  
8.8. Further work 
 

8.8.1. If the recommendations contained in this paper are accepted, 
there will be considerable work involved, particularly in 
establishing a regional accreditation co-operation and developing 
the capacity of medical laboratories in the region to be able to 
undergo accreditation.   

 
8.8.2. Allen & Clarke has been contracted to develop a contract 

specification for the legal work required to draft model legislation 
and other necessary instruments in line with our 
recommendations.  The legal work will include a bill, draft 
regulations, and a mutual recognition agreement and other 
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documents required to establish the regional accreditation co-
operation. 

 
8.8.3. However, before a final decision is made on the design of a 

regional accreditation model for the Caribbean, it is important that 
there be further consultation with stakeholders, including medical 
laboratories, Ministries of Health, standards organisations and 
other interested parties.  This will happen at a regional level, 
through the project.   

 
8.8.4. It is suggested that the following criteria be taken into account 

as work progresses on the project.  The criteria can be used to 
guide future decisions about the design of the accreditation 
system and model legislation.  It should be ensured that 
consultation with stakeholders covers each of the criteria listed 
below: 

 
 
Sustainability beyond end of project life 
 
Sustainability includes organisational sustainability and fiscal 
sustainability.  In terms of organisational sustainability, the project will 
require: 
• The political goodwill of governments and the support of officials in 

Ministries of Health throughout the region; 
• Adequate numbers of assessors, QA managers, and trainers to 

support the activities of the project; 
• Access to expertise (from CAREC, standards bureaux and 

Ministries of Health) to provide the technical knowledge and skills 
to support the project; 

 
In terms of fiscal sustainability, the project will have to be self-
supporting through: 
• Performance of assessments and sale of other services and 

products. 
Other sources of revenue may be available (such as governments and 
donors), but as these sources of revenue cannot be guaranteed, they 
should not be relied upon to sustain the project. 
 
It is recommended that a full feasability study be conducted to consider 
options for designing a fully sustainable accreditation system. 
 
 
Effectiveness  
 
By effectiveness, we mean the impact on overall quality of medical 
laboratory performance in the region.  Effectiveness should be 
measured by likely effects on: 
• Baseline error; 
• Customer satisfaction; 
• Turnaround times; 
• Conformity rates. 
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These effects should be estimated as part of the feasability study. 
 
 
Cost and cost-effectiveness 
 
The cost-effectiveness of the proposal should be estimated on micro- 
and macro-levels.  At the micro-level medical laboratories should be 
consulted to establish the likely effects of the proposal on their costs.  
At the macro-level the effects of improved quality on public health and 
well-being should be taken into account.  On both levels it will be 
necessary to take into account improved laboratory efficiencies 
 
 
Consistency with other international standards 
 
The accreditation system should provide for the accreditation of 
medical laboratories in the Caribbean to the appropriate international 
standard for medical laboratories.  The accreditation bodies and 
regional cooperation should achieve international recognition by peer 
organisations. 
 
 
Practicability of implementation  
 
It should be practicable to implement the project in terms of: 
• Timeframe; 
• Availability of resources; 
• Affordability; 
• Commitment of governments; 
• Availability of necessary training; 
• Buy-in by med lab community. 
These factors should be assessed during the feasibility study, and 
addressed in the project implementation plan. 
 
 
Adaptability for implementation in all participating countries 
 
The accreditation system and regulatory framework should be flexible 
enough to accommodate the differing resource levels and needs of 
participating countries, and should allow for variations in the time and 
degree of implementation from country to country. 
 
 
Accountability of the accreditation system to stakeholders 

 
The accreditation system and regulatory framework should provide for 
stakeholder input, should be transparent, and should be accountable to 
governments, public and medical laboratories. 
 
 
Likely support from medical laboratories 

 
The project should be able to achieve wide support from medical 
laboratories.  Medical laboratories should be represented on project 
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committees, and should be consulted during project development and 
implementation. 
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9. Appendix: Regulation and accreditation of medical 

laboratories in selected countries 
 

9.1.1. This Appendix reviews the regulatory frameworks for 
accreditation and/or licensing of medical laboratories in several 
countries outside the Caribbean.   

 
9.2. Australia 
 

9.2.1. Two systems are found in Australia.  At the federal level, 
medical laboratories are quasi-regulated through the Health 
Insurance Commission’s purchasing approvals.  In order to qualify 
as a supplier of medical laboratory services, laboratories are 
required to undergo accreditation by an accreditation body with 
strong professional representation.  In Victoria, this process is 
supplemented by a form of co-regulation in which an independent 
Board is empowered to accredit medical laboratories and approve 
standards that may be set out in delegated legislation. 

 
9.2.2. The Federal Government of Australia is involved in the 

accreditation framework through a Memorandum of Understanding 
with the National Association of Testing Authorities (NATA)4.  
Under this memorandum, the Commonwealth government agrees 
to (inter alia): 

 
• Use NATA laboratories to meet its own testing needs, 

wherever possible; 
 
• Encourage State governments and other instrumentalities to 

adopt a similar approach; 
 

• Commit all Commonwealth Government laboratories to obtain 
and maintain NATA accreditation, where appropriate. 

 
9.2.3. Under the Australian federal system of government, the primary 

responsibility for healthcare lays with the 6 State and 2 Territorial 
Governments.  However, the Commonwealth Government also 
provides health care benefits and services, meaning that the two 
levels of government have overlapping responsibilities in the 
health sector.  The Commonwealth currently has a leadership role 
in policy making and particularly in national issues like public 
health, research and national information management. The 
States and Territories are primarily responsible for the delivery 
and management of public health services and for maintaining 

                                                 
4 NATA represents Australia in the International Laboratory Accreditation Cooperation (ILAC), 
the Asia Pacific Laboratory Accreditation Cooperation (APLAC) and the OECD Working 
Group on Good Laboratory Practice. 
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direct relationships with most health care providers, including the 
regulation of health professionals.  

 
9.2.4. While in Australia there is no specific licensing of laboratories, 

pathology accreditation is managed by the Health Insurance 
Commission (HIC) on behalf of the Minister for Health.  HIC 
approves laboratories for the purposes of access to Medicare 
benefits.  In fulfilling this function HIC considers assessments from 
NATA in conjunction with the Royal College of Pathologists of 
Australasia (RCPA) of compliance by laboratories with quality 
standards developed or endorsed by the National Pathology 
Accreditation Advisory Council (NPAAC).  The NPAAC is 
responsible for the development and maintenance of standards 
and guidelines for pathology practices and is made up of 
representatives from all States and Territories, nominees from 
peak professional bodies and the Department of Health and 
Ageing.  While NPAAC provides the standards for laboratory 
practice, the actual accreditation process is carried out by 
NATA/RCPA, a joint initiative between the College and NATA.  

 
 

 
 

9.2.5. Victoria 
 

A supplementary accreditation system exists in the State of 
Victoria pursuant to the Pathology Services Accreditation Act 
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1984.  The Act created a public body called the Pathology 
Services Accreditation Board (PSAB), whose 9 members are 
appointed by the Governor-in-Council.  One member is a 
government appointee and the remaining members are nominated 
by professional bodies (3 pathologists, 3 scientists and 2 general 
practitioners).  The Board has the ability to grant accreditation and 
recommend to the Minister proposals for regulations including 
minimum requirements and the professional qualifications required 
to work in a Pathology Service.  The Board has approved NATA to 
perform inspections of all categories of pathology services on its 
behalf. The other requirement for accreditation is documentary 
evidence of enrolment in relevant external QA programmes. 

 
9.3. Canada 
 

9.3.1. Under the Canadian federal system of government the primary 
responsibility for health lies with the 10 provincial and 3 territorial 
governments, which have varying levels of involvement in the 
accreditation process from the regulation of standards and 
accreditation programmes through to no involvement at all.  Three 
western provinces of Canada, British Columbia, Alberta and 
Manitoba, use forms of co-regulation to license medical 
laboratories.  In these provinces, legislation gives professional 
associations or colleges the power to issue instruments that 
impose quality assurance requirements on medical laboratories.  
In Saskatchewan there is a more explicit form of government 
regulation: a government-run licensing regime that imposes a 
requirement to participate in an approved accreditation 
programme.  There are similar arrangements in Ontario where a 
peer-group accreditation system is currently being developed and 
implemented over a 5-year period. 

 
9.3.2. The Standards Council of Canada (SCC) coordinates and 

manages the National Standards System of Canada and also 
accredits standards development bodies and conformity 
assessment bodies.  One of the four standards development 
organisations accredited to SCC is the Canadian Standards 
Association (CSA), a non-government, non-profit organisation, 
which operates the National Committee for Medical Laboratory 
Quality Systems with responsibility for establishing standards of 
medical laboratory practice.  

 
9.3.3. CSA is currently investigating the creation of national standards 

for medical laboratories, which will require buy-in from provincial 
and territorial organisations that currently administer standards 
and accredit bodies. 
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9.3.4. Alberta  

 
Alberta uses a system of co-regulation to license medical 
laboratories.  The Medical Profession Act 2000 expressly 
continues and recognises the College of Physicians & Surgeons of 
Alberta as the licensing authority with responsibility for medical 
laboratories.  The Council of the College has the power to make 
by-laws with respect to the practice of its members.  Under those 
by-laws, Quality Assurance (QA) programmes must be used that 
are acceptable to the Council.  In practice it seems that this means 
ongoing participation in the College’s Laboratory Proficiency 
Testing Programme established by the Council.   
 

9.3.5. British Columbia 
 

Like Alberta, British Columbia uses a system of co-regulation to 
license medical laboratories.  The primary regulatory instrument is 
the Medical Practitioners Act 1996, which acknowledges and 
continues the College of Physicians & Surgeons of British 
Columbia.  The Council of the College may make rules that 
become binding when approved by the Lieutenant-Governor by 
Order in Council.  Part XVI of the rules relates to Diagnostic 
Services and Facilities.  Under Part XVI every diagnostic facility 
requires a certificate of accreditation.  The rules under that Part 
are overseen by a permanent Standing Committee of the College, 
called the Diagnostic Accreditation Programme (DAP).  That 
Committee establishes the standards that are to apply and has the 
delegated authority from the College to issue an accreditation 
certificate for a medical laboratory.  In the area of pathology 
laboratories, the DAP either mandates recognized standards (e.g.: 
NCCLS and AABB from the USA), modifies recognised standards 
for local use, or creates its own standards based on current 
practice. 
 

9.3.6. Manitoba 
 

A third Canadian province with a system of co-regulation is 
Manitoba.  The primary regulatory instrument is the Medical Act 
1987 which acknowledges and continues the College of 
Physicians & Surgeons of Manitoba.  The Council of the College 
has the ability to make by-laws with respect to standards of 
practice; appoint a programme review committee and make 
certain by-laws with respect to diagnostic and treatment facilities.  
Under by-laws, the College requires all facilities operated by 
members of the College to have a certificate of accreditation from 
a committee of the College.  Appropriate QA programmes are 
mandatory as is participation in the College’s quality control 
programmes.  
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9.3.7. Saskatchewan 
 

Using a form of explicit government regulation, Saskatchewan has 
a government-run licensing regime that involves input from a 
professional association.  The Medical Laboratories Licensing Act 
1994 and the Medical Laboratories Licensing Regulations 1995 
provide for a licensing regime.  The regime is administered by a 
Director of Medical Laboratories Licensing, appointed by the 
Minister.  A condition of the licence is participation in an 
accreditation programme operated by a person or association 
designated by the Minister and confirmed by the Lieutenant-
Governor by Order in Council.  The College of Physicians and 
Surgeons of Saskatchewan (CPSS) currently has the 
authority/mandate to administer the Laboratory Quality Assurance 
Programme (LQAP) through its LQAP Committee.  That 
Committee oversees seven subject committees (Biochemistry, 
Blood Bank, Cytology, Haematology, Microbiology, Anatomic 
Pathology and Clinical Input) that, in turn, oversee quality 
assurance activities in a number of laboratories including: 
Physicians' Office Labs, Supervised Private Labs and their 
satellites, Rural and Urban Hospital Labs, the Provincial Lab and 
the Red Cross Blood Banks.  These laboratories are required to 
participate in External Proficiency Testing Programmes specified 
by the subject committee. Currently, the programme uses two 
sources: The College of American Pathologists (CAP) and the 
Haemoglobin-Glucose Programme. 

 
9.3.8. Ontario 

 
The primary regulatory instruments in Ontario are the Laboratory 
and Specimen Collection Centre Licensing Act 1990 and the 
Laboratory and Specimen Collection Centre Regulation 682.  
These two instruments regulate the operation of medical 
laboratories through a licensing regime.  The responsible Minister 
has the power to appoint a Director of Laboratory & Specimen 
Collection Centre Licensing.  A condition of the licence is that the 
laboratory meets generally accepted standards of proficiency and 
that the licensee must submit to the examination and evaluation of 
the proficiency of the performance of tests in the laboratory by an 
evaluation agency designated in regulations (currently the Ontario 
Medical Association). 
 
In September 2000 the Ontario Minister of Health and Long-Term 
Care issued a directive that the Ontario Medical Association 
develop and implement a peer-group accreditation system over 
five years.  As a result, the Quality Management Programme–
Laboratory Services (QMP-LS) has been developed in association 
with the Standards Council of Canada.  The project has involved 
the establishment of an accreditation body, the promulgation of 
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standards of practice (based on ISO 15189), and training and 
certification of assessors.  The project is currently being piloted.  
 
Ontario regulations specify the qualifications for employment as a 
technologist and for appointment as a laboratory supervisor or 
director, although the Director of the Laboratories Branch of the 
Ministry of Health and Long Term Care has the power to grant 
exception.  Currently, the regulations require that the employees 
of a licensed laboratory be appropriately qualified and a member 
of a professional organisation in Canada, the United States or the 
United Kingdom.   

 
9.3.9. Other Canadian provinces 
 

With the exception of Québec, there is no explicit regulation of 
medical laboratories in other Canadian provinces, which rely on 
quasi-regulation and self-regulation.  Most medical laboratories in 
the remaining provinces are run by Regional Health Authorities, 
which are funded by the provincial governments.  While many 
RHAs seek accreditation for various parts of their organisation 
through the Canadian Council on Health Services (CCHS), there 
is no mandatory licensing or accreditation for medical laboratories.  
However, individual RHAs often institute accreditation and quality 
assurance programmes of their own accord using external 
accreditation bodies.  For example, the New Brunswick South 
Eastern RHA’s medical laboratories are accredited by the College 
of American Pathologists (CAP).   

 
9.4. Southern Africa 

 
9.4.1. The 14 states of Angola, Botswana, Democratic Republic of 

Congo, Lesotho, Malawi, Mauritius, Mozambique, Namibia, 
Seychelles, South Africa, Swaziland, Tanzania, Zambia and 
Zimbabwe make up the Southern African Development 
Community.  The Community has amongst its objectives the 
achievement of complementarity between national and regional 
strategies and programmes.   

 
9.4.2. The Trade, Industry, Finance & Investment Directorate (TIFI) of 

SADC administers a Standards, Quality Assurance, Accreditation 
and Metrology programme (SQAM) whose objectives include the 
progressive elimination of TBTs, and the promotion of quality and 
of an infrastructure for quality in the Member States. 

 
9.4.3. Two relevant units of SQAM are: 

 
• SADCA – the SADC Cooperation in Accreditation facilitates 

the creation of a pool of internationally acceptable accredited 
laboratories and certification bodies in the region and 
provides member states with accreditation as a tool for the 
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removal of technical barriers to trade in both the voluntary 
and regulatory areas.  This body was developed by SADC 
members themselves in consultation with outside experts 
from the European Cooperation for Accreditation (EA), the 
International Laboratory Accreditation Cooperation (ILAC) 
and the Asia-Pacific Laboratory Accreditation Cooperation 
(APLAC). 

 
• SADCSTAN – the SADC Cooperation in Standardization 

promotes the coordination of standardization activities and 
services in the region, with the purpose of achieving 
harmonization of standards and technical regulations in 
support of the objectives of the SADC trade protocol.  This 
work includes, inter alia, the development and adoption of 
mechanisms for the formulation of regional standards; the 
development of mechanisms to facilitate the adoption of 
regional standards as national standards; the development of 
regional bridging standards to make international standards 
more accessible to SADC members; the development of 
conformity assessment and accreditation standards; and to 
coordinate and liaise with regional and international 
standards organizations.  Membership is open to any SADC 
national standards body. 

 
9.4.4. While harmonisation of standards and accreditation programs is 

continuing in SADC, medical laboratories still depend upon the 
systems already in place in the member states.  The most 
advanced system of standards and accreditation processes in the 
region exists in the Republic of South Africa and it may be that the 
adoption of these standards and accreditation processes will form 
the basis of an end-goal for the other countries in the SADC.  
Discussion with SADCA officials in SANAS suggests that very little 
has been achieved in terms of the creation of accreditation 
systems in SADC to date, not through lack of willpower, but 
through the lack of resources of the member states.5  That being 
said, the SADCA structure has been accepted by both the ILAC 
and International Accreditation Forum (IAF).  A brief overview of 
the South African model follows. 

 
9.5. South Africa 

 
9.5.1. As has been noted, the most comprehensive system for 

standards and accreditation in the SADC exists in South Africa, 
which is also the coordinating state for the SADCA.   

 
9.5.2. The South African National Accreditation System (SANAS) is a 

not-for-profit organisation closely associated with the Department 
of Trade and Industry (DTI).  After a feasibility study was 

                                                 
5 Email Marie Chilcott (SANAS/SADCA) to Allen & Clarke 31/03/03 
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completed by the South African Medical and Dental Association 
(SAMDC) it was decided to develop an accreditation system for 
medical laboratories.   

 
9.5.3. The medical laboratory accreditation programme was 

established in June 1999 and is at present voluntary.  However, 
notice that accreditation of medical laboratories could become 
mandatory was given in the Republic of South Africa (1997) 
Government Gazette 390:18504 under the Medical, Dental and 
Supplementary Health Professions Amendment Act 1997.  Under 
this legislation, the Minister of Health may make regulations 
relating to the accreditation and quality control of both public and 
private medical laboratories. 

 
9.5.4. Medical laboratories are governed by the Laboratory 

Accreditation division of SANAS, which is presided over by a 
Programme Manager who also has responsibilities for Chemical 
Laboratories and other facilities or organisations compliant with 
OECD Good Laboratory Practice.   

 
9.5.5. Specialist advice is given to the SANAS Board through its 

Special Technical Committees (STCs) that exist for each field in 
which SANAS operates, which includes pathologists, scientists, 
medical technologists in the public, private and academic sectors.  
The assessments are carried out against a generic checklist which 
was developed in collaboration with CAP, NATA and CPA (UK) 
Ltd standards. 

 
9.5.6. Medical laboratories are also subject to compliance with 

Occupational Health and Safety requirements and professional 
regulation through bodies such as Health Professionals Council of 
South Africa (HPCSA), which deals with registration and ongoing 
professional development issues.   

 
9.5.7. SANAS is continuing to align its standards and accreditation 

system with international counterparts with whom it has Mutual 
Recognition Agreements (MRAs).  These currently include China, 
New Zealand and Australia, as well as a multilateral agreement 
with the European Co-operation for Accreditation.  SANAS is also 
a signatory to the ILAC Mutual Recognition Arrangement. 

 
9.6. Sweden 
 

9.6.1. Accreditation of medical laboratories in Sweden is voluntary, but 
supported by organisational arrangements, general health 
legislation, a concern for quality, and the involvement of 
professional organisations. 

 
9.6.2. The Swedish Standards Institute (SIS) is the national standards 

body in Sweden, and the Swedish Board for Accreditation and 
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Conformity Assessment (SWEDAC) is the national accreditation 
body.  SWEDAC is a public authority created by statute, but also 
undertakes commercial activities which contribute around 75 
percent of its fee base.  The remaining 25 percent comes from the 
Swedish government for the work SWEDAC does as a public 
authority.  SWEDAC is also the government authority for 
conformity assessments and legal metrology. 

 
9.6.3. In Sweden there is a compulsory, comprehensive system of 

government medical care, paid for through taxes with the 
government owning and operating most medical facilities and 
employing most physicians.  There is no requirement for 
laboratories to be accredited by SWEDAC but 75 percent of 
laboratories are accredited, possibly reflecting market pressure 
and a high level of knowledge about accreditation and 
standardisation. 

 
9.6.4. The organisation, management and policy of the health care 

system (including quality issues) are managed regionally by local 
authorities.  Central government, however, lays down basic 
principles for health and medical services through laws and 
ordinances.  The most important of these is the Health and 
Medical Services Act of 1982, which provides that people shall be 
offered health and medical services of good quality which shall be 
provided on equal terms and be easily accessible to all.  
Other laws regulate the obligations and responsibility of personnel, 
professional secrecy, patients’ records and the qualifications 
required by personnel to practice in the health professions. 

 
9.6.5. Professional organisations with links to medical laboratories 

have programmes for quality improvement, including the Swedish 
Medical Association, Swedish Society of Medicine and the 
Swedish Association of Health Officers.  The Swedish National 
Board of Health and Welfare (NBHW) is responsible for 
supervising and assessing quality, safety and individual rights in 
health. 

 
9.7. United Kingdom 
 

9.7.1. There is no explicit government regulation of accreditation in the 
United Kingdom.  The professions provide an accreditation system 
and develop standards.   

 
9.7.2. During the National Health Service (NHS) reforms of the 1990s, 

oversight of quality standards in laboratories was devolved to 
professional organisations working through Joint Committees and 
Advisory Panels.   

 
9.7.3. From 1996 Clinical Pathology Accreditation (UK) Ltd (CPA) was 

used to accredit all external quality assessment bodies.  CPA was 
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created in 1992 as a joint venture between the Royal College of 
Pathologists (RCP), the Association of Clinical Pathologists (ACP) 
and several other professional groups.  CPA has adopted 
standards closely based on ISO 15189.   

 
9.7.4. The United Kingdom Accreditation Service (UKAS) is the 

government-recognised accreditation body in the United Kingdom, 
representing the United Kingdom on three European and 
international bodies - the European Co-operation for Accreditation 
(EA), the International Laboratory Accreditation Cooperation 
(ILAC) and the International Accreditation Forum (IAF).  UKAS 
and CPA operate in complementary fields and the two 
organisations have formed a partnership that allows the 
organisations to cooperate in the development of accreditation 
policy.  Where appropriate, the activities of the two organisations 
are being aligned.  It is intended that CPA will be incorporated into 
those mutual recognition agreements that the UKAS currently has 
with other national, regional and international bodies.  Both UKAS 
and CPA retain their own identities with UKAS remaining as the 
National Accreditation Body. 

 
9.8. United States of America 
 

9.8.1. In the United States, medical laboratories are explicity regulated 
by the federal government.  The Secretary for Health certifies 
laboratories that have been accredited to a required standard or 
its equivalent.  Many private bodies are involved in developing 
standards or providing accreditation services. 

 
9.8.2. While the health services are primarily provided at the state 

level, the provision of Medicare benefits lies within the domain of 
the Federal government.  The Federal government therefore has 
an interest in regulating medical laboratories, and has issued the 
Public Health and Welfare code (generally known as the CLIA 
guidelines).  

 
9.8.3. The Secretary for Health through the Department of Health and 

Human Services oversees the guidelines, issues general 
standards to ensure the consistent performance of laboratories, 
and requires every laboratory to whom certification is granted to, 
inter alia:  

 
• maintain a quality assurance and control programme;  
• maintain proper records, facilities and equipment;  
• use only personnel whose qualifications fulfil the criteria which 

the Secretary may order; and  
• qualify under a proficiency testing programme.   

 
9.8.4. The Secretary may certify a laboratory that has gained 

accreditation through an ‘approved accreditation body’, which 
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must be a private, non-profit body using qualified inspectors; using 
standards that are equal to or more stringent than those set by the 
Secretary (there are numerous standards development bodies in 
the United States); and ensuring that the laboratory will continue 
to meet the standards.   

 
9.8.5. The Secretary also has the power to set standards for 

proficiency testing programmes, as well as mandating any private, 
non-profit organisation or a State to carry out such programmes.    
A number of organisations have been mandated by the Secretary 
including the College of American Pathologists (CAP) and the 
Joint Cooperation on Accreditation Health Organisations 
(JCAHO).  These organisations carry out the majority of 
accreditation activities in the United States.  This mirrors the 
operation of the wider US health system whose services mostly 
come from private providers, even in those areas where public 
funding may exist. 
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