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SLMTA 3 CURRICULUM AT-A-GLANCE

The SLMTA 3 curriculum is composed of four modules —QMS 1, QMS 2, QMS 3, and QMS4. Each
module is further divided into sections and activities. The total duration for delivery of the face-
to-face (classroom) version is 92 hours (see time breakdown in the next 2 pages). The classroom
version of the curriculum was redesigned for on-line delivery. The on-line version includes an off-
line/self-study component (lecture recordings and homework assignments) and an on-line/live
component, as well as optional office hours and peer support discussion forum. The total time for
completing the mandatory components of the on-line curriculum is close to 68 hours. The reason
for the reduction of 24 hours after the curriculum redesign is based on the experience from in
country implementation, which indicated the need to simplify the original classroom-based
curriculum.

SLMTA 3 e-Learning Course

Weekly live group Zoom

ff-lin If .
0 e Self Study . sessions**
e 201 recorded lecture videos 14 Kl . +1
(22 hours) (14 weekly sessions

« Homework (26 hours) Orientation session)

9 Weekly office hours e Peer support group
e Get assistance on homework (WhatsApp, on-line discussion
¢ Ask any question you have forum)

e ECHO Series — Tele-mentoring for Improvement Projects

**Accredited by European Accreditation Council on Continuing Medical Education (EACCME®)



Curriculum Time Breakdown: Classroom vs On-Line Version

Activity

Duration in
hh:min
(Classroom-
version)

Duration in minutes
(On-line version)

e-Learning

Live

0.0 Workshop Introduction 6 0
QMS 1 - MANAGEMENT RESPONSIBILITY
1.0 QMS 1 Overview - 2 0
1.1 Introduction 0:40 27 0
1.2 Management Tools
1.2.1 Process Mapping 2:05 115 20
1.2.2 Using the Model for Improvement 2:30 117 43
1.2.3 Managing Performance 2:30 96 65
1.2.4 Creating a Management Calendar 1:25 58 30
1.3 Quality Management System
1.3.1 Designing a Continuously Improving QMS 2:45 50 25
1.3.2 Designing Fit-for-Purpose Processes 2:05 28 38
1.4 Document and Records
1.4.1 Introduction to Documentation System 10 10
1.4.2 Documents Process Map 1:15 40 15
1.4.3 Why Was the Outdated Version Used? 1:40 100 25
1.4.4 Records Process Map 1:00 35 15
1.5 Planning and Conducting a Staff Meeting 1:00 26 17
QMS 2 - RESOURCE MANAGEMENT
2.0 Introduction to QMS 2 - 5 0
2.1 Personnel
2.1.1 Personnel Management Process Map 1:00 37 15
2.1.2 Competency Assessment Program 1:30 35 20
2.1.3 Creating a Personnel File 1:20 23 25
2.1.4 How Do You Assign Personnel to Tasks? 1:25 32 20
2.2 Infrastructure and Safety
2.2.1 Process + Structure = Outcome 2:40 131 5
2.2.2 Improving a Problem Floor Plan 0:45 40 15
2.2.3 Mapping-out the Floor Plan of Your Lab 1:30 137 30
2.2.4 Workstation Set-Up 2:00 86 25
2.2.5 Laboratory Safety Demonstrations 0:25 20 0
2.2.6 Assessing Safety Incidents 1:00 22 20
2.2.7 Conducting a Safety Audit 1:35 50 30
2.2.8 What did we see on the Site Visits? 0:45 125 17
2.3 Purchasing and Inventory
2.3.1 Purchasing and Inventory Process Map 1:00 40 15
i.ri.ju:izecastmg and Calculating Ordering 1:15 47 15
2.3.3 Did You Receive What You Ordered? 1:15 28 10




Duration in Duration in minutes
hh:min (On-line version)
(Classroom-
version)

Activity

e-Learning Live

2.4 Equipment

2.4.1 Equipment Management Process Map 1:35 80 15
2.4.2 Creating a Maintenance and QC Log 2:00 31 10
2.4.3 Making a Service Call 1:00 7 5

QMS 3 - PATH OF WORKFLOW

3.1 Pre-Examination
3.1.1 Specimen Management 1:10 50 15
3.1.2 Packaging Specimens for Shipment to
Referral Sites
3.1.3 Tracking Referral Specimens 1:25 33 60

1:30 63 0

3.2 Examination

3.2.1 Overview of Examination Phase 8 0
3.2.2 Using Standard Operating Procedures 1:25 12 10
3.2.3 Is QC That Important? 1:15 33 30
fr.]Ze.g;;'?here More to QC Than Just Plotting 1:50 37 10
3.3 Post-Examination
3.3.1 Validation of Test Results 1:00 29 25
3.3.2 Is the Test Report Ready to be Released? 0:45 15 25
3.3.3 Customer Service 1:00 7 35
3.3.4 Meet the Clinician 1:30 80 15
QMS 4 - EVALUATION & CONTINUAL IMPROVEMENT
4.0 Overview of QMS 4 4 0
4.1 Occurrence Management
4.1.1 Overview of Occurrence Management 7 0
4.1.2 Mapping Nonconformities 1:10 47 15
4.1.3 Just Culture 0:50 23 15
4.1.4 Selecting the Winning Problem(s) 2:50 68 25
4.1.5 Root Cause Analysis 7:15 286 60
4.1.6 Preventive Action 2:00 40 30
4.2 Internal Auditing
4.2.1 Introduction to Internal Audit 2:20 14 10
Iéal.ri.;raHniv;;o Set-up an Internal Audit 1:50 32 10
4.2.3 Internal Audit Planning and Preparation 4:10 73 30
4.2.4 Internal Audit Methods 1:00 46 25
4.2.5 Audit Techniques and NCE Writing 3:20 53 70
4.2.6 Audit Reporting 1:25 59 20
4.3 Management Review Process
4.3 Management Review 2:30 52 80
Grand total (hh:mm) 92:00 47:37 20:10

The rest of the document provides further details of each activity contained in this curriculum.



QMS 1

Management Responsibility

Management responsibility requires a commitment to quality and making a quality
management system (QMS) a strategic goal. Because a QMS is comprised of numerous
interrelated or interacting processes, the standard encourages a process-based approach (i.e.
the identification and interactions of these processes and their management). InQMS 1,
participants will learn about the process approach and how to manage processes through the

use of quality tools.

This part supports the following SLIPTA checklist items and ISO 15189 requirements

Checklist Items

Section 1.0: Documents and Records

6.3 Risk Management Are assessment of potential pitfalls performed for all
laboratory processes including pre examination, examination and post
examination?

8.7 Documentation of Examination Procedures Are examination procedures
documented in a language commonly understood by all staff and available in
appropriate locations?

Section 11: Occurrence Management and Process Improvement

1SO 15189
; ®

4.1. Organization and Management Responsibility
4.2. Quality Management Systems

4.12 Continual Improvement

4.14. Evaluation and Audits:

SLMTA 3 QMS 1 Overview



QMS 1
Management Responsibility

What’s in this Module?

ACTIVITY TITLE PURPOSE DURATION

Session 1.1: Management Introduction

To strengthen laboratory management towards
accreditation, leaders must develop an
understanding of quality and quality management
principles. In addition to this discussion, an
overview of the training is presented, and the
workshop expectations are reviewed.

Session 1.2: Management Tools

Mapping a process (all the steps from the
beginning to the end of an activity) is a tool that
allows analysis and optimization of workflow and
service delivery. In this activity, participants will
map and create a table analyzing the Path of
Workflow (PoW) process.

Introduction 40 min

Process Mapping 2 hours 5 min

This activity introduces participants to the Model
for improvement — a structured approach to

Using the Model for | achieving rapid and significant improvements
Improvement (MFI) | through small tests of change. Participants will get
an opportunity to practice the model by addressing
a typical management issue.

2 hours 30 min

The balanced scorecard, a performance
management tool, provides a snapshot of
Managing laboratory functions by presenting key quality
Performance —the | indicators in an easy-to-read format. Scenarios 2 hours 30 min
Balanced Scorecard | provide practical opportunities to analyze and
investigate laboratory quality data and implement
the improvement cycle.

A calendar is an essential management tool for

Creating a planning and organizing lab tasks. In this activity,
Management participants learn to create and use a calendar to 1 hour 25 min
Calendar schedule, coordinate, balance, and prioritize lab

activities.




Management Responsibility

QMS 1

ACTIVITY TITLE

Designing a
Continuously
Improving QMS

PURPOSE

To achieve a quality management system (QMS)
that is repeatable, measurable, and constantly
improving, ISO 15189 requires laboratories to take
a process-based approach towards quality
management.

In this session, participants will integrate and align
ISO 15189’s management and technical
requirements into a process-based model, thus
allowing participants to design a high-level outline
for an effective and efficient QMS.

DURATION

Session 1.3: Quality Management System

2 hours 45 min

Designing Fit-for-
Purpose Processes

Activity: Planning
Improvement
Projects — Master
Class

All laboratory work is a series of connected
processes. Therefore, to adequately perform root
cause analysis and risk assessment, management
must first identify and understand the processes
involved.

In this activity, document control processes are
used to explore the benefits of applying processes
in problem resolution efforts. Working with the
document control process, participants will be
better prepared to support their QMS
improvements and the accompanying
documentation changes at their site.

Actual measurable laboratory improvement is the
desired outcome of this program. In this small-
group learning activity, each participant takes turns
receiving one-on-one coaching to develop an
individualized implementable plan for his/her
improvement project.

2 hours 5 min

Session 1.4: Planning and Implementing Improvement Projects

3 hours 5 min

Activity: Conducting
a Site Visit

Site Visits are an integral part of laboratory
improvement, providing the connection between
the presentation of new knowledge, skills, or tools
and actual laboratory practice. This activity allows
participants to explore the functions of site visits,
to understand what to prepare for a site visit, and
to gain insight into how to conduct an effective site
visit.

1 hour




QMS 1
Management Responsibility

ACTIVITY TITLE PURPOSE DURATION
Report-lng |mproveme‘nt projects promotes 20 min plus
L . reflection on accomplishments made, lessons .
Activity: Reporting . . project
learned, and challenges faced. This activity :
Improvement encourages participants to synthesize, summarize reporting by
Projects gesp P U ’ ’ labs and

and share this information, thereby building a
. . feedback
learning network among in-country peers.

18 hours 5 min
plus project
reporting and
feedback

Total Module Time:

SLMTA 3 QMS 1 Overview
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QMS 2
Resource Management

Laboratory management must provide the resources needed to meet the requirements of the
quality management system and to continually improve its effectiveness. In QMS 2,
participants will explore the necessary support processes and their management.

This part supports the following SLIPTA checklist items and ISO 15189 requirements

Checklist ltems

Laboratory Strengthening Checklist
e Te—

Section 1.0: Documents and Records

2.1 Routine Review of Quality and Technical Records Does the laboratory
routinely perform a documented review of all quality and technical records?

Section 3.0: Organization and Personnel

Section 5.0: Equipment

Section 7.0: Purchasing and Inventory

8.7 Documentation of Examination Procedures Are examination procedures
documented in a language commonly understood by all staff and available in
appropriate locations?

8.8 Reagents Acceptance Testing Is each new reagent preparation, new lot
number, new shipment of reagents or consumables verified before use and
documented?

8.12 Are environmental conditions checked and reviewed accurately?

9.4 Analytic System/Method Tracing When more than one instrument is in use for
the same test, are test results traceable to the equipment used for testing?

9.5 Archived Data Labelling and Storage Are archived results (paper or data-
storage media) properly labelled and stored in a secure location accessible only
to authorized personnel?

Section 12.0: Facilities and Biosafety

SO 15189
®

4.1.0Organization and Management Responsibility
4.2.Quality Management Systems

4.3 Document Control

4.6 External Services and Supplies

4.13 Control of Records

5.1 Personnel

5.2 Accommodations and Environmental Conditions

5.3 Laboratory Equipment, Reagents, and Consumables
5.5 Examination Processes

SLMTA 3 QMS 2 Overview



QMS 2
Resource Management

What’s in this Module?

ACTIVITY TITLE

PURPOSE

DURATION

Session 2.1: Personnel ‘

Then and Now

Through process mapping, the activity steps and
their linkages will be discussed so that participants
will better understand the ISO 15189 sub-clause
and how to achieve the intended quality output
and minimizes the risks of unintended (e.g.
defective, nonconforming) outputs. Gaining clarity,
the participants will be better able to effectively
lead the quality planning at their site.

In this activity, participants will explore the
numerous interrelated or interacting processes of
ISO 15189 5.1 Personnel, a QMS sub-system.

1 hour

Competency
Assessment
Program

A competency assessment program should
efficiently assess and document the competency of
the laboratory staff.

This activity includes 1) performing a desk review of
a laboratory’s competency assessment program for
the examination phase, and 2) conducting a direct
observation using a checklist in the pre-
examination phase.

1 hour 30 min

Creating a
Personnel File

Managing human resources requires
documentation and organization of employee
information, education, work history, training, and
performance data.

In this activity, participants review the Personnel
File Management Process which is responsible for
managing all this information.

1 hour 20 min

How Do You Assign
Personnel to Tasks?

A duty roster helps a manager coordinate tasks
among laboratory staff to better serve customers.
It assigns personnel to workstations with well-
defined tasks and responsibilities. In this activity,
participants learn to create a duty roster based on
a testing menu, workload, personnel available, and
operational hours.

1 hour 25 min

Planning and
Conducting a Staff
Meeting

Establishing an Internal Communications Plan
requires laboratory management to plan for quality
and effective communications with their staff.

In this activity, participants will explore elements of
an Internal Communications Plan.

1 hour




QMS 2
Resource Management

ACTIVITY TITLE

Session 2.2: Infrastr

PURPOSE

DURATION

Process + Structure
= Qutcome

ucture and Safety

Optimal laboratory design involves two factors:
= physical layout of the allotted space
=  workflow path designed around the steps
of the process to be performed in that
space.
In this activity, participants design a laboratory
layout regarding the workflow using the provided
floor plan.

2 hours 40 min

Improving a
Problem Floor Plan

Optimal laboratory design requires that the
physical work environment is safe and appropriate
for testing.

In this activity, participants will identify hazardous
elements in the work environment of the provided
laboratory floor plan. Using the floor plan,
participants will redesign the layout so that the
problems are addressed.

45 min

Mapping-out the
Floor Plan of Your
Laboratory

significantly reduces waste by removing excess
movement, time and effort. To effectively redesign
a laboratory, the current floor plan and workflow
path must be evaluated. In this activity,
participants learn how to create a floor plan of
their own laboratories. A follow-up activity will
allow them to improve the workflow by redesigning
the floor plan of their laboratories.

1 hour 30 min

Redesigning the
Floor Plan of Your
Laboratory

A good laboratory floor plan eliminates waste by
removing excess movement, time and effort. In this
activity participants redesign their laboratory
layout to improve the workflow by repositioning
movable items in their floor plan.

45 min

Workstation Set-Up

A workstation’s design influences the productivity
and efficiency of the workflow. An organized
workstation places all essential items within easy
reach in an orderly manner. This allows timely
completion of all duties assigned to the
workstation. In this activity, participants
progressively construct an efficient workstation.

2 hours
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ACTIVITY TITLE PURPOSE DURATION

Safety concerns may be overlooked in the bustle of
Laboratory Safety day-to-day laboratory activities. Two interactive

. . . . 25 min
Demonstrations and light-hearted demonstrations sensitize
participants to the importance of safety.
Unsafe structures and practices impact the
Assessing Safety productivity and efficiency of laboratories. Through 1 hour
Incidents role-plays, participants learn to assess, document,

correct, and follow-up safety incidents.

Safety is a primary concern for laboratory

operations. In this activity, participants are
introduced to conducting an assessment of facility 1 hour 35 min
and personal safety using the WHO-AFRO SLIPTA
Checklist and reviewing laboratory photographs.

Conducting a Safety
Audit

Knowledge of good laboratory safety practices
does not always result in the implementation of
What did we see on | these practices. This activity uses actual site visit
the Site Visits? photos to highlight and discuss why these unsafe
practices persist despite knowledge to the
contrary.

45 min

Session 2.3: Purchasing and Inventory

Through process mapping, the activity steps and
their linkages will be discussed so that participants
will better understand the ISO 15189 sub-clause
and how to achieve the intended quality output
and minimizes the risks of unintended (e.g.
defective, nonconforming) outputs. Gaining clarity,
the participants will be better able to effectively
lead the quality planning at their site.

Then and Now 1 hour

In this activity, participants will explore the
numerous interrelated or interacting processes of
ISO 15189 5.3.2 Laboratory Reagents and
Consumables, a QMS sub-system.
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ACTIVITY TITLE

PURPOSE

DURATION

Forecasting and
Calculating
Ordering Amounts

An effective procurement management system is
one that ensures sufficient inventory is available to
meet testing needs while simultaneously avoiding
waste incurred from unused and expired reagents.
In this activity, participants learn how to forecast
and determine reorder levels for their laboratory.
The concepts are reinforced with an assigned
homework activity.

1 hour 15 min

Did You Receive
What You Ordered?

A laboratory must have a process developed to
inspect the quality and quantity of reagents and
supplies before they are placed into storage or use.
In this activity, participants compare the purchasing
document with the shipping invoice and the items
received. In addition to the receipt inspection,
participants learn to place and submit orders
properly, maintain proper inventory records, track
orders placed, and resolve discrepancies.

1 hour 15 min

What’s Wrong with
this Storeroom?

An important component of inventory
management is the storage oversight and handling
of reagents and supplies needed for laboratory
testing. In this activity, participants assess the
deficiencies of a simulated storeroom.

Session 2.4: Equipment

Then and Now

Through process mapping, the activity steps and
their linkages will be discussed so that participants
will better understand the ISO 15189 sub-clause
and how to achieve the intended quality output
and minimizes the risks of unintended (e.g.
defective, nonconforming) outputs. Gaining clarity,
the participants will be better able to effectively
lead the quality planning at their site.

In this activity, participants will explore the
numerous interrelated or interacting processes of
ISO 15189 5.3.1 Laboratory Equipment, a QMS sub-
system.

50 min

1 hour 35 min
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ACTIVITY TITLE PURPOSE DURATION
. Instrument logs must be available to record proper
Creating a . . .
. equipment maintenance and quality control (QC).

Maintenance and . , 2 hours
Using excerpts from an operator’s manual,

QC Log .. .
participants learn to create an instrument log.
To have a mutually beneficial relationship with a
supplier, the laboratory must be able to clearly

Making a Service communicate their concerns and questions. 1h

our

Call

In this activity, participants write an email to a
supplier. A plenary discussion will explore how the
laboratory should communicate its quality needs.

Session 2.5: Document and Record Control

Then and Now for
Documents

Through process mapping, the activity steps and
their linkages will be discussed so that participants
will better understand the ISO 15189 sub-clause
and how to achieve the intended quality output
and minimizes the risks of unintended (e.g.
defective, nonconforming) outputs. Gaining clarity,
the participants will be better able to effectively
lead the quality planning at their site.

In this activity, participants will explore the
numerous interrelated or interacting processes of
ISO 15189 4.3 Document, a QMS sub-system.

1 hour 15 min

Why Was the
Outdated Version
Used?

Document control ensures staff members have the
current, correct, and consistent information to
perform their work. In this activity, participants
utilize a master file index to control common
documents used in the laboratory.

1 hour 40 min
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ACTIVITY TITLE

PURPOSE

DURATION

Then and Now for
Records

Through process mapping, the activity steps and
their linkages will be discussed so that participants
will better understand the ISO 15189 sub-clause
and how to achieve the intended quality output
and minimizes the risks of unintended (e.g.
defective, nonconforming) outputs. Gaining clarity,
the participants will be better able to effectively
lead the quality planning at their site.

In this activity, participants will explore the
numerous interrelated or interacting processes of
ISO 15189 4.3 Record, a QMS sub-system.

1 hour

Total Module Time:

30 hours 30 min

SLMTA 3 QMS 2 Overview
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The Path of Workflow (PoW) is comprised of interrelated or interacting activities that
transforms biological patient sample material into laboratory results and information to
ultimately assure the most appropriate clinical outcome. QMS 3 focuses on this key process
and how to manage the activities involved in service realization.

This part supports the following SLIPTA checklist items and ISO 15189 requirements

Checklist ltems Section 4.0: Client Management and Customer Service

Section 8.0 Process Control

Section 9 Information Management

10.1 Are all identified nonconforming activities/ work identified and documented
adequately?

ISO 15189 4.1.0rganization and Management Responsibility
- ® | 4.2.Quality Management Systems

4.5 Examination by Referral Laboratories

4.7 Advisory Services

4.9 |dentification and Control of Nonconformities

5.4 Pre-examination Processes

5.5 Examination Processes

5.6 Ensuring the Quality of Examination Results

5.7 Post-examination Processes

5.8 Reporting of Results

5.9 Release of Results

SLMTA 3 QMS 3 Overview
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What’s in this Module?

ACTIVITY TITLE PURPOSE DURATION

Session 3.1: Pre-Examination

The quality of the inputs to the laboratory directly
determines the quality of the outputs. Assuring

Speci . . . .
pecimen that specimens are acceptable is an important 1 hour 10 min
Management . .
function of laboratory management and is
highlighted by this role-play.
Referral testing requires proper packaging and
shipping of patient specimens to preserve their
Packaging integrity and suitability and to protect all persons
Specimens for involved in their transportation. In this activity, .
. - . 1 hour 30 min
Shipment to participants learn the importance of safe and
Referral Sites effective specimen packing and practice

appropriately packing samples with available
materials of varying levels of sophistication.

Referral specimen status is essential for specimen
management to ensure the timely return of test
results. In this case study, participants learn to use 1 hour 25 min
a log to track referral specimens, follow up on an
issue, and document the occurrence.

Session 3.2: Examination

The simple process of hand washing is used to
demonstrate the utility and importance of
Standard Operating Procedures (SOPs). In this

Tracking Referral
Specimens

Using Standard

Operatin . g . . . 1 hour 25 min
PrrZ)cedurges activity, writing and following a simple SOP is a

preface to a discussion about how SOPs will be

used in the participants’ own laboratories.

For an effective Quality Control (QC) management

system, QC must be consistently performed,
Is QC That monitored, reviewed, and deemed essential. In .

. o . . 1 hour 15 min

Important? this activity, participants have an opportunity to

voice and examine underlying perceptions or issues
which can undermine a QC program.
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Plotting the Data?

Validation of Test
Results

ranges for control material and the importance of
control rule selection in interpreting changes in the
analytical system.

The total testing process can be divided into three
phases, the pre-analytical phase, the analytical
phase, and the post analytical phase. A problem or
error in any of the three phases can invalidate the
results of the entire testing process. In this activity,
participants identify the potential sources of errors
or problems and create a checklist to verify patient
results before their release.

ACTIVITY TITLE PURPOSE DURATION
The right quality control (QC) approach can detect
sThere Moreto | B B ot estanihing sccepeatle
QC Than Just P g P 1 hour 50 min

Session 3.3: Post-Examination

1 hour

Is the Test Report
Ready to be
Released?

Test result reports should be complete, accurate,
legible, and clinically valid. In this activity,
participants cross-check a test report to identify
errors and omissions that must be resolved before
the report is released.

45 min

Customer Service

The laboratory is a service organization and its
primary reason for existence is to care for patients.
In this activity, following sensitization to the
patient’s perspective, participants are provided
tools for developing a customer friendly laboratory.

1 hour

Meet the Clinician

Clinicians and laboratorians must work as a team to
provide quality patient care. In this activity
clinicians and laboratory personnel meet and share
viewpoints with the goal of improving delivery of
quality service to the patients.

1 hour 30 min

Total Module Time:

12 hours 50 min
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In QMS 4, The STUDY and ACT phases of the QMS will be explored. Four continual
improvement tools will be discussed.

The Evaluation and Continual Improvement module is composed of the following three
sections:

4.1 Occurrence Management System
4.2 Internal Audit Program

4.3 Management Review Process

Please note: each of the above sessions has its own overview file that includes:

e Connections with the requirements
e Activities and their corresponding times
e List of references used

ISO 15189 Continual Improvement Tools

Using Quality Indicator information

= Managing non-conformities (Occurrence Management System)

Performing internal and external audits

= Conducting regular management reviews

’ STUDY — Gather and analyze information to make a decision
\ ACT — Take appropriate action based on the decision made

Measurement, Analysis, and Improvement component of a QMS
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QMS 4.1: Occurrence Management Systems (OMS)

An effective Occurrence Management System (OMS) facilitates the continuous improvement
effort by identifying process problems or potential problems that can affect patient safety,
consume resources, and adversely impact the ability to provide quality services.
Understanding the process interactions within an OMS can play a pivotal role in designing an
OMS that is able to utilize a risk-based approach towards prioritizing, designing, and
implementing improvement projects.

This part supports the following SLIPTA checklist items and ISO 15189 requirements

Checklist Items 1.5 Laboratory Policies and Standard Operating Procedures
Are policies and/or standard operating procedures (SOPs) for
laboratory functions, technical and managerial procedures current,
available and approved by authorized personnel?
(Communication, Service Agreements, Resolution of Complaints
and Feedback, Identification and Control of Nonconformities,
Corrective Action, Preventive Action, Continual Improvement, Risk
Management, Reporting and Release of Results)
2.1 Routine Review of Quality and Technical Records
Does the laboratory routinely perform a documented review of all
quality and technical records?
3.4 Quality Management System Oversight
Is there a quality officer/manager with delegated responsibility to
oversee compliance with the quality management system?
3.7 Laboratory Staff Training
4.2 Resolution of Complaints
Does the laboratory investigate (review) and resolves of customer
complaints?
4.4 Communication Policy on Delays in Service
Is timely, documented notification provided to customers when
the laboratory experiences delay or interruptions in testing (due to
equipment failure, stock outs, staff levels, etc.) or finds it necessary
to change examination procedures and when testing resumes?
4.5 Evaluation Tool and Follow up
Is there a tool for regularly evaluating client satisfaction, staff
suggestions and is the feedback received effectively utilized to
improve services?
6.3 Risk Management
Is assessment of potential pitfalls performed for all laboratory
processes including pre examination, examination and post
examination?
8.2Does the laboratory adequately collect information needed for
examination performance?
9.1Test Result Reporting System
Are test results legible, technically verified by an authorized person,
and confirmed against patient identity?
10.0 Corrective Action
11.0 Occurrence/Incident Management and Process Improvement

Laboratory Strengthening Checklist

-

SLMTA 3 QMS 4 Overview
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ISO 15189 4.1 Organization and Management Responsibility
® 4.2. Quality Management Systems
4.4 Service Agreements
4.8 Resolution of Complaints
4.9 Identification and Control of Nonconformities
4.10 Corrective Action
4.11 Preventative Action
4.12 Continual Improvement
5.6 Ensuring Quality of Examination Results
5.8 Reporting of Results
5.9 Release of Results
Occurrence Management System
MEASUREMENT, ANALYSIS CONTINUAL IMPROVEMENT
Risk Analysis
u | | | | | | | | | | | | | | | | | |
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QMS 4

QMS 4.2: Internal Auditing

Internal audits (IA) provide a measure of current performance and benchmarks the level of

quality currently being achieved.

In Part Il, participants learn how to implement a practical internal audit program that meets

ISO15189 requirements while adding significant, measurable value to the laboratory’s
continual improvement activities.

This part supports the following SLIPTA checklist items and ISO 15189 requirements

Checklist ltems

Laboratory Strengthening Checklist

1.5 Laboratory Policies and Standard Operating Procedures
Are policies and/or standard operating procedures (SOPs) for
laboratory functions, technical and managerial procedures current,
available and approved by authorized personnel? (Internal Audits,
Risk Management, Personnel Training)

2.1 Routine Review of Quality and Technical Records
Does the laboratory routinely perform a documented review of all
quality and technical records?

3.4 Quality Management System Oversight
Is there a quality officer/manager with delegated responsibility to
oversee compliance with the quality management system?

3.7 Laboratory Staff Training

6.0 Evaluation and Audits

10.0ldentification of Nonconformities, Corrective and Preventive
Action

11.0 Occurrence Management and Process Improvement

ISO 15189
®

4.1 Organization and Management Responsibility
4.2. Quality Management Systems

4,10 Corrective Action

4.11 Preventative Action

4.12 Continual Improvement

4.14 Evaluation and Audits

SLMTA 3 QMS 4 Overview
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QMS 4.3: Management Review Process

The purpose of the review is for management to assess its level of commitment to the quality

system at regular intervals, evaluate the effectiveness of the system, and recommend changes
as necessary. Findings and actions taken by laboratory management as a result of the review

are documented and become a quality record.

This part supports the following SLIPTA checklist items and ISO 15189 requirements

Checklist Items 1.5 Laboratory Policies and Standard Operating Procedures Are policies
and/or standard operating procedures (SOPs) for laboratory functions,
technical and managerial procedures current, available and approved
by authorized personnel? (Risk Management, Management Review)

2.1 Routine Review of Quality and Technical Records Does the laboratory
routinely perform a documented review of all quality and technical
records?

2.2 Management Review Does the laboratory management perform a
review of the quality system at a management review meeting at
least annually?

2.3 Are findings and actions from MR communicated to the relevant
staff?

2.4 Does lab management ensure actions from MR are completed
within defined timeframes?

Laboratory Strengthening Checklist
s s

ISO 15189
® 4.1 Organization and Management Responsibility

4.2. Quality Management Systems

4.12Continual Improvement

4.15Management Review

SLMTA 3 QMS 4 Overview
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What’s in this Module?

ACTIVITY TITLE PURPOSE DURATION

Session 4.1: Occurrence Management

In this session, participants determine the
seqguence and interaction of processes needed to 1 hour 10 min
identify and effectively control problems.

Mapping
Nonconformities

In this session, participants learn how to categorize
individual NCEs to determine the appropriate
action to be taken based on risk analysis.

Selecting the Participants also learn how to index and sort the
Winning Problem(s) | event information in an occurrence log so that
systematic trend and pattern recognition can be
performed periodically to identify underlying
process problems.

2 hours 50 min

In this session, participants explore why a Just
Culture is essential for continuous improvement
and how their organization can strike a balance
between no blame and individual accountability.

Just Culture 50 min

Beneath every problem lies a cause for that
problem. If the cause is reduced or eliminated, the
risk is also reduced.

In this session, participants solve a complex
problem, which entered the corrective action
process, using the Root Cause Analysis (RCA)
methodology, a structured problem-solving
approach.

Preventive action (PA) is a planned process
whereby data is reviewed for change. By
anticipating when potential problems may arise,
the process prevents the problems from occurring
or minimizes their consequences.

In this session, participants will learn to recognize
their PA activities they currently perform and how
to make PA a viable element in their QMS.

Root Cause Analysis 7 hours 15 min

Preventive Action 2 hours
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ACTIVITY TITLE

Session 4.2: Interna

PURPOSE

| Auditing

DURATION

Introduction to
Internal Auditing

Auditing is a management tool used to verify that
processes are conformant, suitable to achieve
objectives, and effective. To use this tool
effectively, management must partner with the
auditee, the expert of the process being audited.
For the auditee to willingly bring forth problems,
the environment first must be safe and just.

In this activity, participants learn how to
incorporate an internal audit program into the
check/act element of a QMS, as well as, how to
create an organizational environment that
optimizes program effectiveness.

2 hours 20 min

Audit Process —
Creating an Audit
Plan

The most important phase of the internal audit is
the preparation phase. The audit begins when the
audit coordinator initiates the audit by defining the
purpose, scope, and method approach to be used.

In this activity, participants learn how to prepare
for an audit by creating an audit plan.

1 hour 50 min

Audit Process —
Review, Study, and
Understand

When internal auditors know exactly what records
and how many to review as a result of their
preparation efforts, the quality of the audit
increases.

In this activity, participants learn how to prepare

for an audit by constructing an effective checklist
to use as a guide during the audit field work.

4 hours 10 min

Audit Process —
Conducting an
Audit

The purpose of the performance phase is to collect
objective evidence, which determines
conformance or nonconformance.

In this activity, participants learn how to conduct
an audit from the opening to the closing meetings
and everything else in-between.

1 hour

Audit Process —
Reporting the Audit

After the audit field work is completed, it is time to
analyze and sort the information gathered and
determine conformance to the documented
system and the effectiveness of that system. The
results of the audit are primarily reported in the
form of a nonconformity statement.

In this activity, participants learn how to write
effective nonconformity statements and prepare
an audit report.

3 hours 20 min
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ACTIVITY TITLE

PURPOSE

DURATION

Internal Audit
Program

Conducting planned audits throughout the
laboratory’s QMS requires oversight and
coordination of activities.

In this activity, participants learn the tasks and

responsibilities required to manage an effective
internal audit program.

1 hour 25 min

Session 4.3: Management Review Process

Management
Review

Management Review (MR) of the QMS is a process
by which top management conducts regular,
systematic evaluations of the suitability, adequacy,
effectiveness, and efficiency of the QMS with
respect to the quality policy and objectives. MR
provides the cornerstone for the laboratory’s
strategic planning.

In this activity, participants perform an evaluation
of a laboratory’s QMS for planning and
improvement purposes, and then make decisions
based on their evaluation.

2 hours 30 min

Total Module Time:

30 hours 40 min
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