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FINAL REPORT ON THE PREPARATION OF MODEL 
LEGISLATION FOR MEDICAL LABORATORIES IN THE 

COMMONWEALTH CARIBBEAN 
 

Prepared for CAREC 
 
 
 
A.  INSTRUCTIONS 
 

The assignment required the preparation of model primary legislation, a 

Bill, to provide for the licensing and monitoring of medical laboratories in 

accordance with ISO standards.  The instructions also sought the incorporation 

of the accreditation principle in respect of laboratories.  Initial recommendations 

in the instructions required two Bills, one to deal with accreditation and one to 

deal with licensing.  On examination of the policy document however it was 

determined that only one piece of legislation dealing with licensing was required 

with reference however to accreditation.   

  
 
B.  METHODOLOGY 
 

The Medical Laboratories Bill, 2007 (attached as the Appendix) was 

prepared on the basis of the Legislative Brief for the Preparation of Legislation for 

the Licensing and Accreditation of (Medical Laboratories) prepared by the 

Caribbean Epidemiology Centre and similar existing legislation in the region. 

 
C.  TIME LINES 
 

Initial time lines for the preparation of the legislation included three 

submissions.  

 
 
D.  CURRENT APPLICABLE LEGISLATION IN TERRITORIES 
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Not all territories in the Caribbean have discreet legislation which deals 

with the licensing of medical laboratories and the States which do have 

legislation dealing with the licensing of medical laboratories only one takes into 

consideration the accreditation thrust required under the Legislative Brief.  The 

following is the current legislative position that exists in the Caribbean States. 

 
ANTIGUA AND BARBUDA 

 
The Hospitals Boards Act, 1999 establishes a body to be responsible for 

the administration, management and overall organisation of hospitals.  The Act 

by section 14 empowers the Board to establish and maintain clinical departments 

and services for the proper operation of the hospital including medical, surgical, 

obstetrics and gynaecology, paediatrics, emergency medicine, diagnostic 

medicine, geriatric medicine, dental, anaesthesiology, pathology and laboratory 

services and orthopaedics.  There are no provisions with respect to licensing, 

registration or standards for laboratories. 

 

The Public Health Act, Cap 353 of Antigua and Barbuda is an old piece 

of legislation which Antigua and Barbuda inherited as received law on gaining 

independence.  The legislation which follows the basic scheme of similar public 

health legislation has remained substantially unchanged. The legislation seeks to 

regulate the public health system in Antigua and Barbuda. 
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BAHAMAS  
 

The Health Services Act, Ch 215 operates in the same manner as the 

Public Health legislation operates in other States.  Here, the Act provides for the 

establishment of Health Boards and Health Departments, makes provisions in 

respect of unsound food, and in respect of water and infectious diseases. 

 

The Hospitals and Health Care Facilities Act 1998 Chapter 235 

provides for the licensing of hospitals and health care facilities.  A health care 

facility is defined to include a diagnostic facility that is in turn defined to include a 

laboratory.  The licence is issued by a body known as the Hospitals and Health 

care Facilities Licensing Board which is also empowered to conduct inspections 

and investigations.  The issue of the licence is based on the applicant being a fit 

and proper person for the purposes of the Act, on being satisfied that the hospital 

or health care facility would be operating in the interest of the public health or in a 

manner that is not injurious to the public health and on payment of a fee. The 

Minister is empowered to make regulations for the licensing of health care 

facilities as well as for the classification and standards of such facilities No 

provision is made in the Act for the accreditation thrust envisioned by this 

exercise. 

  
BARBADOS   

 
The Health Services (Pathological Laboratories) Regulations, 1976 is 

made under section 10 of the Health Services Act, Cap. 44.  These Regulations 

are 30 years old and prohibits the operation or establishment of a pathological 

laboratory without a licence issued under this Act.  The licence is issued by the 

Minister where a satisfactory application is made for the operation of a 

pathological laboratory.  The Minister is empowered to send the application upon 

receipt to a Committee for its advice.  The Committee carries out an investigation 

and then reports to the Minister who then grants his application for the issue of a 
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yearly licence.  The regulations go on to specify the qualifications required for a 

number of services to be offered in the laboratory.  These Regulations however 

do not apply to public institutions and any procedure carried out by a medical 

practitioner, dental practitioner or veterinary surgeon for the purpose of the 

diagnosis of disease and treatment of patients. 

 
BELIZE 

 
The Public Health Act, Cap 31 concerns general public health and 

provides for inter alia the regulation of buildings and privies, burials and 

cemeteries including cremation and disinterment of bodies, drains and water 

supplies, infectious diseases, lepers, mosquito destruction, offensive trades, 

sanitation and the prevention nuisances, vaccination and miscellaneous 

provisions dealing with hotels and lodging houses, barbers and hairdressers, 

inspection of ships.  No provision is made for the licensing or registration of 

medical laboratories.  But the Minister is empowered to appoint a Central Board 

of Health to advise him. 

 
 

BERMUDA 
 

The Public Health (Clinical Laboratories) Regulations, 2002 are made 

under the Public Health Act of 1949.  Under these Regulations provision is made 

for full registration (my emphasis) and provisional registration. These Regulations 

have an ipso facto licensing requirement in keeping with the Legislative Brief in 

that whether the registration is full or provisional turns on whether the laboratory 

has been accredited by an accreditation body.  The functionary who is 

responsible for the registration under these Regulations is the Chief Medical 

Officer. 

 
CAYMAN ISLANDS 
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The Health Practice Law, No 25 of 2002 was passed in 2002 and inter 

alia establishes a Health Commission to provide for the certification and 

inspection of health facilities.  A health facility is defined under the Act to be 

premises where a health service (clinical examination, nursing care, dental care, 

the provision of blood and blood products, diagnostic procedures, the provision of 

medical and surgical services, provision of pharmaceuticals, advice and 

counselling etc) is provided by a registered practitioner.  The Commission is 

empowered to issue a certificate where the provisions of the Act are met and 

subject to such other terms and conditions as it considers appropriate.  The 

certificate is valid for three years.  The inspectors of the facilities do not come 

from the Commission rather they are appointed independently by the Governor 

but report to the Commission on the results of their inspections. 

 
 

DOMINICA 
 

The Public Health Act, No 15 of 1968 is in keeping with most public 

health legislation in the Caribbean.   

 
The Standards Act, No 4 of 1999 establishes a Bureau of standards for 

Dominica which is responsible for promoting and encouraging the maintenance 

of standards for the improvements of goods produced or used in Dominica and 

standards for services produced or used in Dominica and standards in relation to 

processes and practices.  The Bureau is empowered to also certify the goods, 

services, processes and practices, which conform to national, regional and 

international standards and inspect or cause to be inspected the execution of any 

services, processes or practices. 

 
 

GRENADA 
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The Public Health Act, Cap 267 makes provision for regulation of 

general public health and includes sanitary provisions dealing with bake houses 

and privies, malaria prevention, notifiable infectious diseases, epidemic and 

endemic diseases and burial grounds and burials.  The Act establishes a 

Sanitary Authority that is responsible for all sanitary matters. 

 
The Standards Act, Chap. 310 

 
GUYANA   
 
The Health Facilities Licensing Bill would seek to provide for the 

licensing of all health facilities in Guyana.  A health facility is defined under the 

Bill to include laboratories.  The licence is issued by the Minister who does so 

where he is of the opinion that inter alia the applicant for a licence on submission 

of a proposal meets the criteria specified in the request of the proposal, that the 

quality and standards of the health facility will comply with the regulations and 

standards.  There are no provisions in the Bill in respect of the accreditation 

thrust. 

 
JAMAICA 

 
The Health Facilities (Medical Laboratories) Act, No 32 of 2005 was 

recently passed and provides for the licensing of medical laboratories.  

The Act establishes a Medical Laboratories Council to monitor, regulate and 

control the operation and activities of all laboratory facilities and collection 

centres in Jamaica. The Council is empowered to licence laboratory facilities and 

collection centres, to carry out assessments on such facilities and centres and to 

set standards for the operation of such facilities and centres.  While some 

members of the Council are public officers the other members are appointed by 

the Minister.  Upon the Council receiving an application for a licence it carries out 

an inspection of the facility or collection centre.  The circumstances under which 



Final Report on the Preparation of Model Legislation for Medical Laboratories in the 

Commonwealth Caribbean 

 

Prepared for CAREC 

 

 

9

the Council is empowered to grant a licence are set out and includes operating 

according to prescribed standards. The Act also provides for the certification of 

persons who may be employed in the laboratory. Provision is made for 

complaints to a Board that is empowered to conduct investigations in relation to 

the operations of a laboratory or the conduct of a person employed at a 

laboratory.  The Act also establishes an Appeals Tribunal to deal with decisions 

of the Council or reports of the Complaints Board.  There are no provisions in the 

Bill in respect of the accreditation thrust. 

 
 

ST. CHRISTOPHER AND NEVIS 
 

The Medical Act, Cap 220 provides for the registration of medical 

practitioners, dentists, opticians, chemists and druggists. The Act also provides 

for the sale of drugs and poisons. 

 

 The Public Health Act, No. 22/1969 again in similar fashion to most 

public health legislation which has been inherited is concerned with general 

public health such as scavenging and cleaning, nuisances, the keeping of 

animals, privies, drains and public baths, foods and drugs, the production and 

sale of milk, bake houses, infectious diseases, spraying for mosquitoes, offensive 

trades, securing the repair, maintenance and sanitary conditions of houses.  

There is no requirement for the licensing or monitoring of medical laboratories. 

 
 

ST. LUCIA 
 
The Public Health Act, No 8 of 1975 again in similar fashion to most 

public health legislation which has been inherited is concerned with general 

public health such privies, drains and public baths, foods and drugs, the 

production and sale of milk, bake houses, infectious diseases, epidemics, 
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venereal diseases infected food.  There is no requirement for the licensing or 

monitoring of medical laboratories or for their accreditation. 

 
 The Standards Act, No 14 of 1990 
 
 

ST. VINCENT AND THE GRENADINES 
 

The Medical Officers Act, Cap 226 while intended to consolidate the 

laws with respect to public medical officers, in section 14 of this Act provides that 

all tests or examinations required in the interest of public health or for labourers 

or persons entitled to free medical aid shall be conducted at the laboratory in the 

hospital free of charge.   

 

 The Public Health Act, Cap 232 is in keeping with most public health 

legislation in the Caribbean.   

 
 

TRINIDAD AND TOBAGO 
 

The Standards Act No. 18 of 1997 establishes a Bureau of Standards 

which is responsible for promoting and encouraging the development and 

maintenance of standards for improvement of goods produced in or used in 

Trinidad and Tobago, to ensure industrial efficiency and development, to promote 

public and industrial welfare, health and safety and for the protection of the 

environment. 

 

The Standards Regulations, No 234 of 2004 by Part VIII seek to provide 

for the accreditation of laboratories.  The Bureau is set out as the national body 

for accreditation of laboratories in Trinidad.  Under these Regulations the Bureau 

would inspect the laboratories and keep a register and accredit laboratories 

against the national, regional and international standards, against guides and 

other requirements and against publicly available criteria agreed by the Minister. 
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The Public Health Ordinance, Ch 12 No 4 establishes a Central Board 

of Health and inter alai makes provisions with respect to general public health 

including provisions in respect of streets, building areas, privies, dustbins and 

drains, scavenging and cleaning, nuisances, sale of milk, unsound foods, 

importation of food and drink, sale of oysters and other shell fish, the water 

supply, infectious diseases, common lodging-houses and barrack yards, bake 

houses, mosquitoes, hotels, restaurants, factories and workshops, barbers, 

slaughter houses, sale of fresh meat.  The Act contains no provisions relating to 

the registration, licensing or monitoring of medical laboratories or the maintaining 

of standards. 

 
 

E.  LEGISLATIVE OPTIONS FOR TERRITORIES 
 

 The aforementioned pieces of legislation were examined to determine 

what each territory requires and whether the entire Bill should be employed 

having regard to the legislative system in place or alternatively what aspects of 

the draft Bill could be employed having regard again to the existing legislative 

system.  The following are the legislative options open to territories: 

 
ANTIGUA AND BARBUDA 
 
Antigua and Barbuda has two legislative options open to it, either use the 

model legislation either in its entirety or amend their Public Health Act to make 

provision for the licensing of laboratories, facilitating the procedures for licensing 

through subsidiary legislation.  The former option is preferred as the legislative 

scheme and thrust of the Public Health Act is not conducive to provisions dealing 

with registration, licensing or accreditation of medical laboratories. 
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BAHAMAS 
 
Since the licensing system is already in place for The Bahamas, the 

government may amend its Hospitals and Health Care Facilities Act to take in the 

accreditation thrust as a requirement for licensing.  Since the Minister is 

empowered to make regulations for the licensing of health care facilities and for 

the setting of standards, it is recommended that regulations are a feasible option 

using the basic contents of the model Bill while making provision for the 

incorporation of the involvement of the body with responsibility for standards. 

 
BARBADOS 
 
Since the licensing system is also already in place for Barbados, the 

government may amend its Health Services (Pathological Laboratories) 

Regulations, 1976 to take in the accreditation thrust as a requirement for 

licensing using the basic contents of the model Bill while providing for the 

incorporation of the involvement of the body with responsibility for standards.  

Provisions should also be made for public laboratories to meet the same 

requirements. 

 
BELIZE 
 
Belize has two legislative options open to it, either use the model 

legislation either in its entirety or amend their Public Health Act to make provision 

for the licensing of laboratories, facilitating the procedures for licensing through 

subsidiary legislation.  The former option is preferred as the legislative scheme 

and thrust of the Public Health Act is not conducive to provisions dealing with 

registration, licensing or accreditation of medical laboratories. 

 
BERMUDA 
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Bermuda has met the requirements with respect to registration, 

accreditation and monitoring, however some involvement with the body 

responsible for standards is recommended. 

 

CAYMAN ISLANDS 
 
Since the licensing system is also already in place for the Cayman Islands 

it is recommended that the Health Practice Law, 2002 be amended to take in the 

accreditation thrust as a requirement for licensing using the basic contents of the 

model Bill and provide for the incorporation of the involvement of the body with 

responsibility for standards. 

 

DOMINICA 
 
For Dominica a licensing regime that is tied to the accreditation system 

offered by the Bureau of Standards is necessary.  If that regime is to be brought 

under the Public Health Act, that piece of legislation would have to be amended 

and would have to make specific reference to the Standards Act and provide for 

the incorporation of the involvement of the body with responsibility for standards 

to tap into the expertise that lies in that body.  The preferred option however for 

Dominica is to use the model legislation as the legislative scheme and thrust of 

the Public Health Act is not conducive to provisions dealing with registration, 

licensing or accreditation of medical laboratories. 

 
GRENADA 
 
For Grenada a licensing regime that is tied to the accreditation system 

offered by the Bureau of Standards is necessary.  If that regime is to be brought 

under the Public Health Act, that piece of legislation would have to be amended 

and would have to make specific reference to the Standards Act.  It would also 
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be necessary to provide for a linkage with the Bureau of Standards to tap into the 

expertise that lies in that body.  The preferred option however for Grenada is to 

use the model legislation as the legislative scheme and thrust of the Public 

Health Act is not conducive to provisions dealing with registration, licensing or 

accreditation of medical laboratories. 

 

GUYANA 
 
Since Guyana is embarking on a new paradigm for the health care 

institutions and facilities it would be wise at this time to tie the licensing under the 

Bill to a requirement for such laboratories to be accredited or allow the 

Regulation making power to be wide enough to allow for such a nexus to be 

created. 

 
 
JAMAICA 
 
Since the licensing system is also already in place for the Jamaica it is 

recommended that the Health Facilities (Medical Laboratories) Act, 2005 be 

amended to take in the accreditation thrust as a requirement for licensing using 

the basic contents of the model Bill especially the incorporation of the 

involvement of the body with responsibility for standards. 

 
 
ST. CHRISTOPHER AND NEVIS 
 
It is recommended that St Christopher and Nevis use the model legislation 

either in its entirety or amend their Public Health Act to make provision for the 

licensing of laboratories, facilitating the procedures for licensing through 

subsidiary legislation.  The preferred option however for St. Christopher and 

Nevis is to use the model legislation as the legislative scheme and thrust of the 
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Public Health Act is not conducive to provisions dealing with registration, 

licensing or accreditation of medical laboratories. 

 

ST. LUCIA 
 
For St. Lucia a licensing regime, which is tied to the accreditation system 

offered by the Bureau of Standards, is necessary.  St. Lucia has two options 

open to it, either bring the regime under the Public Health Act, to make provision 

for the licensing of laboratories, while facilitating the procedures for licensing 

through subsidiary legislation or alternatively enact the model legislation in its 

entirety.  If St. Lucia undertakes to amend the Public Health Act specific 

reference would have to be made to the Standards Act. 

 
ST. VINCENT AND THE GRENADINES 
 
It is recommended that St. Vincent and the Grenadines use the model 

legislation either in its entirety or amend their Public Health Act to make provision 

for the licensing of laboratories, facilitating the procedures for licensing through 

subsidiary legislation.  The former option is preferred as the legislative scheme 

and thrust of the Public Health Act is not conducive to provisions dealing with 

registration, licensing or accreditation of medical laboratories. 

 

TRINIDAD AND TOBAGO 
 
For Trinidad and Tobago a licensing regime, which is tied to the 

accreditation system offered by the Bureau of Standards, is necessary.  If that 

regime were to be brought under the Public Health Act, that piece of legislation 

would have to be amended.  Since Trinidad and Tobago is currently undergoing 

public health reform they may wish to consider whether any amendments to the 

Public Health Act can accommodate such a regime in the form of regulations.  If 
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this course is chosen the Public Health Act would have to make specific 

reference to the Standards Act.  The preferred option however for Trinidad and 

Tobago is to use the modal legislation as the legislative scheme and thrust of the 

Public Health Act is not conducive to provisions dealing with registration, 

licensing or accreditation of medical laboratories. 

 

 In summary therefore the following table indicates which options are open 

to Caribbean States: 

 

 

State 

 
No action 
required 

 
Amendment to 

existing legislation 
(Not Public Health) 

 
Amendment to 
Public Health 

legislation or use 
model legislation 

 
Antigua and Barbuda 

   
X 

 
Bahamas 

 X  
incorporate accreditation 

 

 
Barbados 

 X  
 incorporate 
accreditation 

 

 
Belize 

   
X 

 
Bermuda 

 X 
incorporate the body 

responsible for 
standards 

 

 
Cayman Islands 

 X  
incorporate accreditation 

 

 
Dominica 

   
X 

 
Grenada 

   
X 

 
Guyana 

 X  
incorporate accreditation 

 

 
Jamaica 

 X  
incorporate accreditation 
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St. Christopher and 

Nevis 

   
X 

 
St. Lucia 

   
X 

  
St. Vincent 

   
X 

 
Trinidad and Tobago 

   
X 

 
 
 
F.  THE MEDICAL LABORATORIES BILL, 2006 
 
Generally 

Two types of licences are available under the Bill they are a provisional 

licence and a full licence.  The type of licence applied for and issued is 

dependent upon whether the laboratory is accredited or not.  Where the medical 

laboratory, at time of application for a licence, is not accredited the application 

would be for a provisional licence.  Where the medical laboratory is accredited 

the application would be for a full licence. 

 

Registering the laboratory or the service 
While it has been recommended that the medical laboratory service 

should be registered rather than the laboratory itself so as to allow for small 

laboratories in doctors offices and in private hospitals, it was recognised that this 

may cause some conflict with the accreditation requirement as another regime 

would have to be created to allow for non-compliance and then ultimately 

accreditation with different time frames.  The solution suggested was for such 

testing sites to be required to be linked to licensed medical laboratories. 
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Public laboratories 
The intention is that all laboratories whether private or public be licensed 

and accredited.  Since the State should not be required however to apply for a 

licence, the act provides that the State is deemed to be licenced.  The State is 

still however required to meet the Standards under the Act and also meet the 

accreditation requirements of the Bill. 

 However where Regional Health Authorities exist in a State the 

requirements should be the same as for all applicants since the body is 

autonomous of the State and has its own funds and is in control of its operations.  

Since most of these Regional Authorities have a CEO he would be the applicant 

for the purpose of the Act. 

 

Role of Bureau of Standards and different Ministers 
The institution with responsibility for standards in each territory has an 

integral role in respect of this legislation as such institutions in addition to having 

the expertise in respect of standards also in some instances have an 

accreditation role.  In some instances these bodies are the national accreditation 

focal point identified through the CAREC Medical Laboratory Strengthening 

Project.  The Bill therefore recognises that role and provides for the involvement 

of those bodies in the licensing and monitoring of the medical laboratories.   

 
Utilizing existing structure or establishment of Council 

Recognising that some States have an administrative structure in place 

such as the public service and some don’t, the Bill gives options to States in 

respect of either utilising the existing administrative structure of the public service 

or the establishment of a new administrative Structure such as a Council to 

licence and monitor the medical laboratories. 
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Registration of professionals 
While the Bill makes provision for the registration and qualifications for 

professionals who are to work in laboratories some States may wish to omit 

these provisions where they have discreet legislation dealing with the registration 

and certification of such persons.   

 

Regulations  
States are asked to note that subsidiary regulations are essential to the operation 

of this Act and must be drafted with specific reference to the State’s particular 

circumstances. 

 

 

 

Submitted 

20 January 2007 

 

 

 


