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Quality laboratory services are essential for high quality, cost-effective health care. The 
need to use a laboratory systems approach, focusing on quality management systems 
(QMS) and accreditation standards, is now well recognized [1], as it can provide vital 
information for proper planning and utilization of health resources, which is critical in 
resource-limited settings. Accreditation also provides the credibility necessary to 
assure program investments in laboratory strengthening. 

The Global Laboratory Initiative (GLI) of the Stop TB Partnership has developed a tool 
to assist laboratories in implementing a QMS that meets ISO 15189 Medical 
Laboratory–Requirements for Quality and Competence, the most widely used standard 
for laboratory accreditation. This standard defines the requirements for a laboratory 
QMS but provides no guidance on how to implement processes and procedures to meet 
these requirements. 

The GLI tool covers technical, managerial and TB specific requirements. It provides 
implementation guidance and user-friendly guidelines, roadmaps, checklists, and links 
to support materials to address each requirement of the ISO 15189 standard. Although 
many tools are available to assist laboratories in implementing ISO 15189 [2–4], none 
give an operational translation or guidance for the sequence in which different 
activities should be implemented. The GLI tool synthesizes the information available in 
these tools and presents it in a standardized and harmonized way. 

GLI tool activities are divided over four phases; laboratories can start in any phase and 
can work on requirements in different phases simultaneously. Phase 1 activities aim to 
ensure the correct functioning of the primary process of the laboratory. Phase 2 
activities build quality control measures and create traceability. At the end of Phase 2, 
there should be complete standardization of the primary process and compliance with 
the technical requirements of ISO 15189. Phase 3 focuses on implementing a policy 
cycle with proper management, organization, and planning. One of the most important 
aspects of a QMS is continuous improvement, which is addressed in Phase 4. The total 
time needed is 3–5 years, but even addressing only Phase 1 will lead to improved 
quality and better services. 

For each phase, the user can view the necessary activities structured 1) in a suggested 
implementation order or 2) in the framework of the 12 quality system essentials of the 
Clinical and Laboratory Standards Institute (CLSI) [5]. The tool also includes checklists 
for each phase to facilitate verification that all activities have been implemented. These 
can also be used for initial assessment to identify at which phase the laboratory should 
start. The GLI tool is complementary to the Stepwise Laboratory Improvement Process 
Towards Accreditation (SLIPTA, www.afslm.org), and these can be used side by side 
[6]. 

Political and financial commitments are essential to ensuring quality laboratory 
services. Strengthening laboratory services through QMS implementation needs to be 
integrated into national laboratory strategic plans, and additional resources should be 
provided for training, infrastructure improvement and staffing as necessary. 
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The GLI tool is available at www.GLIquality.org, where it will be periodically updated. 
A pilot has started to validate and further optimize the tool. Initiatives to make the GLI 
tool generic for use in any clinical laboratory are in progress to facilitate strengthening 
of public health laboratories. 
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