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Summary and Agenda

Quality Management Course Overview:

The role of the laboratory in combating tuberculosis disease is extremely important and assuring
systems that are accurate, timely and reliable are critical to its success. Often there are challenges setting
up and maintaining a Laboratory Quality Management System (LQMS) that are both practical : and achieve
success.

This course provides an overview to these systems and their relevant components, based on
internationally recognized standards as set forth by the World Health Organization and thexr partner
institutions. The importance of quality management in the TB laboratory will be discusged using a
systems approach, highlighting the key components of a successful LQMS and the importance of quality
assurance and quality control. Students will review critical elements in order to better understand key
internal and external factors that can affect these quality systems from both a clinical and research
perspective. Finally, course partlclpants will be able to put into practice these “keys to succeiss” through
interactive case studies and a review of the current TB diagnostic landscape.

Structure; Lecture-based (PPT), group break-out sessions, hands-on activity (GeneXpert),. ilab tour (if
poSsnble-helpful for hands-on assessment of current practices and procedures)

Da ule:
Day 1: Overview to Laboratory Quality Management Systems (QMS) in the TB Lab

a. Introduction to Quality Management

b. Five Pillars of every Quality System

c. Laboratory Essentials for Quality

d. Breakout session: Approaches in TB Laboratory QMS

Day 2: Quality Management System Essentials

a. Setting up a QMS: Key Components
b. Internal and external factors affecting quality
c. Breakout Session: Documentation and SOPs

Day 3: Quality Assurance and Quality Control

a. QA/QC Overview
b. Importance of Quality Indicators
c. Breakout Session: Xpert MTB/RIF Quality Assurance Program review

Day 4: Quality Systems and the TB Lab: Putting into Practice (Part 1)

a. Review of Lab Core Processes (Pre-Analytical, Analytical, Post-Analytical)
b. QMS and Data Management: Overview
¢. Breakout Session: Case Studies in TB Lab QA/QC

Day 5: Quality Systems and TB Laboratory Platforms: Putting into Practice (Part 2) and Wrap-pp

Case Studies in TB Lab QA/QC (continued)
Key Components of Quality-Assured TB Research
Laboratory Tour and Assessment (optional)

Wrap-up
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