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Summary 
 
Caribbean Guidance on the Stepwise Improvement Process for 
Strengthening Laboratory Quality Management Systems towards 
Accreditation – LQMS SIP 
 

At the Joint WHO-CDC Conference on Laboratory Quality Systems in Lyon, France , April 2008,  

the following statement supporting a stepwise, standards-based process towards 

internationally-recognized accreditation was issued - “It is recommended that countries with 

limited resources consider taking a staged approach, where principal requirements for all are 

stated in the national laboratory standards as a minimum requirement, while more advanced 

and national reference laboratories are encouraged to aim at meeting internationally accepted 

standards such as ISO 15189.”  In order to fulfil this mandate it was agreed to develop a 

stepwise process for implementing laboratory quality management systems in the Caribbean.  
 

The Caribbean Guidance for the LQMS-SIP provides a framework to support countries in their 

efforts to strengthen national laboratory services through the stepwise quality improvement 

process towards fulfilment of the ISO 15189 requirements. This process is intended to 

encourage, support and recognize the implementation of Quality Management Systems in 

medical laboratories in the Caribbean region to provide accurate, timely and reliable results for 

patient care and public health purposes in a safe environment.  

 

The implementation of LQMS-SIP is a comprehensive approach to strengthen national health 

laboratory services in a staged and sustainable manner by providing graduated levels of 

performance recognition towards achievement of the ISO 15189 standard. LQMS-SIP recognizes 

laboratories in the process of quality improvement, supports them through assessments, 

provides technical assistance, monitors and rewards progress towards meeting internationally 

accepted standards. 

  

The approach consists of a 3 tiered system with the first Tier representing the minimum 

requirements which should correspond to the mandatory ones required for the granting of a 

license based on legislation enacted by the Ministries of Health. The following two Tiers will be 

Quality Improvement Levels representing achievement in meeting specific requirements of a 

quality management system 

 

This guidance document provides information on LQMS-SIP. It describes key elements of the 

laboratory quality improvement process and details how countries and partners will implement 

this laboratory systems strengthening initiative.  It is divided into three main sections and covers 

the following key items: 

 Implementation structure 

 Stakeholder roles and responsibilities 

 LQMS-SIP Process and Procedures 

 Requirements for recognition 
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SECTION I 
 
1.   PPUURRPPOOSSEE   
 

1.1  PURPOSE  

 

The purpose of this document is to provide information and guidance for the Implementation of 

a Laboratory Quality Management System through the Stepwise Improvement Process towards 

Accreditation (LQMS-SIP) in the Caribbean. It describes key elements of the laboratory quality 

improvement process and details how countries and partners will implement this laboratory 

systems strengthening initiative.  It is anticipated that this document will assist key stakeholders 

- CROSQ, CARPHA, MOH, Bureaux of Standards, Accreditation bodies, scientific and professional 

associations, to improve the quality of national health laboratory services.   

 

1.2  DEFINITIONS  
 

For the purposes of this document, the terms and definitions given in ISO 9000, ISO/IEC Guide 2, 

ISO/IEC 17000, VIM and the following apply:  

 

1.2.1  Accreditation 

Accreditation is a procedure by which an authoritative body (Accreditation body) gives formal 

recognition that an organization or person is competent to carry out specific tasks.  

 

Laboratory accreditation is a process that employs independent external assessment to 

determine conformity with recognized standards for quality management systems (QMS) and 

competent laboratory practice. Accreditation is a validation process established to ensure that 

laboratories deliver high quality services that meet the needs and requirements of their clients.  

 
Accreditation Body 
Authoritative body that performs accreditation 

Note: The authority of an accreditation body is generally derived from government. 

 

Accreditation bodies usually implement a QMS based on ISO/IEC 17011:2004 "Conformity 

assessment - General requirements for accreditation bodies accrediting conformity assessment 

bodies."  

 

1.2.2  Certification 

Procedure by which a third party (Certification body) gives written assurance that the capacity 

of a person, organization, or other entity to perform a function or service conforms to specified 

requirements.  
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Certification bodies are organizations or agencies with the authority to carry out third party 

certification activities (audits) following stipulated criteria and conditions in order to confirm 

that an organization has met the requirements of a standard.  

 

1.2.3 Laboratory Management 

Person(s) who manage(s) the activities of a laboratory headed by a laboratory director. 

 

1.2.4  Licensure 

The granting of ability to practice, usually provided by a governmental agency. Licensure is 

usually based on demonstrated knowledge, training and skills. Generally, when laboratory 

licensure is used, it is a legal requirement for operation.  Licensure: 

 Exists to ensure that an organization  meets minimum standards to protect public health 

and safety 

 Is usually granted after some form of examination or proof of competence 

 Must be renewed periodically through payment of a fee and/or proof of  competence 

 Is usually granted to an organization following an on-site inspection to determine if 

minimum service quality and health and safety standards have been met. Maintenance 

of licensure is an on-going requirement for the health care organization to continue to 

operate and care for patients 

 

1.2.5  Medical 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 

and treatment of disease in, or 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: These examinations also include procedures for determining, measuring or otherwise 

describing 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 medical or clinical laboratories, although they may be part of a larger laboratory network 

or system.  

 

1.2.6 Quality Management System 

Management system to direct and control an organization with regard to quality. 

 

Note: For the purposes of ISO 15189, the "quality" referred to in this definition relates to 

matters of both management and technical competence. 

 

1.2.7  Registration 

Procedure by which a body indicates relevant characteristics of a product, process or service, or 

particulars of a body or person, in an appropriate publicly available list.  
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1.2.8  Standards  

Standard - A document established by consensus and approved by a recognized body that 

contains technical specifications or other precise criteria to be consistently used as rules, 

guidelines, or definition of characteristics, to ensure that materials, products and services are fit 

for that purpose. 

 

The most widely accepted international standards are issued by the International Organization 

for Standardization (ISO), a federation of national standardization bodies from more than 140 

countries. ISO Technical Committee TC 212 developed ISO 15189 “Medical Laboratories - 

Particular Requirements for Quality and Competence."  

 

ISO 9001 specifies the basic requirements for a quality management system (QMS) that an 

organization must fulfil to demonstrate its ability to consistently provide products (which 

include services) that enhance customer satisfaction and meet applicable statutory and 

regulatory requirements. It belongs to a family of standards (ISO 9000) that is designed to help 

organizations ensure that they meet the needs of customers and other stakeholders.  

 

ISO/IEC 17025 General requirements for the competence of testing and calibration laboratories; 

is the main ISO standard used by testing and calibration laboratories. Originally known as 

ISO/IEC Guide 25, ISO/IEC 17025 was initially issued by the International Organization for 

Standardization in 1999. There are many commonalities with the ISO 9000 standard, but ISO/IEC 

17025 includes aspects for verifying the competence of persons. It applies directly to those 

organizations that produce testing and calibration results.  

 

ISO 15189 Medical laboratories — Particular requirements for quality and competence; specifies 

the quality management system requirements particular to medical laboratories. While the 

standard is based on ISO/IEC 17025 and ISO 9001, it is a unique document that takes into 

consideration the specific requirements of the medical environment and the importance of the 

medical laboratory to patient care as it includes requirements for: provision of advice to users of 

the laboratory service, the collection of patient samples, the interpretation of test results, 

acceptable turnaround times, how testing is to be provided in a medical emergency and the 

lab's role in the education and training of health care staff.  

 

Standardization bodies have the authority to develop standards.   

ISO is composed of national standardization bodies as members. National standardization 

bodies can either develop their own national standards or adopt international standards (an 

international standard adopted to be a locally used standard). 

 

http://en.wikipedia.org/wiki/ISO_standard
http://en.wikipedia.org/wiki/International_Organization_for_Standardization
http://en.wikipedia.org/wiki/International_Organization_for_Standardization
http://en.wikipedia.org/wiki/ISO_9000
http://en.wikipedia.org/wiki/ISO/IEC_17025
http://en.wikipedia.org/wiki/ISO_9001
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1.3  BENEFITS AND CHALLENGES OF QMS, LABORATORY LICENSURE AND 

 ACCREDITATION  

 

The publication and implementation of ISO 15189 as a standard to accredit medical laboratories 

has dramatically changed the accreditation landscape in the past decade. There are many 

benefits and challenges to implementing a QMS and pursuing accreditation. Some of these are 

summarized in the table below.  

 

Accreditation and licensure work synergistically; accreditation is usually a voluntary process and 

sometimes is a mandatory requirement for licensure by governments or health insurance 

systems.  

 

Table 1: Benefits and Challenges of Quality Management Systems 

 

BENEFITS CHALLENGES 

 Decrease costs by effectively improving 
both its management systems and its 
technical service 

 Minimize errors, “waste” and complaints 

 Improve efficiency, safety and morale 

 Achieve customer satisfaction by meeting 
customer’s expectations and preventing 
non-conformity at all stages of the process 
from sample receipt to result reporting 

 Enhance the performance of the 
organization through internal and external 
audits 

 Lack of adequate resources (human and financial) 
for implementing and maintaining a QMS  

 Lack of co-operation by both management and 
general staff 

 

Table 2: Benefits and Challenges of Laboratory Licensure 

 

BENEFITS CHALLENGES 

 Ensures that minimum requirements to 
protect public health and safety are met 

 Cost, sustainability, no financial incentives for a 
public health laboratory 

 

Ensuring that all laboratories in a country comply with basic quality requirements through a 

robust licensure system will benefit public health by ensuring that laboratory results are 

accurate. 

 



 

 

 

 
12 

Table 3: Benefits and Challenges of Laboratory Accreditation 

 

BENEFITS CHALLENGES 

 Provides proof of a laboratory's 
commitment to quality. This can be useful 
when lobbying for government, donor 
funding or research funding 

 Can be used as a marketing tool for 
laboratories; Laboratories that are 
accredited can be positioned as Centres of 
Excellence in the provision of key services 
thereby bringing significant value added 
both politically and strategically at the 
national and regional levels 

 Effective management of the quality system 
enhances staff discipline and development 
and helps to boost staff morale 

 Users of laboratory services (clinicians, 
patients and public health units) are more 
likely to use and have confidence in the 
results coming from an accredited 
laboratory 

 Facilitates the recognition of the 
laboratory’s technical competency to 
perform its duties 

 Meeting international standards facilitates 
the compliance with national legal 
requirements and international standards 

 It supports policies to keep abreast of new 
technological developments 

 It promotes continuous improvement of 
the services offered 

 Accreditation increases confidence in the 
data that are generated and publicized by 
the laboratories and reduces uncertainties 
associated with decisions that affect the 
protection of human health and the 
environment 

 Achieving and maintaining the standards 
necessary for accreditation can be expensive for  
institutions 

 Lack of commitment by management to go 
through the process when there are no national 
regulations to drive the procedure 
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2.   IINNTTRROODDUUCCTTIIOONN    TTOO    LLAABBOORRAATTOORRYY    QQMMSS    IIMMPPLLEEMMEENNTTAATTIIOONN    
  IINN    AA    SSTTEEPPWWIISSEE    IIMMPPRROOVVEEMMEENNTT    PPRROOCCEESSSS 
 
2.1  BACKGROUND  
 

The Caribbean is the world's largest collection of small states, rich in culture and diversity. 

Despite the variable growth rates, per capita income, national literacy levels, and poverty levels, 

the region’s states share an increasing dependence on the tourism industry as the primary 

economic driver. Given the fragility of the economies, a disease outbreak or wide-spread public 

health issue would have severe ramifications on not only the progress of social and economic 

development, but also create global isolation. Ensuring medical laboratories provide reliable 

information is critical to the regional economic thrust and the long-term vitality of the 

Caribbean, and must remain a priority for regional governments.  

 

Establishing the supportive environment for high quality laboratory operations has been a major 

Caribbean focus since the early 1990s especially with the advent of the HIV/AIDS epidemic.  In 

2002-2007 CAREC implemented a European Union-funded Project entitled “Strengthening of 

Medical Laboratories in the Caribbean (SMLS)." Significant achievements of this project included 

the  decision by regional Governments and laboratory management that the ISO 15189 be 

adopted as  the Standard for medical laboratories in the region, development of draft model 

legislation for regulation of medical laboratories, collaboration with CROSQ, JANAAC and TTLABS 

for establishment of a regional accreditation mechanism for medical laboratories, initial training 

of National Accreditation Focal Points and assessors to support the regional accreditation  

mechanism, building laboratory and quality management capacity among senior laboratory 

professionals, providing QMS training for  more than 1000 medical laboratory technologists 

(MLTs) across the region and transforming the MLT curricula used by Caribbean training 

institutions.  Since 2008, Laboratory Strengthening activities have continued in the Caribbean 

with numerous inputs from several NGOs including the Caribbean MedLabs Foundation (CMLF) 

(CARICOM PANCAP Global Fund Round 9 implementing partner), the African Field Epidemiology 

Network (AFENET) (PEPFAR Laboratory Implementing partner) and Clinton Health Access 

Initiative (CHAI).  These collaborative efforts continue in conjunction with national governments, 

CARPHA, CROSQ, CARICOM (PANCAP), PAHO/WHO and CDC, all with the same goal of building 

Laboratory capacity, improving quality management, supporting accreditation process and 

reducing error rates.  

 

Though the importance of public health reforms has been recognized, medical laboratories in 

the region continue to face barriers in the areas of legislation, accreditation, human resource 

development, laboratory management, and regional coordination. (Refer to Annex 1 - Summary 

of Country Legislation Regarding Laboratory Quality Standards in Caribbean Territories). 
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2.2  KEY DECLARATIONS 

 

The International Health Regulations (2005): The IHR, which went into effect on 15 June 2007, 

requires countries to report certain disease outbreaks and public health events to WHO. This is 

an international legal instrument that is binding on 194 countries across the globe, including all 

the Member States of WHO. Their aim is to help the international community prevent and 

respond to acute public health risks that have the potential to cross borders and threaten 

people worldwide.  

The IHR also require countries to strengthen their existing capacities for public health 

surveillance and response. Quality laboratory services are critical for IHR implementation. 

 

Joint WHO-CDC Conference on Laboratory Quality Systems, Lyon, France (April 2008): At this 

Conference the following statement was issued in support of a stepwise, standards-based 

process towards internationally-recognized accreditation: “It is recommended that countries 

with limited resources consider taking a staged approach, where principal requirements for all 

are stated in the national laboratory standards as a minimum requirement, while more 

advanced and national reference laboratories are encouraged to aim at meeting internationally 

accepted standards such as ISO 15189.”  

 

Meeting on implementation of CDC/WHO/PAHO Stepwise process to prepare laboratories for 

accreditation in the Caribbean Region, Port of Spain, Trinidad and Tobago (March 2010): In 

line with the WHO Lyon meeting in April 2008, PAHO/WHO—with the participation of other 

partners, including the United States CDC and CHAI, will provide guidance to develop a joint 

strategy to implement a stepwise approach to sustainable quality management systems and 

facilitate the process of accreditation of laboratories in the Caribbean region. PAHO/WHO and 

partners will advocate at all levels for a stepwise approach to strengthening, evaluating and 

recognizing progress in the improvement of laboratory quality management systems towards 

accreditation. 

 

2.3  OVERVIEW OF INITIATIVE  

 

The Caribbean Guidance for the LQMS-SIP provides a framework to support countries in their 

efforts to strengthen national laboratory services through the stepwise quality improvement 

process towards fulfilment of the ISO 15189 requirements. This process is intended to 

encourage, support and recognize the implementation of Quality Management Systems in 

medical laboratories in the Caribbean region to provide accurate, timely and reliable results for 

patient care and public health purposes in a safe environment.  

Laboratories working through the programme will progressively develop compliance towards 

this ISO standard, and will ultimately be able to apply for accreditation from a recognized body.   

 

The implementation of LQMS-SIP is a comprehensive approach to strengthen national health 

laboratory services in a staged and sustainable manner by providing graduated levels of 

performance recognition towards achievement of the ISO 15189 standard. Laboratories will be 
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assessed against the requirements outlined in the LQMS-SIP using a 3 tiered system approach. 

LQMS-SIP recognizes laboratories in the process of quality improvement, supports them through 

assessments, provides technical assistance, monitors and rewards progress towards meeting 

internationally accepted standards.  

 

The process is expected to have a catalytic effect by:  

 

 encouraging quality improvement in individual laboratories  

 incorporating quality improvement into national and regional strategic and operational 

plans  

 sensitizing policy makers and laboratory staff to the benefits of sustainable Quality 

Management Systems 

 

The first Tier will represent the minimum requirements which should correspond to the 

mandatory one required for the granting of a license based on legislation enacted by the 

Ministries of Health (Annex 2 - Requirements for Licensure - Tier 1).   

Ministries of Health are expected to establish their own regulatory systems and build capacity 

for licensing. 

 

It is recognized that there will be countries with and those without national licensing 

requirements therefore the following will apply: 

 

Countries with licensing - These countries will be encouraged to upgrade (where 

applicable) their requirements to meet those of Tier 1. 

 

Countries without licensing - These countries will be encouraged to establish their own 

regulations to meet Tier 1 requirements and simultaneously can enrol their labs in LQMS-SIP 

and establish legal mechanisms for recognizing Tier 1 as national licensure. 

 

The LQMS-SIP Secretariat provides assessments leading to recognition of enrolled laboratories 

that countries have prioritized.  Following the assessment, laboratories that meet the QMS 

requirements will be recognized according to a three Tier system.  

 

 One basic national mandatory level (licensing and/or Quality Improvement: Tier 1)  

 Caribbean Quality Improvement Milestones (Quality Improvement: Tier 2 and 3) 

 Accreditation to the international Standard 

 

The second and third tiers correspond to quality improvement milestones based on the agreed 

criteria for QMS implementation. 

 

Once assessed, laboratories are expected to maintain their Tier rating and work towards the 

next level, which would be evaluated during the reassessment process. Laboratories that have 
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reached Tier 3 will be encouraged to enrol in an established ISO 15189 accreditation process. 

Figure 1 indicates the tiers of recognition employed in the LQMS-SIP.  

 

Alternatively Ministries of Health could appoint the National Bureau of Standards/National 

Accreditation Focal Point (NAFP) or the NAFP within the Ministry of Health (if there is no 

National Bureau of Standards) to act on their behalf to determine whether the applying 

laboratory meets the minimum requirements before a formal application is sent to the LQMS-

SIP Secretariat. 
 

Figure 1. LQMS-SIP Quality Improvement Levels (PAHO-CDC Joint Initiative) 

 

2.4  LQMS-SIP IMPLEMENTATION STRUCTURE  

 

 The LQMS-SIP Implementation structure is comprised of the following stakeholders:  

 

 CROSQ 

o LQMS-SIP Secretariat  

o LQMS-SIP Assessors 

 CARPHA 

 Ministries of Health  

 National Bureau of Standards 

 Accreditation bodies 

 Professional associations 

 PAHO/CAREC 

 CDC 
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 Additional Partners  

o Universities 

o Training institutions 

 

2.5  STAKEHOLDER ROLES AND RESPONSIBILITIES  

 

The stakeholders listed in Section 2.4 will play a role in implementing the process. 

 
2.5.1 CROSQ  
CROSQ is the CARICOM regional centre for promoting efficiency and competitive production in 

goods and services, through the process of standardization and the verification of quality. It is 

mandated to represent the interest of the region in international hemispheric standards work, 

to promote the harmonization of metrology systems and standards, and to increase the pace of 

development of regional standards for the sustainable production of goods and services in the 

CARICOM Single Market and Economy (CSME), and the enhancement of social and economic 

development. 

The management of the LQMS –SIP will be based on the principles of mutual cooperation and 

collaboration amongst the recognized National Accreditation Bodies (NABs), National 

Accreditation Focal Points (NAFPs) and CROSQ Secretariat with coordination of support services 

by CROSQ Secretariat.   

 

CROSQ’s Mandated objectives: 

1. Promote the development and harmonization of standards, metrology, technical 

regulations and the mutual recognition of conformity assessment procedures covering  

services  provided in the Region 

2. Encourage the mutual recognition of accreditation and certification systems which are 

based on internationally accepted criteria 

3. Support standards infrastructure development at the national level 

4. Provide guidance to regional organizations and bodies regarding matters within its 

competence, including dispute settlement 

5. Promote awareness of standards and standards-related matters in governments,  

industry and commerce 

6. Promote and protect the interests of States Parties and Associate Members in regional 

and international standardising fora, including external negotiations 

7. Contribute to the preservation of the environment and conservation of the natural 

resources of the Community through its operations 

8. Promote consumer welfare and safety 

9. Facilitate the achievement of international competitiveness of regional goods and 

services by fostering a culture of quality in regional enterprises 

 



 

 

 

 
18 

CROSQ’s Roles and Responsibilities as LQMS-SIP Secretariat  

1. Assist in strengthening of capacities of NAFPs and enrolled laboratories 

2. Develop a marketing and communication strategy and mechanism to support laboratory 

system development, information sharing and communication 

3. Coordinate periodic reviews of the LQMS-SIP with CARPHA and other stakeholders 

4. Coordinate evaluations/assessments (impartiality will be insured) of enrolled 

laboratories and take decisions regarding the “tier” recognition to be given to assessed 

laboratories  

5. Establish arrangements with NABs and Ministries of Health for conducting evaluations/ 

assessments and issuing “joint" certificates    

6. Monitor use of the LQMS-SIP recognition certificate 

7. Promote technical guidelines i.e. for tiers of quality management systems 

implementation, for adoption by countries to facilitate the operation of the system  

8. Convene a technical advisory committee to provide guidance on LQMS-SIP and establish 

criteria for classification of major and minor non-conformities 

9. Develop and maintain a pool of qualified and competent assessors based on established 

criteria 

 

NAFPs’ Roles and responsibilities as part of the LQMS-SIP Secretariat 

1. Promote the use and benefits of the LQMS-SIP within their country and serve as an 

information and resource centre for recognition under LQMS- SIP 

2. Monitor the use and report misuse of the LQMS –SIP Certificate to CROSQ Secretariat 

3. Provide mechanisms for capacity building in their respective countries for Laboratories 

seeking recognition under LQMS- SIP 

4. Promote LQMS-SIP process by serving as a liaison between CROSQ, Laboratories and 

MOH  

5. Incorporate activities supporting the implementation of the LQMS-SIP in NAFP annual 

work plans 

6. Participate in improvement activities sponsored by LQMS-SIP Secretariat 

 

NABs’ Roles and Responsibilities as part of the LQMS-SIP Secretariat 

1. Promote the LQMS-SIP 

2. Conduct assessor training  

3. Provide assessment services taking appropriate measures to ensure that chosen 

assessors are free from conflict of interest  

4. Participate in  evaluation activities as requested by the LQMS-SIP Secretariat 

 

2.5.2 CARPHA  

The Caribbean Public Health Agency (CARPHA) was legally established on 2nd July 2011 by an 

Inter-Governmental Agreement signed by Caribbean Community Member States. 

 

The creation of CARPHA signals a rationalisation of public health arrangements in the Region, 

combining the functions of five Caribbean Regional Health Institutes into a single agency. 
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The new arrangements are designed to maximise the benefit and effectiveness of existing public 

health work, boost collaborative initiatives, enhance evidence-based public health policy and 

achieve efficiencies. 

 

The new agency will be better placed to provide leadership in public health, working with global, 

regional and national stakeholders to deliver better public health outcomes for the Caribbean 

residents and visitors. 

The Agency will: 

1. Enhance national capacities to deliver public health goods and services to address new 

and emerging public health priorities in the Caribbean through on-going skill building 

and collaboration 

2. Build strategic alliances with regional and international partners 

3. Mobilize resources for priority public health issues 

4. Support and coordinate the development of regional standards and networks related to 

laboratory practice  

5. Promote strategic alliances with Caribbean regional and international co-operation 

agencies for the benefit of quality management systems implementation 

 

 CARPHA's specific role in LQMS SIP will be to: 

1. Promote implementation of LQMS-SIP within the Region 

2. Coordinate and promote quality assurance programs for national health laboratories 

through consultation; training and oversight of implementation 

3. Provide scientific and managerial leadership in developing national and regional public 

health laboratory policy by developing, promoting, and integrating public health 

laboratory science into practice 

4. Participate in developing standards and regulation guidelines for all health-related 

laboratories 

5. Develop material and administer external quality assessment (EQA) schemes 

6. Collaborate with the review and updates of LQMS-SIP Checklist to keep it aligned with 

appropriate internationally recognized standards  

 

2.5.3 Ministries of Health 

MOH specific role in LQMS-SIP will be to: 

1. Designate an LQMS-SIP focal point responsible for coordination, information-sharing, 

and implementation  

2. Develop and implement a country strategic plan for laboratory quality improvement and 

training with prioritization of potential applicant laboratories. Care should be given to 

the selection, orientation and performance evaluation of prioritized laboratories 

3. Allocate financial and human resources  

4. Oversee the implementation of corrective actions outlined in the assessment/audit 

reports  

5. Grant licenses to laboratories (for countries with licensure requirements) 
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2.5.4 Bureau of Standards 

1. Promote standardization in industry and commerce 

2. Prepare standards relating to products, measurements, materials, processes, etc. and 

their promotion at national, regional and international levels 

3. Provide certification of industrial products  

4. Assist in the production of quality goods  

5. Perform quality inspection of imports at ports of entry  

6. Improvement of measurement accuracies and dissemination of information relating to 

standards 

7. Provide for the testing, of locally manufactured and imported commodities with the 

view of determining whether such commodities comply with the provision of the 

Standards Act or any other law dealing with standards and quality 

 

Bureaux of Standards specific role in LQMS SIP will be to: 

1. Advocate for the use of the Tier approach (LQMS-SIP as a tool for assessment) 

2. Support countries to establish its own set of standards according to country-specific 

needs and resource constraints, and based on regionally agreed requirements and 

internationally agreed standards 

3. Provide technical assistance to national laboratories for implementation of quality 

management systems  

4. Provide a pool of multi-disciplinary technical experts to serve as assessors  

5. Provide laboratories with traceability of measurements 

 

2.5.6  Professional Associations and Non-Governmental Organizations  

Their specific role in LQMS SIP will be to: 

 

1. Advocate and lobby for the enactment of national legislation for regulating laboratory 

operations based on LQMS-SIP requirements   

2. Promote the implementation of QMS using LQMS-SIP 

3. Contribute to the development of competencies required for effective and sustainable 

implementation of LQMS-SIP 

4. Mobilize resources specifically for laboratory strengthening efforts in the region    

5. Provide technical assistance and mentoring to regional laboratories for implementation 

of quality management systems  

6. Provide training for improvement of laboratory services for laboratory staff and related 

support services  

7. Facilitate linkages between the public and private sector 

8. Provide a pool of multi-disciplinary technical experts to become advisors, mentors or 

assessors (taking appropriate measures to avoid any conflict of interest) 

 

2.5.7 PAHO/WHO 

WHO has a normative role in providing guidance on the appropriate selection, use of quality 

standards, promoting and monitoring implementation of quality management systems.  
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In 2009 WHO, in collaboration with CDC and CLSI, published a training toolkit on laboratory 

quality management systems (LQMS) that has been used for training Laboratory Staff and 

Quality managers on the implementation of LQMS. 

 

The Pan American Health Organization (PAHO) is an international public health agency with 110 

years of experience in working to improve health and living standards of the countries of the 

Americas. It serves as the specialized organization for health of the Inter-American System. It 

also serves as the Regional Office for the Americas of the World Health Organization and enjoys 

international recognition as part of the United Nations system. 

 

The Public Health Laboratory Services: of the International Health Regulations, Alert and 

Response and Epidemic Disease, Area of Health surveillance, Disease Prevention and Control and 

Communicable Disease; (HSD/IR/LAB) and  

The Caribbean Epidemiology Centre (CAREC) (Until transferred to CARPHA): 

 

1. Improve and optimize public health laboratory services focusing on their essential 

functions 

2. Support national and regional laboratory networks for the implementation of 

sustainable Quality Systems Management including biorisk management and good 

laboratory practice concepts, in accordance with International Standards such as ISO 

3. Promote and monitor public health laboratory networking in the Region 

4. Strengthen and expand existing infectious disease surveillance networks already 

operating in the Region, including reference laboratories for specific pathogens and 

disease 

5. Support the development of an implementation component for laboratory quality 

improvement as part of the country’s strategic plan 

6. Provide guidance on content and implementation as outlined in the LQMS-SIP Policy and 

Procedures (initial review and annual review), technical annexes and related documents 

7. Develop a communication strategy that advocates and disseminates information with all 

countries on the Caribbean guidance on LQMS-SIP 

 

PAHO Office of Caribbean Programme Coordination (CPC)  

CPC Representatives provide political support and strategic direction at sub-regional level while 

CPC Advisors provide technical support 

 

PAHO Country Offices  

Country Representatives:  political support and strategic direction at country level 

Health Services Advisors:  technical support to national staff for implementation of laboratory 

QMS plans. 
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2.5.7 CDC  

Centers for Disease Control and Prevention (CDC) is one of the United States Government 

PEPFAR Implementing Agencies  that utilizes its technical expertise in public health science and 

long-standing relationships with Ministries of Health across the  globe  to work side-by-side with 

countries to build strong national programs and  sustainable public  health systems that  can 

respond effectively to the global HIV/AIDS epidemic and to other diseases that threaten the 

health and prosperity of the global community at large. 

 

 The Caribbean Regional Office (CRO) of the CDC was established in 2002 to improve the public 

health of the Caribbean region by supporting national governments and their partners – non-

governmental, regional and international organizations – to characterize and effectively respond 

to the HIV/AIDS epidemic.  

 

CDC’s overall support for quality management systems and laboratory accreditation in the 

Caribbean region using the stepwise approach will be focused on the following priority areas:  

 

1. Developing National Laboratories’ Policies and Strategic Plans  

2. Strengthening a regional referral laboratory and sub-regional hubs, including 

infrastructure and equipment upgrades  

3. Increasing access to point-of-care laboratory services, including expanded HIV rapid 

testing and Prevention of Mother To Child Transmission (PMTCT) programs  

4. Enhancing Laboratory Quality Management System (LQMS) and the accreditation 

process to include Gap analysis, documentation, and training using the SLMTA package, 

and embedding laboratory mentors to drive through the accreditation process  

5. Supporting training, procurement, supply chain management systems, and Laboratory 

Management Information System (LMIS)  

6. Supporting the expansion of the Digital Proficiency Testing (PT) EQA panels and the Dry 

Tube Specimen (DTS) HIV EQA technology to testing sites 

 

Further support will be provided to strengthen the CROSQ Secretariat that will coordinate the 

current quality systems strengthening and accreditation efforts.  
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SECTION II 
 
1. SSTTEEPPWWIISSEE  LLAABBOORRAATTOORRYY  IIMMPPRROOVVEEMMEENNTT  PPRROOCCEESSSS 
 

1.1  ELIGIBILITY AND APPLICATION FOR LQMS-SIP ENROLLMENT 

 

All registered public and private sector laboratories in the Caribbean are eligible for inclusion 

into the LQMS-SIP. 

 

Countries without national laboratory regulations are encouraged to build their own regulatory 

systems and enact appropriate laws.  During this period, the MOH can request support of the 

LQMS-SIP Secretariat to conduct an assessment for registered laboratories and advise on 

measures that need to be implemented in order to meet the minimum requirements defined by 

LQMS-SIP in Tier 1. 

 

In order to start this process the MOH must have a strategic plan or policy that includes an 

action plan for implementation of laboratory quality improvement. The application request 

should aim at listing the laboratories to be enrolled for the year in order to facilitate the 

assessment process. All applications received will be reviewed by the LQMS-SIP Secretariat 

before laboratories are officially enrolled and scheduled for assessment.  

 

In countries without licensing for Medical Laboratories, MOHs will submit applications from 

public laboratories that they have prioritized for quality improvement and private laboratories 

which have expressed an interest in the process.  

 

In countries with licensing for Medical Laboratories, MOHs will submit applications from public 

laboratories. Registered or Licensed private laboratories can apply directly to the LQMS-SIP 

Secretariat.  The Secretariat will inform the MOH about the application.   

 

Unless there are special instructions from the MOH, enrolment will encompass the entire 

laboratory (all sections providing services for patients and/or public health). All services directly 

managed by the laboratory must also be declared on the application (Refer to Figure 2: Flow 

Chart of LQMS-SIP Process). 

 

1.2  ENROLMENT  

 

Upon approval of the laboratory’s application by LQMS-SIP Secretariat an enrolment letter will 

be sent indicating the date of the enrolment, its enrolment number and suggested timeframes 

within which an assessment might be scheduled. Once an enrolment date has been issued, the 

laboratory will be considered an “ENROLLED LAB."  
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Table 4: Laboratory Status Designations for LQMS-SIP 

 

Applicant Lab Enrolled Lab Assessed   

Tier 1  

Assessed  

Tier 2 

Assessed 

Tier 3 

Graduate of 
LQMS-SIP 

Programme 

Application 
documents 
received 

Application 
approved; 
ready to 
schedule 
assessment 

Recognition 
meeting Tier 1 
Requirements  

Recognition 
meeting Tier 2 
requirements 

Recognition 
meeting Tier 3 
requirements 

Completed 
LQMS-SIP  

Now enrolled 
in ISO 15189 
process 

 
Once the LQMS-SIP Secretariat has reviewed and approved the application, suitable assessors 

will be selected for the type of Laboratory.  A team of assessors will be sent to conduct the 

laboratory assessments. Team size and composition may vary based on the size and scope of the 

laboratory, and the team will operate under the direction of a designated Lead Assessor. The 

Lead Assessor is the primary contact person for the team during the on-site assessment. The 

LQMS-SIP Secretariat will define the Terms of Reference (TORs) for the assessors, who are 

bound by confidentiality and must be free of conflicts-of-interest. Findings that indicate an 

LQMS-SIP assessor has breached confidentiality or participated in an assessment in which they 

had a conflict-of-interest will be acted upon by the Secretariat. 

 

The LQMS-SIP Secretariat will facilitate the monitoring and evaluation of the performance of its 

laboratory assessors to ensure that standards of competence and professionalism are observed. 

This will be reviewed every two years through a combination of document review, field 

observation, competency exercises and solicitation of MOH and laboratory feedback. The LQMS-

SIP Secretariat will coordinate logistics for the assessment team and communicate with the 

MOH/Laboratory to find suitable dates for the assessment.  

 

Given the geographic range of this programme, if a MOH has successfully enrolled more than 

one laboratory, every effort will be made to schedule assessment visits that are of sufficient 

length to assess multiple laboratories.  

 

The length of assessment visits will vary based upon four main factors: (1) number of 

laboratories to be assessed, (2) the scope of the laboratories to be assessed, (3) the number of 

assessors on the team, and (4) logistics and transportation considerations.  
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1.3  CRITERIA AND CHECKLIST  

 

CRITERIA 

There are twelve areas (representing the twelve Quality System Essentials - QSE - of a Quality 

Management System as given in the LQMS Training Toolkit developed by WHO, CDC and CLSI) 

for the LQMS-SIP Process that laboratories will be evaluated on as follows:  

QSE 1  - Organization      

QSE 2  - Personnel   

QSE 3  - Equipment      

QSE 4  - Purchasing and Inventory 

QSE 5  - Process Control (Pre-Analytical, Analytical, Post-Analytical) 

QSE 6  - Documents and Records 

QSE 7  - Information Management 

QSE 8  - Occurrence Management  

QSE 9  - Assessment 

QSE 10  - Process Improvement 

QSE 11  - Customer Service and Satisfaction 

QSE 12  - Facilities and Environment 

 

These areas will be assessed using a Caribbean LQMS-SIP checklist that is based on the ISO 

15189 (Annex 5). 

  

CHECKLIST  

 

The LQMS-SIP checklist has 147 requirements that have to be met. The checklist follows the 

structure of the ISO 15189 and is organized into two main sections - Management Requirements 

and Technical Requirements. These are further subdivided into fifteen (15) and eight (8) 

sections, respectively. The same ISO 15189 standard clause numbering system has been used in 

the LQMS-SIP checklist categories (Table 5).  

 

Table 5: LQMS-SIP Checklist Sections 

 

SECTION AREA QUALITY IMPROVEMENT 

(Number of Requirements) 

Tier 1 Tier 2 Tier 3 

MANAGEMEMT REQUIREMENTS 

4.1 Organization and Management 11 14 14 

4.2 Quality Management System 3 5 6 

4.3 Document Control 1 3 3 

4.4 Review of Contracts 0 2 2 

4.5 Examination of Referral Laboratories 2 4 4 

4.6 External Services and Supplies 2 3 6 

4.7 Advisory Services 0 0 1 
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SECTION AREA QUALITY IMPROVEMENT 

(Number of Requirements) 

Tier 1 Tier 2 Tier 3 

MANAGEMEMT REQUIREMENTS 

4.8 Resolution of Complaints 0 1 1 

4.9 Identification and Control of Non-Conformities 0 0 3 

4.10 Corrective Action 0 4 4 

4.12 Continual Improvement 0 2 2 

4.13 Quality and Technical Records 1 3 3 

4.14 Internal Audits 2 4 4 

4.15 Management Review 1 2 4 

TECHNICAL REQUIREMENTS 

5.1 Personnel 4 10 12 

5.2 Accommodation and Environmental Conditions 8 12 13 

5.3 Laboratory Equipment 2 14 21 

5.4 Pre-Examination Process 8 10 14 

5.5 Examination Procedures 6 8 11 

5.6 Assuring Quality of Examination Procedures 1 4 7 

5.7 Post-Examination Process 3 3 3 

5.8 Reporting of Results 11 13 16 

 

Some clauses in the checklist have multiple requirements that require the satisfactory presence 

of all the sub-items listed below the main heading to receive full credit.  

 

Requirements for Licensure – Tier 1 (Annex 2), Requirement for Tier 2 and Tier 3 recognition 

(Annex 3 and 4) and the LQMS-SIP Checklist (Annex 5) are available in the LQMS-SIP file of the 

CROSQ website www.crosq.org which will be updated whenever the checklist is revised. There 

will also be a link to these documents on the CARPHA site. 

 

1.4  DECISION-MAKING AND AWARDING OF RECOGNITION  

 

After completing the assessment, the lead assessor will submit the findings to the laboratory 

and will submit their report to the LQMS-SIP Secretariat. The laboratory will respond with a 

corrective action plan within 30 days and will then have a maximum of 90 days to provide 

evidence of satisfactory resolution of nonconformities before the LQMS-SIP Secretariat makes 

the final determination regarding the recognition the laboratory will be awarded.  

 

1.5  FOLLOW UP ASSESSMENT FOR CONTINUED IMPROVEMENT PROCESS  

 

Following assessment, successful laboratories will receive a certificate of recognition that is valid 

for two years from the date of issue. Applications for renewal should be submitted six months 

before the expiration of the certificate.  
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After obtaining Tier 3 recognition, laboratories are encouraged to request accreditation from a 

full member of ILAC, that is signatory to the ILAC Mutual Recognition Arrangement. Participating 

laboratories that obtain accreditation will be transitioned from the LQMS-SIP register and their 

achievement will be recognized on the CROSQ website. This can also be accessed from the 

CARPHA website through a link to the CROSQ site.  

 

1.6  APPROPRIATE USE OF RECOGNITION CERTIFICATES 

 

The LQMS-SIP Certificate of Recognition will clearly state that the laboratory has achieved a tier 

ranking on the LQMS-SIP Tier of Recognition (Figure 1). This is not a certificate of laboratory 

accreditation.  

 

Laboratories displaying a LQMS-SIP recognition certificate must comply with the following 

provisions:  

 

a. Display of certificate does not imply that the LQMS-SIP Secretariat, PAHO/WHO or CDC 

accept responsibility for activities carried out under the scope of the tier of recognition 

b. A certificate may only be displayed at the laboratory to which it was issued. It cannot be 

transferred to another laboratory or displayed at another facility  

c. Certificates cannot be amended or altered in any way  

d. Certificates must be removed promptly following expiration  

e. Certificates cannot be used in any way that might mislead the reader about the status of 

the laboratory  

 

Laboratories displaying the LQMS-SIP recognition certificate must notify the LQMS-SIP 

Secretariat in the event of a substantial change (e.g., change in key personnel, change of 

equipment, change of location) that affects the service provided by the laboratory. The LQMS-

SIP Secretariat will determine the appropriate action to be taken. Failure to notify the LQMS-SIP 

Secretariat regarding major changes could result in suspension or withdrawal of recognition.  
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22..00  LLQQMMSS--SSIIPP  PPRROOCCEEDDUURREESS  
 

2.1A  Submission of initial application to MOH - For countries with licensing 

 

  2.1A.1  MOH will consider licensed public sector laboratories as candidates.  

     Licensed private laboratories can apply directly to the Secretariat. 

 

  2.1A.2  Initial application is to be sent by the candidate laboratory to their   

     Ministry of Health LQMS-SIP Focal Point. All applications must meet the  

     criteria outlined in the country strategic implementation plan.  

 

  Continual cyclic mentoring and self-assessment activities may be needed to ensure  

  that the candidate meets criteria outlined in the MOH country strategic    

  implementation plan and the LQMS-SIP.  

 

2.1B  Submission of initial application to MOH - For countries without licensing 

 

  2.1B.1  MOH will consider registered laboratories (both private and public   

     sector) as candidates.  

 

  2.1B.2  Initial application is to be sent by the candidate laboratory to their   

     Ministry of Health LQMS-SIP Focal Point. All applications must meet the  

     criteria outlined in the country strategic implementation plan   

     (previously mentioned in Clause 2.5.3 of Section 1). 

     

  Note 1: Countries without licensing will be encouraged to implement a licensing   

  structure using Tier 1 requirements as the criteria for the minimum mandatory   

  requirements within their licensure process. 

      

2.2  Submission of application for LQMS-SIP enrolment  

 

  2.2.1 Documentation required for Enrolment  

 

a) Completed Application form for LQMS-SIP 

b) Company Registration 

c) Certificate of Licensure (if applicable) 

d) Laboratory Quality Manual (if available) 

e) Completed Self-Assessment Checklist 

f)  Laboratory Organisational Chart  

 

  2.2.2 Once criteria are met, the candidate laboratory will send their completed  

    application to the MOH LQMS-SIP Focal Point for consideration of LQMS-SIP  

    enrolment.  
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  2.2.3 MOH LQMS-SIP Focal Point will send the completed application to LQMS-SIP  

    Secretariat.  

  

  2.2.4 LQMS-SIP Secretariat will confirm the receipt of application within two   

    weeks.  

 

  2.2.5 If a laboratory’s application meets the LQMS-SIP criteria, the LQMS-SIP   

    Secretariat will issue an enrolment letter and the laboratory will be   

    considered an “Enrolled Lab."  

 

2.3  Select assessment team  

  

  2.3.1 Assessment team leader and team members will be contacted by LQMS-SIP  

    Secretariat. Assessors will be selected from the pool of trained assessors.  

 

  2.3.2 LQMS-SIP Secretariat will communicate with the enrolled laboratory, while  

    keeping MOH Focal Point informed, to find suitable dates for the assessment  

    visit and coordinate logistics for the assessment team. The assessment of the  

    laboratory must be conducted within a year of the enrolment date.  

 

2.4  Assessment Team conducts assessment utilizing LQMS-SIP Checklist  

 

2.5  Assessment Team submits initial findings to LQMS-SIP Secretariat and the  

  enrolled Laboratory  

 

  2.5.1 After completing the assessment, the assessment team will submit the   

    nonconformities cited and recommendations to the Laboratory and will   

    submit their report to LQMS-SIP Secretariat and the Laboratory within two  

    weeks.  

 

2.6  Enrolled Laboratory takes corrective actions within 3 months  

 

  2.6.1 The laboratory will be encouraged to share the assessment report with the  

    MOH to rectify nonconformities.  

 

2.7  Assessment Team reviews corrective actions and sends final report to LQMS- 

  SIP Secretariat  

 

  2.7.1 Major nonconformities: The assessment team will conduct another site visit  

    to re-assess the laboratory and submit final report to LQMS-SIP Secretariat  

    and the enrolled Laboratory.  
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  2.7.2 Minor nonconformities: The laboratory will submit documentation of   

    corrective actions to the Assessment Team for review and this team will   

    submit a final report to the LQMS-SIP Secretariat.  

 

2.8  The LQMS-SIP Secretariat makes final determination regarding the level of  

  recognition the enrolled laboratory will be awarded and issues certificate of  

  recognition.  

 

2.9  LQMS-SIP Secretariat sends certificate to MOH LQMS-SIP Focal Point/Enrolled  

  Laboratory.  

 

  2.9.1 Successful laboratories will receive a certificate valid for 2 years from the  

    date of  issue.  

    Applications for renewal should be submitted six months before the   

    expiration of the certificate.  

 

33..00  CCOOMMPPLLAAIINNTT  RREESSOOLLUUTTIIOONN    
 

During these processes circumstances may arise that warrant complaints from laboratories or 

MOHs. The LQMS-SIP Secretariat is responsible for ensuring that all complaints are dealt with 

impartially and objectively. Complaints must be submitted in writing to the LQMS-SIP Secretariat 

and will be handled in accordance with established procedures. 



 

 

 

 
31 

Figure 2: Flow Chart of LQMS-SIP Process 
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44..00  RREESSOOUURRCCEE  RREEQQUUIIRREEMMEENNTTSS    
 

Available and sustainable resources in each country will be a major determinant on the number 

of laboratories that can be enrolled.  

 

MOH should provide human and financial resources as part of their Country Strategic 

Implementation Plan to facilitate the participation of public laboratories since their participation 

is contingent upon the availability of resources. Private sector laboratories will be expected to 

pay for their participation in LQMS-SIP. 

 

Resources will be required for: 

1. LQMS-SIP implementation as necessary : 

a. Technical assistance/mentoring 

b. Process improvement 

c. Infrastructural upgrades 

d. Equipment service and maintenance 

 

2. Assessment costs - It is expected that a uniform scale for payment of experts in the 

required fields will be used.  
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ANNEX 1: SUMMARY OF COUNTRY LEGISLATION REGARDING LABORATORY QUALITY 
STANDARDS IN SELECTED CARIBBEAN TERRITORIES 

 

COUNTRY 
 
Anguilla 
 
 
 
Aruba 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
*Antigua and Barbuda 
 
 
 
*The Bahamas 
 
 
 
 
 
 
 

*Barbados 
 
 
 
 
 
*Belize 
 
 
 
 
 
Bermuda 
 
 
 
 
 
 
 
 
 
 
 
 
 
*British Virgin Islands 
 

 

CURRENT LEGISLATION 
 
Public Health Act(1969) 
Health Authority Act  
Bill for National Health Fund Act 
 
Public Health Act (1989  ) 
Law on Medical Practice (1996) 
Law on Dental Practice (1989) 
Law on the Authorization of Pharmacists and 
Pharmacy Assistants (1960) 

 
 
 
 
 
 
 
 
 
 
 
 
Public Health Act, Cap 353  
Hospitals Boards Act (1999) 
 
 
Hospitals and Healthcare Facilities Act (1998) 
Chapter 235 
 
 
Health Professionals Act 
 
 
 

Health Services Act, Cap 44 
                       (Pathological Laboratories) 
                        Regulations (1976) 
 
 
 
Standards Act (1992)  
                     Revised Edition of 2000 
                     Chapter 295 – Accreditation 
                     of Laboratories and Testing 
                     Facilities 
 
Public Health Act (1949) 
Public Health Council Act (2004) 
Public Health (Hospitals) Regulations (2002) 
Public Health (Clinical Laboratories) 
Regulations (2002) 
   Public Health (accreditation bodies) Notice 
(2008) 
Public Health (Diagnostic Facilities 
(Mammography) Regulations (2002) 
Professions Supplementary to Medicine 
Amendment Act (2006) 
Medical Practitioners Act (1950)  
 
 
Public Health Act (1976) 
Medical Act (2000) 

 

COMMENTS 
 
No legislation in Anguilla governing laboratory standards 
and regulation of medical and public health laboratories is 
described as minimal. 
 
Currently there is no legislation in the country which governs 
laboratory quality standards. Also the national quality standards 
employed are administered on a voluntary basis, similar to the 
international standards.  Furthermore, while there is no specific 
agency or service responsible for overseeing the application of 
standards, health care legislation in Aruba usually falls under the 
scope of general laws - also referred to as organizational regulations 
– or as specific or individual laws. The Public Health Act outlines the 
scope for the general regulations that set the institutional 
framework for the health system.   

 
The general insurance company (AZV) aims for ISO: 15189 
certification and accreditation for all medical laboratories; however 
there is no governmental legislation to such and a budget for the 
process of accreditation has to be determined 

 
 
 
No legislation governing laboratory standards – except for 
the basic registration for a license to operate a business. 

 
Regulates systems of licensing and registration for medical 
laboratories, technologists and technicians. 

 
Sets out requirements for registration and licensing of 
health professionals who are regulated 
 
 
 
Subjects private laboratories to licensing requirements, but 
explicitly excludes public laboratories. 
 
 
 
 
These standards are administered by the Belize Bureau of 
Standards and currently govern laboratory standards 
 
 
 
 
Public Health (Clinical Laboratories) Regulations 2002, 
1949:24 – which outlines the Registration of clinical 
laboratories, Qualifications for registration, Registration, 
and Conditions. According to the latter, one of the main 
qualifications for registration is that the laboratory must be 
accredited by an accreditation body. 
 
 
 
 
 
 
 
 
No legislation governing laboratory standards 
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Cayman Islands 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Curacao 
 
 
 
 
 
 
*Dominica 
 
 
 
 
 
 
 
*Grenada 
 
 
 
 
 
 
 
 
*Guyana 
 
 
* Haiti 
 
 
 
*Jamaica 
 
 
 

Nursing Act (1976) 
BVI Health Services Act (2005) 
 
Health Insurance Regulations (2005 Revision) 
G16/2005 s6  
Health Practice Law (2005 Revision) 
G16/2005s7  
Council for Professions Allied with Medicine-
Code of Ethics and Standards of Practice 
G16/2008 s4  
Health Practice Registration Regulations 
(2005 Revision) G16/2005 s8  
Medical and Dental Council-Code of Ethics 
and Standards of Practice G16/2008 s5  
Nursing and Midwifery Council-Code of Ethics 
G16/2008 s2  
Pharmacy Council-Code of Ethics and 
Standards of Practice G16/2008 s3  
Standard Health Insurance Fees G13/2005 s1 
 
 
 
 
 
 
The Ministry of Health also observes the 
Advisory Report of December 2009 by 
laboratories of the Netherland Antilles.   
 
 
 
 
Dominica Medical Act 39:02 
 
 
 
 
 
 
 
Hospital Act 1953 
Medical Officers Act 1903 
Medical Practitioners, Dentists and 
Veterinary Surgeons Registration Act 1982 
Public Health Act 1925 
Medical Products Act 
Hospital Authority Act 
 
 
Health Facilities Licensing Act 2007 
 
 
Insufficient information for Health and 
Healthcare Legislation 
 
 
 
 
 
 

 
 
 
Public health services are currently administered by the 
Health Services Authority. As a government authority, it is 
the primary provider of healthcare services in the Cayman 
Islands, covering such areas as patient surgeries, critically ill 
patients, emergency medical services, general medical 
conditions, community health, dental and eye health, 
mental health, 1paediatrics and pre-natal care. Also, 
effective July 1, 2008, the Department of Health Regulatory 
Services was established following a merger of the Health 
Insurance Commission with the Health Practice 
Commission2. The department is responsible for the general 
regulatory framework for the delivery of health services 
including the: 

 Regulation of health insurers; 

 Regulation and licensing of healthcare facilities; 
and 

 Supervision of councils regulating healthcare 
professionals 

 
 
 
 
While this report addresses laboratory quality standards, such 
standards are not enforced and inspection of these facilities is 
often absent.  Also, while laboratories in Curacao are also 
subject to international quality standards of ISO: 15189, 
regulation is described as minimal. 

 
 
The Act was enacted to make provision for the registration 
of medical practitioners, dentists, opticians, and druggists, 
and to regulate the practice of medicine, surgery, dentistry, 
sight-testing, and the sale of drugs, however it does not 
regulate laboratory quality standards. 
 
 
None of these address medical laboratories or Laboratory 
quality standards. 
 
 
 
 
 
 
 
Laboratories which are attached to healthcare facilities are 
to be inspected and licensed (certified) 
 
 

No legislation governing laboratory standards 
 
 
 
Laboratory quality standards are not directly governed by 
health legislation; however under the Standards Act the 
Bureau of Standards Jamaica was established to, inter alia, 
enforce technical regulations for those commodities and 



 

 

 

 
37 

 

* Summary of legislation for CARICOM countries sourced from CROSQ Report on Legislation Developed/Implemented 

to Support Laboratory Accreditation to Provide Technical assistance, 2010 

 
 
 
 
 
 
 
*Montserrat 
 
 
 
 
 
 
 
 
 
 
 
*St. Christopher and Nevis 
 
 
 
 
 
 
 
*St. Lucia 
 
*St. Vincent and the Grenadines 
 
*Suriname 
 
*Trinidad and Tobago 
 
 
 
 
 
 
 
 
 
 
 
 
 
Turks and Caicos 
 

 
 
 
 
 
 
 
 
Public Health Act 
 
 
 
Medical Act 
 
 
 
 
 
 
 
The Public Health Act , No.22/1969 
 
The Medical Act, Cap 220 
 
 
 
 
 
No Legislation 
 
No Legislation 
 
No Legislation 
 
Public Health Ordinance Chapter 12 No 4 
 
 
 
 
Standards Act No.18 1997 
 
 
 
 
 
 
 
 
Health Practitioners Ordinance (1978) 
Public and Environmental Health Ordinance 
(1992) 
National Insurance Ordinance (1991) 
National Standards (2007) 
 

practices relating to health, safety, the environment, energy 
efficiency and basic consumer protection. However explicit 
responsibility for accreditation of laboratories was 
subsequently given to the Jamaica National Agency for 
Accreditation. 
 
 
Provides regulations governing public and private hospitals, 
nursing homes, community health services, and the 
collection of disposal. 
 
Requires all medical practitioners, dentists, opticians, 
chemists and druggist to be registered. 
 
However there is currently no legislation governing 
laboratory standards. 
 
 
 
Addresses public health concerns including: infectious 
diseases 
Governs the registration of medical practitioners, dentists, 
opticians, chemists, and druggist. 
 
However there is no requirement for the licensing or 
monitoring of medical laboratories. 
 
 
 
 
 
 
 
Established the Central Board of Health and inter alia makes 
provisions with respect to public health and infectious 
diseases. 
 
Established the Trinidad and Tobago Bureau of Standards, 
which is the national standard-setting body upon which the 
Trinidad and Tobago Laboratory Accreditation Service 
(TTLABS) was developed.  TTLABS operates as the sole 
national laboratory accrediting body for testing and 
calibration laboratories. However the country currently 
does not have any legislation in place governing laboratory 
quality standards. 
 
 
The Health Practice Commission is responsible for 
overseeing the application of standards as stated in the 
National Standards (2007)  
Furthermore, results of the survey of health personnel and 
stakeholders in the Turks and Caicos revealed that there is 
legislation governing laboratory quality standards in the 
territory; however this legislation does not include the 
accreditation of laboratories.  At the national level, quality 
standards are mandatory but at international standards are 
administered on a voluntary basis 
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ANNEX 2: REQUIREMENTS FOR LICENSURE – TIER 1  

 
Every health facility licensed as a medical laboratory shall ensure that the requirements of this 

part are met: 

 

QSE - Organisation: 
 
1. Every medical laboratory or the organization of which it is a part shall be a legally identifiable 

entity (ISO 15189 Clause 4.1.1). 
 
2. Every medical laboratory shall have an organizational chart that defines the organization and 

management of the laboratory and its relationship with related organizations (ISO 15189 Clause 
4.1.5 (e)).  

 
3. Every medical laboratory shall appoint or assign a staff member who shall have overall 

responsibility for overseeing the laboratory’s quality management system (ISO 15189 Clause 
4.1.5 i). 

 
4. The management of every medical laboratory shall ensure that staff have been instructed in the 

use and application of the quality manual (ISO Clause 4.2.4). 
 
5. Every medical laboratory shall have a quality manual that describes the policies and procedures 

that constitute its quality management system including a quality policy that commits to meeting 
the requirements of ISO 15189 at its permanent facilities and other associated sites (ISO 15189 
Clause 4.2.3 and 4.2.4). 

 
6. Every medical laboratory shall ensure that its personnel are trained in quality management 

initially and periodically thereafter to ensure the maintenance of its quality management system 
(ISO 15189 Clause 4.2.4 and 5.1.2). 

 
7. Every medical laboratory shall conduct management review of its operations at least annually 

and shall develop a quality improvement action plan based on the results of audit and 
management review (ISO 15189 Clause 4.15.1). 

 
8. Every medical laboratory shall report to the Ministry of Health the relevant statistics of those 

tests that a medical practitioner is required to report under the existing laws, while maintaining 
the confidentiality of information reported. 

 

 Ethics 
 
9. Every medical laboratory shall have a policy that addresses the declaration of conflicts of interest 

that could influence the credibility of the activities and the confidentiality of the information 
generated by the laboratory (ISO 15189 Clause 4.1.4 and 4.1.5 b, c, d and 5.1.13). 

 
10. Every medical laboratory shall provide its services to all users in a manner that respects their 

health rights and does not discriminate on the basis of origin, gender, age, ethnicity, religion, 
sexual orientation, disability or any other condition that infringes on their constitutional rights 
(ISO 15189 Annex C 2.2). 
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11. Personnel employed within medical laboratories shall not compromise their organization by 
engaging in activities other than those authorized (ISO 15189 Clause 4.1.5 b, d)). 

 
12. Every medical laboratory shall ensure that all procedures carried out on a patient are conducted 

with the consent of the patient. In emergency situations, consent may not be possible and under 
these circumstances it is acceptable to carry out necessary procedures, provided they are in the 
patient’s best interest (ISO 15189 Annex C 4.1). 

 

QSE - Personnel 
 

13. Every medical laboratory shall be under the supervision and direction of a suitably trained and 
competent individual (ISO 15189 Clause 4.1.5 (h), 5.1.3). 

 
14. The management of every medical laboratory shall ensure that there are appropriate numbers of 

staff, with the required education, training and resources, to meet the demands of the service 
(ISO 15189 Clause 4.1.5 (a)). 

 
15. Every medical laboratory shall maintain records of relevant educational and professional 

qualifications, training, experience and competence of all personnel.(ISO  15189 Clause 5.1.2). 
 

16. Every medical laboratory shall have documented job descriptions for all personnel (ISO 15189 
Clause 4.1.5(f) and 5.1.1). 

 

QSE - Equipment 
 
17. Every medical laboratory shall have equipment and supplies sufficient to provide its services (ISO 

15189 Clause 5.3.1). 
 
18. Every medical laboratory must ensure that equipment and computers are operated by 

authorised personnel only (ISO 15189 Clause 5.3.5 and 5.3.11). 
 

QSE - Purchasing and Inventory 
 
19. Every medical laboratory shall maintain a register of referral laboratories and shall be responsible 

for return of results from such laboratories to the requester (ISO 15189 Clause 4.5.3 and 4.5.4).  
 
20. Every medical laboratory shall have an inventory control system for supplies (ISO 15189 Clause 

4.6.3). 
 
21. Every medical laboratory shall ensure that items (equipment and consumable supplies) that 

affect the quality of service provided shall not be used until they have been shown to meet the 
required technical specifications for the procedures concerned (ISO Clause 4.6.2). 

 

QSE - Process Control - Pre-Analytical, Analytical, Post-Analytical 
 

 Pre-Analytical 
 
22. Every medical laboratory shall provide information for users which shall include a list of 

examinations offered, instructions for collection, transport, handling of samples and specimens 
and relevant performance specifications (ISO 15189 Clauses 4.1.2, 5.4.3 and 5.5.6).  
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23. Every medical laboratory shall have request forms that indicate clearly the identifiers of the 
patient and requesting individual, date and type of specimen, examinations requested and 
relevant clinical information (ISO 15189 Clause 5.4.1).  

 
24. Every medical laboratory shall ensure traceability of primary samples and sample portions or 

aliquots to identified individuals from whom the specimens were taken (ISO 15189 Clause 5.4.5 
and 5.4.12). 

 
25. Every medical laboratory shall monitor the transport of samples to the laboratory to ensure the 

integrity of samples and safety of the carrier and environment (ISO 15189 Clause 5.4.6). 
 

26. Every medical laboratory shall maintain an accession log of all samples received and shall 
develop criteria for acceptance and rejection of primary samples (ISO 15189 Clause 5.4.7 and 
5.4.8). 

 
27. Every medical laboratory shall have a documented procedure for processing and reporting all 

samples marked as urgent (ISO 15189 Clause 5.4.11). 
 

 Analytical 
 
28. Every medical laboratory shall have documented standard operating procedures available at the 

work station (ISO 15189 Clause 5.5.3). 
 
29. Every medical laboratory shall practice internal quality control for all tests and participate in 

inter-laboratory comparison programmes such as external quality assessment (ISO 15189 Clause 
4.2.2 and 5.6.1). 

 
30. Every medical laboratory shall periodically review biological reference intervals and make 

corrective action as necessary (ISO 15189 Clause 5.5.5). 
 

31. Every medical laboratory shall inform its users of changes in procedure which may significantly 
affect the interpretation of results (ISO 15189 Clause 5.5.7). 

 

 Post-Analytical 
 
32. Every medical laboratory shall have a policy and procedure for reporting of results that ensures 

that all results are reviewed and authorised by competent personnel and released only to 
persons authorised to receive such reports (ISO 15189 Clause 5.7.1, 5.8.3, 5.8.12, 5.8.13 and 
5.8.14). 

 
33. Every medical laboratory shall issue reports that contain at a minimum, the issuing laboratory’s 

identification, patient and provider identifiers, identification of examination and results with 
appropriate units and range, date of issue of result and date of test request, identity of person 
authorising release of the report and quality of primary sample if it could have compromised the 
result (ISO 15189 Clause 5.8.3, 5.8.4 and 5.8.5). 

 
34. Copies of all records and reports, including those received from referral laboratories, shall be 

retained in readily retrievable form, as mandated by legal requirements or other applicable 
international guidelines (ISO 15189 Clause 4.13.3 and 5.8.6). 

 
35. Every medical laboratory shall determine, in consultation with users, alert/critical values and 

intervals and establish procedures for immediate notification to the requester (ISO 15189 Clause 
5.8.7 and 5.8.10). 
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36. Every medical laboratory shall ensure that all interim reports (including verbal, telephone or 

electronic) are followed by a final report and that there are policies and procedures for amending 
reports (ISO 15189 Clause 5.8.9 and 5.8.15).  

 
37. Every medical laboratory shall have a policy and procedure for the storage and safe disposal of 

samples (ISO 15189 Clause 5.7.2 and 5.7.3).  

 
QSE - Document Control 
 
38. Every medical laboratory shall have a document control system for uniquely identifying all 

documents that form its quality management system (ISO 15189 Clause 4.3.3). 

 
QSE - Assessment 
 
39. Every medical laboratory shall periodically conduct internal audits of its system by trained and 

qualified personnel (ISO 15189 Clause 4.14.1). 
 

QSE - Facilities and Safety 
 

 Facilities 
 
40. Every medical laboratory shall provide facilities and maintain a working environment in which 

staff can perform required functions in a manner that does not compromise the quality of work 
and is safe for staff and clients (ISO 15189 Clause 5.2.1 and 5.2.10).  

 
41. Medical laboratory premises shall have space, including but not limited to, the following: 
 
 (a) Facilities for patients including reception area, access to separate bathrooms and 

 procedure for facilitating patients with disabilities (ISO 15189 Clause 5.2.2 and 5.2.3). 
 
 (b) Specimen collection area (ISO 15189 Clause 5.2.4). 
 
 (c) Separation of incompatible activities such as specimen collection and testing facilities 

 (ISO 15189 Clause 5.2.6). 
 
 (d) Facilities for storage of records, reagents and supplies including toxic, hazardous and 

 potentially contaminating chemicals and biological materials (ISO 15189 Clause 5.2.9.) 
 

 Safety  
 
42. Every medical laboratory shall restrict access to only authorised persons (ISO 15189 Clause 

5.2.7). 
 
43. Every medical laboratory shall appoint or assign a staff member who shall have overall 

responsibility for overseeing the laboratory’s general safety and biosafety programme (ISO 15190 
Clause 7.1). 

 
44. Every medical laboratory shall have a safety manual which includes a safety policy statement and 

provides guidance to laboratory personnel on the laboratory’s safety requirements (ISO 15190 
Clause 7.4). 
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45. Every medical laboratory shall ensure that its personnel are trained in aspects of safety relevant 
for the safe operation of the laboratory, initially and periodically thereafter (ISO 15190 Clause 
10). 

 
46. Every medical laboratory shall institute measures for medical surveillance of staff and ensure 

that all staff are immunised against hepatitis B and tetanus. Staff who may come into contact 
with other pathogens during the course of their work (e.g. rabies) shall be immunised as required 
(ISO 15190 Clause 5.2, 7.2b)). 

 
47. Every medical laboratory shall provide staff with the necessary personal protective equipment to 

ensure their safe operation within the laboratory (ISO 15189 Clause 5.2.2). 
 
48. Every medical laboratory shall ensure that work areas are adequately cleaned and that separate 

arrangements are made for safe disposal of hazardous waste (biological, chemical, radioactive) in 
accordance with national regulations and/or international recommendations (ISO 15189 Clause 
5.2.10). 

 
49. Every medical laboratory shall have a written fire control and evacuation plan together with 

clearly marked fire escape routes which shall be posted in one or more conspicuous places (ISO 
15190 Clause 19, 20). 
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ANNEX 3: REQUIREMENTS FOR TIER 2 RECOGNITION (Quality Improvement Tier 2)  
 

Tier 1 - Black  Tier 2 - Blue   

Every health facility licensed as a medical laboratory that will achieve Quality Improvement 

Level 2 shall ensure that all the requirements of this part are met: 

 

QSE - Organisation: 
 
1. Every medical laboratory or the organization of which it is a part shall be a legally identifiable 

entity (ISO 15189 Clause 4.1.1). 
 
2. Every medical laboratory shall have an organizational chart that defines the organization and 

management of the laboratory and its relationship with related organizations (ISO 15189 Clause 
4.1.5 (e)).  

 
3. The management of every medical laboratory shall ensure that there are appropriate and 

effective internal communication processes in order to sustain the Quality Management System 
(ISO Clause 4.1.6). 

 
4. Every medical laboratory shall appoint or assign a staff member who shall have overall 

responsibility for overseeing the laboratory’s quality management system (ISO 15189 Clause 
4.1.5 i). 

 
5. Every medical laboratory shall ensure that deputies have been appointed for all key functions 

(ISO Clause 4.1.5 (j)). 
 
6. The management of every medical laboratory shall ensure that staff have been instructed in the 

use and application of the quality manual (ISO Clause 4.2.4). 
 
7. Every medical laboratory shall have a quality manual that describes the policies and procedures 

that constitute its quality management system including a quality policy that commits to meeting 
the requirements of ISO 15189 at its permanent facilities and other associated sites (ISO 15189 
Clause 4.2.3 and 4.2.4). 

 
8. Every medical laboratory shall ensure that its personnel are trained in quality management 

initially and periodically thereafter to ensure the maintenance of its quality management system 
(ISO 15189 Clause 4.2.4 and 5.1.2). 

 
9. Every medical laboratory shall conduct management review of its operations at least annually 

and shall develop a quality improvement action plan based on the results of audit and 
management review. Staff shall be informed of the findings made as a result of these reviews 
(ISO 15189 Clause 4.15.1, and 4.15.4). 

 
10. Every medical laboratory shall report to the Ministry of Health the relevant statistics of those 

tests that a medical practitioner is required to report under the existing laws, while maintaining 
the confidentiality of information reported. 
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 Ethics 
 
11. Every medical laboratory shall have a policy that addresses the declaration of conflicts of interest 

that could influence the credibility of the activities and the confidentiality of the information 
generated by the laboratory (ISO 15189 Clause 4.1.4 and 4.1.5 b, c, d and 5.1.13). 

 
12. Every medical laboratory shall provide its services to all users in a manner that respects their 

health rights and does not discriminate on the basis of origin, gender, age, ethnicity, religion, 
sexual orientation, disability or any other condition that infringes on their constitutional rights 
(ISO 15189 Annex C 2.2). 

 
13. Personnel employed within medical laboratories shall not compromise their organization by 

engaging in activities other than those authorized (ISO 15189 Clause 4.1.5 b, d)). 
 
14. Every medical laboratory shall ensure that all procedures carried out on a patient are conducted 

with the consent of the patient. In emergency situations, consent may not be possible and under 
these circumstances it is acceptable to carry out necessary procedures, provided they are in the 
patient’s best interest (ISO 15189 Annex C 4.1). 

 

QSE - Personnel 
 

15. Every medical laboratory shall be under the supervision and direction of a suitably trained and 
competent individual (ISO 15189 Clause 4.1.5 (h), 5.1.3 and 5.1.12). 

 
16. Every medical laboratory shall ensure that job descriptions of the laboratory director or their 

designate include professional, scientific, consultative, advisory, administrative and educational 
responsibilities (ISO Clause 5.1.4). 

 
17. The management of every medical laboratory shall ensure that there are appropriate numbers of 

staff, with the required education, training and resources, to meet the demands of the service 
(ISO 15189 Clause 4.1.5 (a)). 

 
18. Every medical laboratory shall maintain records of relevant educational and professional 

qualifications, training, experience and competence of all personnel. Competency evaluations 
shall be recorded (ISO 15189 Clause 5.1.2). 

 
19. Every medical laboratory shall have documented job descriptions for all personnel (ISO 15189 

Clause 4.1.5(f) and 5.1.1). 
 

20. The management of every medical laboratory shall ensure that staff are appropriately trained to 
perform their respective functions and that they are supervised by trained and competent 
persons (ISO Clause 4.1.5 (g)). 

 
21. The management of every medical laboratory shall ensure that there are documented personnel 

policies (ISO Clause 5.1.1). 
 

22. Every medical laboratory shall ensure that staff have been trained in the areas of management 
and quality assurance as evidenced by competency assessment records (ISO Clause 5.1.6). 

 
23. The management of every medical laboratory shall ensure that relevant staff have authorization 

to perform particular tasks e.g., testing and operation of equipment (ISO Clause 5.1.7). 
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24. Every medical laboratory shall ensure that there is a continuing education programme available 
to all staff at all levels (ISO Clause 5.1.9). 

 

QSE - Equipment 
 
25. Every medical laboratory shall have equipment and supplies sufficient to provide its services (ISO 

15189 Clause 5.3.1). 
 
26. Every medical laboratory must ensure that equipment and computers are operated by 

authorised personnel only (ISO 15189 Clause 5.3.5 and 5.3.11). 
 
27. Every medical laboratory shall ensure that all pieces of equipment are uniquely identified and 

have the appropriate, required records.(ISO Clause 5.3.3 and 5.3.4). 
 

28. Every medical laboratory shall ensure that all pieces of equipment are maintained in a safe 
working condition (ISO Clause 5.3.6).  

 
29. Every medical laboratory shall ensure that there are procedures for safe handling, transport and 

use of equipment and consumables to prevent contamination and deterioration (ISO Clause 
5.3.12). 

 
30. Every medical laboratory shall ensure that all pieces of equipment that are found to be defective 

are clearly labelled as such and taken out of service and decontaminated until repaired and 
deemed fit for use or decommissioned. The possible effect of this equipment failure on test 
results shall be examined and appropriate action taken (ISO Clause 5.3.7).  

 
31. Every medical laboratory shall provide adequate space for repair of equipment, appropriate 

personal protective equipment and a list of measures used to reduce contamination to the 
person working on the malfunctioning item (ISO Clause 5.3.8). 

 
32. Every medical laboratory shall have a documented preventive maintenance and calibration 

programme (policies and procedures) for its instruments, reagents and analytical systems for its 
equipment. All such equipment shall have a label indicating the current status of 
calibration/verification and the date when calibration/verification is due (ISO Clause 4.2.5, 5.3.2, 
5.3.8 and 5.3.9). 

 

QSE - Purchasing and Inventory 
 
33. Every medical laboratory shall maintain a register of referral laboratories and shall be responsible 

for return of results from such laboratories to the requester (ISO 15189 Clause 4.5.3 and 4.5.4).  
 
34. Every medical laboratory shall have an inventory control system for supplies (ISO 15189 Clause 

4.6.3). 
 
35. Every medical laboratory shall have procedures for the inspection, acceptance/rejection and 

storage of consumable material (ISO Clause 4.6.1). 
 
36. Every medical laboratory shall ensure that items (equipment and consumable supplies) that 

affect the quality of service provided shall not be used until they have been shown to meet the 
required technical specifications for the procedures concerned (ISO Clause 4.6.2). 

 
37. Every medical laboratory shall have documented procedures for selection and quality monitoring 

of referral laboratories and consultants who provide second opinions to the laboratory. They 
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shall periodically review these arrangements to ensure that all requirements are being met (ISO 
Clause 4.5.1 and 4.5.2). 

 
38. Every medical laboratory shall have documented procedures for the review of service 

agreements to provide testing services. These should address the procedure to be followed if 
amendments are made (ISO Clause 4.4.1 and 4.4.5). 

 

 
QSE - Process Control - Pre-Analytical, Analytical, Post-Analytical 

 

 Pre-Analytical 
 
39. Every medical laboratory shall provide information for users which shall include a list of 

examinations offered, instructions for collection, transport, handling of samples and specimens 
and relevant performance specifications (ISO 15189 Clauses 4.1.2, 5.4.3 and 5.5.6).  

 
40. Every medical laboratory shall have request forms that indicate clearly the identifiers of the 

patient and requesting individual, date and type of specimen, examinations requested and 
relevant clinical information (ISO 15189 Clause 5.4.1).  

 
41. Every medical laboratory shall ensure traceability of primary samples and sample portions or 

aliquots to identified individuals from whom the specimens were taken (ISO 15189 Clause 5.4.5 
and 5.4.12). 

 
42. Every medical laboratory shall monitor the transport of samples to the laboratory to ensure the 

integrity of samples and safety of the carrier and environment (ISO 15189 Clause 5.4.6). 
 

43. The management of every medical laboratory shall ensure that there are documented 
procedures for the collection and handling of primary samples and that these instructions are 
made available to persons responsible for primary sample collection in the form of a primary 
sample collection manual which shall be part of the document control system (ISO 15189 Clause 
5.4.2 and 5.4.4). 

 
44. Every medical laboratory shall maintain an accession log of all samples received and shall 

develop criteria for acceptance and rejection of primary samples (ISO 15189 Clause 5.4.7 and 
5.4.8). 

 
45. Every medical laboratory shall have a documented procedure for processing and reporting all 

samples marked as urgent (ISO 15189 Clause 5.4.11). 
 

46. Every medical laboratory shall ensure that after results have been reported the samples are 
stored for a specified time under conditions that ensure their stability so that if required the 
examination may be repeated (ISO 15189 Clause 5.4.14). 

 

 Analytical 
 
47. Every medical laboratory shall have documented standard operating procedures available at the 

work station (ISO 15189 Clause 5.5.3). 
 
48. Every medical laboratory shall have internal quality control systems to ensure that the required 

quality of results is achieved (ISO 15189 Clause 5.6.1).  
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49. Every medical laboratory shall determine the uncertainty of its results where possible and 
relevant (ISO 15189 Clause 5.6.2). 

 
50. Every medical laboratory shall design a programme for the calibration of measuring systems and 

the verification of accuracy and traceability of the results (ISO 15189 Clause 5.6.3). 
 

51. Every medical laboratory shall participate in inter-laboratory comparisons e.g., external quality 
assessment schemes and proficiency testing, the results of which shall be monitored and 
required corrective actions documented and acted upon (ISO 15189 Clause 5.6.4 and 5.6.5). 

 
52. Every medical laboratory shall practice internal quality control for all tests and participate in 

inter-laboratory comparison programmes such as external quality assessment for all tests (ISO 
15189 Clause 4.2.2 and 5.6.1). 

 
53. Every medical laboratory shall use appropriate procedures for, selection, taking sample portions 

and examination that are appropriate for the examination and meet the needs of users of the 
laboratory services (ISO 15189 Clause 5.5.1). 

 
54. Every medical laboratory shall periodically review biological reference intervals and make 

corrective action as necessary (ISO 15189 Clause 5.5.5). 
 

55. Every medical laboratory shall inform its users of changes in procedure which may significantly 
affect the interpretation of results (ISO 15189 Clause 5.5.7). 

 

Post-Analytical 
 
56. Every medical laboratory shall have a policy and procedure for reporting of results that ensures 

that all results are reviewed and authorised by competent personnel and released only to 
persons authorised to receive such reports (ISO 15189 Clause 5.7.1, 5.8.3, 5.8.12, 5.8.13 and 
5.8.14). 

 
57. Every medical laboratory shall issue reports that contain at a minimum, the issuing laboratory’s 

identification, patient and provider identifiers, identification of examination and results with 
appropriate units and range, date of issue of result and date of test request, identity of person 
authorising release of the report and quality of primary sample if it could have compromised the 
result (ISO 15189 Clause 5.8.3, 5.8.4 and 5.8.5). 

 
58. Every medical laboratory shall have processes for monitoring the return of results and 

turnaround times for reports. The turnaround times shall be established in consultation with the 
appropriate user or requester (ISO 15189 Clause 5.8.2 and 5.8.11). 

 
59. The management of every medical laboratory shall ensure that there is a policy for notifying 

requesters of tests when a result is delayed (ISO 15189 Clause 5.8.11). 
 

60. Copies of all records and reports, including those received from referral laboratories, shall be 
retained in readily retrievable form, as mandated by legal requirements or other applicable 
international guidelines (ISO 15189 Clause 4.13.3 and 5.8.6). 

 
61. Every medical laboratory shall determine, in consultation with users, alert/critical values and 

intervals and establish procedures for immediate notification to the requester (ISO 15189 Clause 
5.8.7, 5.8.8 and 5.8.10). 
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62. Every medical laboratory shall ensure that all interim reports (including verbal, telephone or 
electronic) are followed by a final report and that there are policies and procedures for amending 
reports (ISO 15189 Clause 5.8.9 and 5.8.15).  

 
63. Every medical laboratory shall have a policy and procedure for the storage and safe disposal of 

samples (ISO 15189 Clause 5.7.2 and 5.7.3).  
 

QSE - Document Control 
 
64. Every medical laboratory shall have a document control system for uniquely identifying all 

documents that form its quality management system (ISO 15189 Clause 4.3.3). 
 
65. Every medical laboratory shall have documented procedures for the control of all documents 

that form part of its quality management system (ISO Clause 4.3.1 and 4.3.2). 
 

66. Every medical laboratory shall have procedures for managing the storage (to ensure protection 
from damage, deterioration, loss and unauthorized access), retention and disposal of quality and 
technical records (ISO Clause 4.13.1 and 4.13.2). 

 

QSE - Information Management 
 

67. Every medical laboratory shall establish policies regarding the use of the computer system (if 
present) with reference to patient information e.g., results and billing (ISO Clause 5.1.8). 

 
68. The management of every medical laboratory shall ensure that computers and automated 

equipment are provided with the appropriate operating and environmental conditions in order 
to preserve the integrity of data and that they are maintained to ensure their correct functioning 
(ISO Clause 5.3.11 (c)). 

 

QSE - Occurrence Management 
 
69. Every medical laboratory shall have policies and procedures for the resolution of complaints and 

to address feedback received from relevant stakeholders. Records of these complaints, their 
investigations and subsequent appropriate corrective actions taken shall be retained (ISO Clause 
4.8). 

 
QSE - Assessment 
 
70. Every medical laboratory shall periodically conduct internal audits of its system by trained and 

qualified personnel. Evidence of corrective actions shall be documented (ISO 15189 Clause 4.14.1 
and 4.14.2). 

 

QSE - Process Improvement 
 

71. Every medical laboratory shall have quality indicators for monitoring and evaluating the 
laboratory’s contribution to patient care. All non-conformities must be addressed (ISO Clause 
4.12.4). 

 
72. The management of every medical laboratory shall ensure that the laboratory participates in 

quality improvement activities that address areas that affect the outcome of patient care (ISO 
Clause 4.12.4). 
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73. The management of every medical laboratory shall ensure that it provides access to relevant 
training and educational opportunities for both laboratory staff and laboratory users (ISO Clause 
4.12.5). 

 
74. Every medical laboratory shall ensure that results of internal audits are submitted to laboratory 

management for review and that timely corrective action is taken to address audit findings.  (ISO 
Clause 4.14.2 and 4.14.3). 

 
75. The medical laboratory shall implement corrective procedures that include an investigative 

process to determine the root cause of identified non-conformities (ISO Clause 4.10.1). 
 
 

QSE - Facilities and Safety 
 

 Facilities 
 
76. Every medical laboratory shall provide facilities and maintain a working environment in which 

staff can perform required functions in a manner that does not compromise the quality of work 
and is safe for staff and clients (ISO 15189 Clause 5.2.1 and 5.2.10).  

 
77. Medical laboratory premises shall have space, including but not limited to, the following: 
 
 (a) Facilities for patients including reception area, access to separate bathrooms and 

 procedure for facilitating patients with disabilities (ISO 15189 Clause 5.2.2 and 5.2.3). 
 
 (b) Specimen collection area (ISO 15189 Clause 5.2.4). 
 
 (c) Separation of incompatible activities such as specimen collection and testing facilities 

 (ISO 15189 Clause 5.2.6). 
 
 (d) Facilities for storage of records, reagents and supplies including toxic, hazardous and 

 potentially contaminating chemicals and biological materials (ISO 15189 Clause 5.2.9). 
 
78. Every medical laboratory shall monitor, control and record environmental conditions that may 

affect test results (ISO Clause 5.2.5). 
 
79. Every medical laboratory shall implement measures for good housekeeping practices and storage 

and disposal of dangerous materials according to relevant regulations. They shall train personnel 
as required in any special cleaning regimes and in the handling of dangerous materials (ISO 
Clause 5.2.10). 

 

 Safety  
 
80. Every medical laboratory shall restrict access to only authorised persons (ISO 15189 Clause 

5.2.7). 
 
81. Every medical laboratory shall appoint or assign a staff member who shall have overall 

responsibility for overseeing the laboratory’s general safety and biosafety programme (ISO 15190 
Clause 7.1). 
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82. Every medical laboratory shall have a safety manual which includes a safety policy statement and 
provides guidance to laboratory personnel on the laboratory’s safety requirements (ISO 15190 
Clause 7.4). 

 
83. Every medical laboratory shall ensure that its personnel are trained in aspects of safety relevant 

for the safe operation of the laboratory, initially and periodically thereafter. Incident and 
accident shall be reported (ISO 15190 Clause 10 and 4.1.2). 

 
84. Every medical laboratory shall institute measures for medical surveillance of staff and ensure 

that all staff are immunised against hepatitis B and tetanus. Staff who may come into contact 
with other pathogens during the course of their work (e.g. rabies) shall be immunised as required 
(ISO 15190 Clause 5.2, 7.2b)). 

 
85. Every medical laboratory shall provide staff with the necessary personal protective equipment to 

ensure their safe operation within the laboratory (ISO 15189 Clause 5.2.2). 
 
86. Every medical laboratory shall ensure that work areas are adequately cleaned and that separate 

arrangements are made for safe disposal of hazardous waste (biological, chemical, radioactive) in 
accordance with national regulations and/or international recommendations (ISO 15189 Clause 
5.2.10). 

 
87. Every medical laboratory shall have a written fire control and evacuation plan together with 

clearly marked fire escape routes which shall be posted in one or more conspicuous places (ISO 
15190 Clause 19, 20). 
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ANNEX 4: REQUIREMENTS FOR TIER 3 RECOGNITION (Quality Improvement Tier 3)  

 

Tier 1 - Black  Tier 2 - Blue  Tier 3 - Green 

Every health facility licensed as a medical laboratory that will achieve Quality Improvement 

Level 2 shall ensure that all the requirements of this part are met: 

 

QSE - Organisation: 
 

1. Every medical laboratory or the organization of which it is a part shall be a legally identifiable 
entity (ISO 15189 Clause 4.1.1). 

 
2. Every medical laboratory shall have an organizational chart that defines the organization and 

management of the laboratory and its relationship with related organizations (ISO 15189 Clause 
4.1.5 (e)).  

 
3. The management of every medical laboratory shall ensure that there are appropriate and 

effective internal communication processes in order to sustain the Quality Management System 
(ISO Clause 4.1.6). 

 
4. Every medical laboratory shall appoint or assign a staff member who shall have overall 

responsibility for overseeing the laboratory’s quality management system (ISO 15189 Clause 
4.1.5 i). 

 
5. Every medical laboratory shall ensure that deputies have been appointed for all key functions 

(ISO Clause 4.1.5 (j)). 
 
6. The management of every medical laboratory shall ensure that staff have been instructed in the 

use and application of the quality manual (ISO Clause 4.2.4). 
 
7. Every medical laboratory shall have a quality manual that describes the policies and procedures 

that constitute its quality management system including a quality policy that commits to meeting 
the requirements of ISO 15189 at its permanent facilities and other associated sites (ISO 15189 
Clause 4.2.3 and 4.2.4). 

 
8. Every medical laboratory shall ensure that its personnel are trained in quality management 

initially and periodically thereafter to ensure the maintenance of its quality management system 
(ISO 15189 Clause 4.2.4 and 5.1.2). 

 
9. Every medical laboratory shall conduct management review of its operations at least annually 

and shall develop a quality improvement action plan based on the results of audit and 
management review. Staff shall be informed of the findings made as a result of these reviews 
(ISO 15189 Clause 4.15.1, 4.15.2 and 4.15.4). 

 
10. The management of every medical laboratory shall ensure that all policies, processes and 

procedures have been documented, shared with and understood by relevant staff and 
subsequently implemented (ISO Clause 4.2.1). 

 
11. The management of the medical laboratory shall ensure that the quality and appropriateness of 

the laboratory's contribution to patient care is objectively monitored and evaluated. This may be 
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achieved through client surveys, reports of meetings with clinical staff and review of records of 
quality indicators (ISO Clause 4.15.3). 
 

12. Every medical laboratory shall report to the Ministry of Health the relevant statistics of those 
tests that a medical practitioner is required to report under the existing laws, while maintaining 
the confidentiality of information reported. 

 

Ethics 
 
13. Every medical laboratory shall have a policy that addresses the declaration of conflicts of interest 

that could influence the credibility of the activities and the confidentiality of the information 
generated by the laboratory (ISO 15189 Clause 4.1.4 and 4.1.5 b, c, d and 5.1.13). 

 
14. Every medical laboratory shall provide its services to all users in a manner that respects their 

health rights and does not discriminate on the basis of origin, gender, age, ethnicity, religion, 
sexual orientation, disability or any other condition that infringes on their constitutional rights 
(ISO 15189 Annex C 2.2). 

 
15. Personnel employed within medical laboratories shall not compromise their organization by 

engaging in activities other than those authorized (ISO 15189 Clause 4.1.5 b, d)). 
 
16. Every medical laboratory shall ensure that all procedures carried out on a patient are conducted 

with the consent of the patient. In emergency situations, consent may not be possible and under 
these circumstances it is acceptable to carry out necessary procedures, provided they are in the 
patient’s best interest (ISO 15189 Annex C 4.1). 

 

QSE - Personnel 
 
17. Every medical laboratory shall be under the supervision and direction of a suitably trained and 

competent individual (ISO 15189 Clause 4.1.5 (h), 5.1.3 and 5.1.12). 
 

18. Every medical laboratory shall ensure that job descriptions of the laboratory director or their 
designate include professional, scientific, consultative, advisory, administrative and educational 
responsibilities (ISO Clause 5.1.4). 

 
19. The management of every medical laboratory shall ensure that there are appropriate numbers of 

staff, with the required education, training and resources, to meet the demands of the service 
and carry out the other functions of the quality management system (ISO 15189 Clause 4.1.5 (a), 
5.1.5). 

 
20. Every medical laboratory shall maintain records of relevant educational and professional 

qualifications, training, experience and competence of all personnel. Competency evaluations 
shall be recorded (ISO 15189 Clause 5.1.2). 

 
21. Every medical laboratory shall have documented job descriptions for all personnel (ISO 15189 

Clause 4.1.5(f) and 5.1.1). 
 

22. The management of every medical laboratory shall ensure that staff are appropriately trained to 
perform their respective functions and that they are supervised by trained and competent 
persons. Following training and periodically thereafter, staff competency shall be assessed with 
retraining and reassessment occurring whenever necessary (ISO Clause 4.1.5 (g), 5.1.11). 
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23. The management of every medical laboratory shall ensure that there are documented personnel 
policies (ISO Clause 5.1.1). 

 
24. Every medical laboratory shall ensure that staff have been trained in the areas of management 

and quality assurance as evidenced by competency assessment records (ISO Clause 5.1.6). 
 

25. The management of every medical laboratory shall ensure that relevant staff have authorization 
to perform particular tasks e.g., testing and operation of equipment (ISO Clause 5.1.7). 

 
26. Every medical laboratory shall ensure that there is a continuing education programme available 

to all staff at all levels (ISO Clause 5.1.9). 
 

QSE - Equipment 
 
27. Every medical laboratory shall have equipment and supplies sufficient to provide its services (ISO 

15189 Clause 5.3.1). 
 
28. Every medical laboratory must ensure that equipment and computers are operated by 

authorised personnel only (ISO 15189 Clause 5.3.5 and 5.3.11). 
 
29. Every medical laboratory shall ensure that all pieces of equipment are uniquely identified and 

have the appropriate, required records.(ISO Clause 5.3.3 and 5.3.4). 
 

30. Every medical laboratory shall ensure that all pieces of equipment are maintained in a safe 
working condition (ISO Clause 5.3.6).  

 
31. Every medical laboratory shall ensure that there are procedures to prevent tampering or 

adjustments to equipment, computer hardware or software, reference materials, consumables, 
reagents and analytical systems that could cause examination results to be invalidated (ISO 
Clause 5.3.14). 

 
32. Every medical laboratory shall ensure that there are procedures for safe handling, transport and 

use of equipment and consumables to prevent contamination and deterioration (ISO Clause 
5.3.12). 

 
33. Every medical laboratory shall ensure that all pieces of equipment that are found to be defective 

are clearly labelled as such and taken out of service and decontaminated until repaired and 
deemed fit for use or decommissioned. The possible effect of this equipment failure on test 
results shall be examined and appropriate action taken. There shall be documented procedures 
(calibration, verification or testing) for ensuring that the equipment is in good working order 
before returning it to service (ISO Clause 5.3.7).  

 
34. Every medical laboratory shall provide adequate space for repair of equipment, appropriate 

personal protective equipment and a list of measures used to reduce contamination to the 
person working on the malfunctioning item (ISO Clause 5.3.8). 

 
35. Every medical laboratory shall have procedures for ensuring that equipment (upon installation 

and in routine use) performs as required and meets the specifications that pertain to the 
examinations being performed (ISO Clause 5.3.2). 

 
36. Every medical laboratory shall have a documented preventive maintenance and calibration 

programme (policies and procedures) for its instruments, reagents and analytical systems for its 
equipment. All such equipment shall have a label indicating the current status of 
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calibration/verification and the date when calibration/verification is due (ISO Clause 4.2.5, 5.3.2, 
5.3.8 and 5.3.9). 

 
37. Every medical laboratory shall have procedures for ensuring that correction factors are updated 

on the relevant documents wherever the calibration of equipment produces new correction 
factors (ISO Clause 5.3.13). 

 
38. Every medical laboratory shall have procedures for ensuring that equipment that has been 

repaired, serviced or removed from the direct control of the laboratory is checked and 
functioning as required before being used (ISO Clause 5.3.10). 

 

QSE - Purchasing and Inventory 
 
39. Every medical laboratory shall maintain a register of referral laboratories and shall be responsible 

for return of results from such laboratories to the requester (ISO 15189 Clause 4.5.3 and 4.5.4).  
 
40. Every medical laboratory shall have an inventory control system for supplies (ISO 15189 Clause 

4.6.3). 
 
41. Every medical laboratory shall have procedures for the inspection, acceptance/rejection and 

storage of consumable material (ISO Clause 4.6.1). 
 
42. Every medical laboratory shall establish policies and procedures for the selection and use of the 

following purchases: external services, equipment and consumables that affect the quality of the 
service provided by the laboratory (ISO Clause 4.6.1). 

 
43. Every medical laboratory shall ensure that suppliers of consumables, services and supplies are 

evaluated where the quality of testing provided by the laboratory could be affected by the 
aforementioned items. A list of approved suppliers and their evaluation records shall be 
maintained (ISO Clause 4.6.4). 

 
44. Every medical laboratory shall ensure that items (equipment and consumable supplies) that 

affect the quality of service provided shall not be used until they have been shown to meet the 
required technical specifications for the procedures concerned (ISO Clause 4.6.2). 

 
45. The management of the medical laboratory shall ensure that appropriate (qualified and 

competent) laboratory professionals are available to provide advice on the choice of 
examinations, use of the laboratory services and interpretation of the examination results where 
required (ISO Clause 4.7). 

 
46. Every medical laboratory shall have documented procedures for selection and quality monitoring 

of referral laboratories and consultants who provide second opinions to the laboratory. They 
shall periodically review these arrangements to ensure that all requirements are being met (ISO 
Clause 4.5.1 and 4.5.2). 

 
47. Every medical laboratory shall have documented procedures for the review of service 

agreements to provide testing services. These should address the procedure to be followed if 
amendments are made (ISO Clause 4.4.1 and 4.4.5). 
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QSE - Process Control - Pre-Analytical, Analytical, Post-Analytical 
 

Pre-Analytical 
 
48. Every medical laboratory shall provide information for users which shall include a list of 

examinations offered, instructions for collection, transport, handling of samples and specimens 
and relevant performance specifications (ISO 15189 Clauses 4.1.2, 5.4.3 and 5.5.6).  

 
49. Every medical laboratory shall have request forms that indicate clearly the identifiers of the 

patient and requesting individual, date and type of specimen, examinations requested and 
relevant clinical information (ISO 15189 Clause 5.4.1).  

 
50. Every medical laboratory shall have a written policy to address the processing of verbal requests 

for examinations (ISO Clause 5.4.13). 
 

51. Every medical laboratory shall ensure traceability of primary samples and sample portions or 
aliquots to identified individuals from whom the specimens were taken (ISO 15189 Clause 5.4.5 
and 5.4.12). 

 
52. Every medical laboratory shall monitor the transport of samples to the laboratory to ensure the 

integrity of samples and safety of the carrier and environment (ISO 15189 Clause 5.4.6). 
 

53. The management of every medical laboratory shall ensure that there are documented 
procedures for the collection and handling of primary samples and that these instructions are 
made available to persons responsible for primary sample collection in the form of a primary 
sample collection manual which shall be part of the document control system (ISO 15189 Clause 
5.4.2 and 5.4.4). 

 
54. The management of every medical laboratory shall periodically review its sample volume 

requirements to ensure that the appropriate amount of sample is being collected for the 
examination being performed (ISO Clause 5.4.9). 

 
55. The management of every medical laboratory shall ensure that only authorized personnel review 

examination requests and submitted samples to decide which examinations are to be performed 
and the testing methods to be used (ISO Clause 5.4.10). 

 
56. Every medical laboratory shall maintain an accession log of all samples received and shall 

develop criteria for acceptance and rejection of primary samples (ISO 15189 Clause 5.4.7 and 
5.4.8). 

 
57. Every medical laboratory shall have a documented procedure for processing and reporting all 

samples marked as urgent (ISO 15189 Clause 5.4.11). 
 

58. Every medical laboratory shall ensure that after results have been reported the samples are 
stored for a specified time under conditions that ensure their stability so that if required the 
examination may be repeated (ISO 15189 Clause 5.4.14). 

 

 Analytical 
 
59. Every medical laboratory shall have documented standard operating procedures available at the 

work station (ISO 15189 Clause 5.5.3). 
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60. Every medical laboratory shall have internal quality control systems to ensure that the required 
quality of results is achieved (ISO 15189 Clause 5.6.1).  

 
61. Every medical laboratory shall determine the uncertainty of its results where possible and 

relevant (ISO 15189 Clause 5.6.2). 
 

62. Every medical laboratory shall design a programme for the calibration of measuring systems and 
the verification of accuracy and traceability of the results (ISO 15189 Clause 5.6.3). 

 
63. Every medical laboratory shall participate in inter-laboratory comparisons e.g., external quality 

assessment schemes and proficiency testing, the results of which shall be monitored and 
required corrective actions documented and acted upon (ISO 15189 Clause 5.6.4 and 5.6.5). 

 
64. Every medical laboratory shall practice internal quality control for all tests and participate in 

inter-laboratory comparison programmes such as external quality assessment for all tests (ISO 
15189 Clause 4.2.2 and 5.6.1). 

 
65. Every medical laboratory shall have a procedure for periodically verifying the comparability of 

results when different methods and/or equipment are used or testing is performed at a different 
site. These results should be documented and where appropriate, acted upon in an expeditious 
manner (ISO Clause 5.6.6, 5.6.7). 

 
66. Every medical laboratory shall use appropriate procedures for, selection, taking sample portions 

and examination that are appropriate for the examination and meet the needs of users of the 
laboratory services. If in-house methods are used they shall be fully documented and validated 
for their intended use (ISO 15189 Clause 5.5.1). 

 
67. Every medical laboratory shall have procedures for evaluating and validating examination 

procedures before their implementation and use. The validation procedures and their results 
shall be recorded. Examination procedures shall be reviewed at defined intervals (usually 
annually) and these reviews documented (ISO Clause 5.5.2).  

 
68. The laboratory management shall ensure that the performance specifications for procedures 

used in examinations are appropriate for their intended use in that procedure (ISO Clause 5.5.4). 
 

69. Every medical laboratory shall periodically review biological reference intervals and make 
corrective action as necessary (ISO 15189 Clause 5.5.5). 

 
70. Every medical laboratory shall inform its users of changes in procedure which may significantly 

affect the interpretation of results (ISO 15189 Clause 5.5.7). 
 

 Post-Analytical 
 
71. Every medical laboratory shall have a policy and procedure for reporting of results that ensures 

that all results are reviewed and authorised by competent personnel and released only to 
persons authorised to receive such reports (ISO 15189 Clause 5.7.1, 5.8.3, 5.8.12, 5.8.13 and 
5.8.14). 

 
72. Every medical laboratory shall issue reports that contain at a minimum, the issuing laboratory’s 

identification, patient and provider identifiers, identification of examination and results with 
appropriate units and range, date of issue of result and date of test request, identity of person 
authorising release of the report and quality of primary sample if it could have compromised the 
result (ISO 15189 Clause 5.8.3, 5.8.4 and 5.8.5). 
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73. The management of every medical laboratory shall be responsible for formatting the 

examination reports which should be done in collaboration with the users of the laboratory (ISO 
Clause 5.8.1). 

 
74. Every medical laboratory shall have processes for monitoring the return of results and 

turnaround times for reports. The turnaround times shall be established in consultation with the 
appropriate user or requester (ISO 15189 Clause 5.8.2 and 5.8.11). 

 
75. The management of every medical laboratory shall ensure that there is a policy for notifying 

requesters of tests when a result is delayed (ISO 15189 Clause 5.8.11). 
 

76. Copies of all records and reports, including those received from referral laboratories, shall be 
retained in readily retrievable form, as mandated by legal requirements or other applicable 
international guidelines (ISO 15189 Clause 4.13.3 and 5.8.6). 

 
77. Every medical laboratory shall determine, in consultation with users, alert/critical values and 

intervals and establish procedures for immediate notification to the requester. The critical 
properties and their alert/critical intervals should be determined after consultation with the 
clinicians using the laboratory to ensure that "local" clinical needs are being served (ISO 15189 
Clause 5.8.7, 5.8.8 and 5.8.10). 

 
78. Every medical laboratory shall ensure that all interim reports (including verbal, telephone or 

electronic) are followed by a final report and that there are policies and procedures for amending 
reports (ISO 15189 Clause 5.8.9 and 5.8.15).  

 
79. The management of every medical laboratory shall ensure that results that were available for 

clinical decision-making but that have since been revised are documented on all reports that 
follow and must be identified as having been revised (ISO Clause 5.8.16). 

 
80. Every medical laboratory shall have a policy and procedure for the storage and safe disposal of 

samples (ISO 15189 Clause 5.7.2 and 5.7.3).  
 

QSE - Document Control 
 
81. Every medical laboratory shall have a document control system for uniquely identifying all 

documents that form its quality management system (ISO 15189 Clause 4.3.3). 
 
82. Every medical laboratory shall have documented procedures for the control of all documents 

that form part of its quality management system (ISO Clause 4.3.1 and 4.3.2). 
 

83. Every medical laboratory shall have procedures for managing the storage (to ensure protection 
from damage, deterioration, loss and unauthorized access), retention and disposal of quality and 
technical records (ISO Clause 4.13.1 and 4.13.2). 

 

QSE - Information Management 
 

84. Every medical laboratory shall establish policies regarding the use of the computer system (if 
present) with reference to patient information e.g., results and billing (ISO Clause 5.1.8). 

 
85. Every medical laboratory shall establish procedures for protecting the integrity of data (ISO 

Clause 5.3.11 (b),(d)). 
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86. Every medical laboratory shall establish procedures for validating computer software as being 
appropriate for use (ISO Clause 5.3.11 (a)). 

 
87. The management of every medical laboratory shall ensure that computers and automated 

equipment are provided with the appropriate operating and environmental conditions in order 
to preserve the integrity of data and that they are maintained to ensure their correct functioning 
(ISO Clause 5.3.11 (c)). 

 

QSE - Occurrence Management 
 
88. Every medical laboratory shall have policies and procedures for the resolution of complaints and 

to address feedback received from relevant stakeholders. Records of these complaints, their 
investigations and subsequent appropriate corrective actions taken shall be retained (ISO Clause 
4.8). 

89. Every medical laboratory shall have policies and procedures to address situations where any 
component of its examinations does not conform to its own procedures or the agreed upon 
requirements of its quality management system or the requesting clinician (ISO Clause 4.9.1). 

90. The management of the laboratory shall ensure that where there is doubt regarding the 
laboratory's compliance with its quality management system requirements or where a non-
conforming event could recur, procedures to identify, document and eliminate the root cause(s) 
shall be promptly implemented (ISO Clause 4.9.2). 

 
91. The management of the laboratory shall implement procedures for the release of results where 

anon-conforming event has been known to occur (ISO Clause 4.9.3). 

 
QSE - Assessment 
 
92. Every medical laboratory shall periodically conduct internal audits of its system by trained and 

qualified personnel. Evidence of corrective actions shall be documented (ISO 15189 Clause 4.14.1 
and 4.14.2). 

 

QSE - Process Improvement 
 

93. Every medical laboratory shall have quality indicators for monitoring and evaluating the 
laboratory’s contribution to patient care. All non-conformities must be addressed (ISO Clause 
4.12.4). 

 
94. The management of every medical laboratory shall ensure that the laboratory participates in 

quality improvement activities that address areas that affect the outcome of patient care (ISO 
Clause 4.12.4). 

 
95. The management of every medical laboratory shall ensure that it provides access to relevant 

training and educational opportunities for both laboratory staff and laboratory users (ISO Clause 
4.12.5). 

 
96. Every medical laboratory shall ensure that results of internal audits are submitted to laboratory 

management for review and that timely corrective action is taken to address audit findings.  (ISO 
Clause 4.14.2 and 4.14.3). 

 
97. The medical laboratory shall implement corrective procedures that include an investigative 

process to determine the root cause of identified non-conformities (ISO Clause 4.10.1). 
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98. The management of the medical laboratory shall document, implement and monitor any 

corrective actions taken to ensure that they have addressed the root cause of identified non-
conformities. The results of the corrective actions shall be submitted for laboratory management 
review (ISO Clause 4.10.2, 4.10.3, 4.10.4). 

 
99. The management of the medical laboratory shall ensure that an audit of the appropriate area of 

activity is conducted when the identification of a non-conformity or the results of a corrective 
action investigation brings into question the compliance with the quality management system 
(ISO 4.10.4). 

 

QSE - Facilities and Safety 
 

Facilities 
 
100. Every medical laboratory shall provide facilities and maintain a working environment in which 

staff can perform required functions in a manner that does not compromise the quality of work 
and is safe for staff and clients (ISO 15189 Clause 5.2.1 and 5.2.10).  

 
101. Every medical laboratory shall have a communications systems for the efficient transfer of 

messages that is appropriate to the size and complexity of the facility (ISO Clause 5.2.8). 
 
102. Medical laboratory premises shall have space, including but not limited to, the following: 
 
 (a) Facilities for patients including reception area, access to separate bathrooms and 

 procedure for facilitating patients with disabilities (ISO 15189 Clause 5.2.2 and 5.2.3). 
 
 (b) Specimen collection area (ISO 15189 Clause 5.2.4). 
 
 (c) Separation of incompatible activities such as specimen collection and testing facilities 

 (ISO 15189 Clause 5.2.6). 
 
 (d) Facilities for storage of records, reagents and supplies including toxic, hazardous and 

 potentially contaminating chemicals and biological materials (ISO 15189 Clause 5.2.9). 
 
103. Every medical laboratory shall monitor, control and record environmental conditions that may 

affect test results (ISO Clause 5.2.5). 
 
104. Every medical laboratory shall implement measures for good housekeeping practices and storage 

and disposal of dangerous materials according to relevant regulations. They shall train personnel 
as required in any special cleaning regimes and in the handling of dangerous materials (ISO 
Clause 5.2.10). 

 

Safety  
 
105. Every medical laboratory shall restrict access to only authorised persons (ISO 15189 Clause 

5.2.7). 
 
106. Every medical laboratory shall appoint or assign a staff member who shall have overall 

responsibility for overseeing the laboratory’s general safety and biosafety programme (ISO 15190 
Clause 7.1). 
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107. Every medical laboratory shall have a safety manual which includes a safety policy statement and 
provides guidance to laboratory personnel on the laboratory’s safety requirements (ISO 15190 
Clause 7.4). 

 
108. Every medical laboratory shall ensure that its personnel are trained in aspects of safety relevant 

for the safe operation of the laboratory, initially and periodically thereafter. Incident and 
accident shall be reported (ISO 15190 Clause 10 and 4.1.2). 

 
109. Every medical laboratory shall institute measures for medical surveillance of staff and ensure 

that all staff are immunised against hepatitis B and tetanus. Staff who may come into contact 
with other pathogens during the course of their work (e.g. rabies) shall be immunised as required 
(ISO 15190 Clause 5.2, 7.2b)). 

 
110. Every medical laboratory shall provide staff with the necessary personal protective equipment to 

ensure their safe operation within the laboratory (ISO 15189 Clause 5.2.2). 
 
111. Every medical laboratory shall ensure that work areas are adequately cleaned and that separate 

arrangements are made for safe disposal of hazardous waste (biological, chemical, radioactive) in 
accordance with national regulations and/or international recommendations (ISO 15189 Clause 
5.2.10). 

 
112. Every medical laboratory shall have a written fire control and evacuation plan together with 

clearly marked fire escape routes which shall be posted in one or more conspicuous places (ISO 
15190 Clause 19, 20). 

 
113. Every medical laboratory shall have a written fire control and evacuation plan together with 

clearly marked fire escape routes which shall be posted in one or more conspicuous places (ISO 
15190 Clause 19, 20). 

 

 

 

 

 

 

 

 


