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By the end of this Special Session, you will be able to:

 learn from peers what is working and not working in their 
laboratories.

 discuss with peers various techniques, approaches, and methods for 
facilitating continual improvement, creating a culture of quality in the 
laboratory, implementing a quality management system, and much 
more!

 develop immediate strategies to address quality issues within the 
participant’s organization.

Learning Objectives



 Session is being recorded, so everyone must speak into a microphone

 Please wait for a facilitator to provide a microphone before speaking

 Discuss “Hot” Topics In Quality 

 Provided by facilitators

 Provided by participants

 First topic

 Where is your laboratory in its evolution of quality?

How the Session Will Work



Evolution of 

Quality –

Where’s Your 

Lab?

Resource: CLSI A Quality Management System Model for Laboratory Services, QMS01, 5th ed.,  2019



Potential Discussion Topics



2018-19 Top Ten Deficiency Comparison
Deficiency CAP COLA TJC Comments

Competency Assessment 1 1 1

Activity Menu 2 2

Proficiency Testing 6,8 5,7 6,7 Handling and record keeping

Method Comparisons 3 4

Procedure Manual 4

Calibration Verification 8 10

Equipment Maintenance 5,9 5 Function checks and record keeping

Not Meeting Responsibilities of 
Position

2,3,4,6 LD, TC/TS, Testing Personnel

QC Monitoring 9,10 8 Waived and non-waived

Reagents Labeling and 
Expiration

7,10

Complete Lab Report 3
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8 4.1 Organization and management responsibility (ethical 

conduct, quality objectives, Lab Director responsibilities)

7 4.3 * Document Control (documents reviewed/approved before 

use & periodically, master document list, change control)

6 2,3,4,

10

4.14 Evaluation of audits (internal audits, quality indicators, 

risk management, external assessment of POCT)

5 4.15 Management Review (discharging actions)

10 1 5.1 Personnel (training, competency – blood product admin)

9 5.2 * Accommodation and environmental conditions (control, 

monitoring, and recording lab environmental conditions)

1,3 6 5.3 *** Laboratory equipment, reagents, and consumables

(maintenance, calibration, inventory records, traceability)

7 5.4 Pre-examination processes (transport bag evaluation)

4 8,9 5.5 Examination processes (measurement uncertainty, 

validation, verification, documented procedure)

2,5 5.6 Ensuring quality of examination results (PT, defining QC)

7

Resource:  A2LA data reported by Director of Government Relations on 9/27/2019

IQMH data reported by Director, Centre for Education on 10/8/2019



Moderator’s Suggestions

Regulatory Landscape (CLIA, CAP, COLA, TJC, ISO)

Approach to Performance Excellence (Culture of 
Quality)

Quality Organizational Structure

Continual Improvement Approaches

Performance Metrics (What to Measure and How)

Process Automation



Open Discussion





Additional Discussion Slides



Interpreting the Regulations & Standards

• Needs to / must / shall / is – explains an action directly related to fulfilling 

a regulatory and/or accreditation requirement or is indicative of a 

necessary step to ensure patient safety or proper fulfillment of a procedure

• Require – represents a statement that directly reflects a regulatory, 

accreditation, performance, product, or organizational requirement or a 

requirement or specification identified in an approved documentary 

standard

• Should / may be – describes a recommendation provided in laboratory 

literature, a statement of good laboratory practice, or a suggestion for how 

to meet a requirement

Resource: Modified from CLSI A Quality Management System Model for Laboratory Services, QMS01, 5th ed.,  2019
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Quality Officer

Improvement 
Engineer I, II, III (2) 

Improvement 
Specialist I, II, III (3)

Quality Coordinator I, II,III  
(8)

Quality Specialist I.II  
(21)

Document Management 
Specialist I, II, III

(2)
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Quality Lead 
(1) 

Quality Systems and Support 
4/22/2019 

Chief Medical Officer

CEO

Executive Level 
Service Line Leaders

Program Manager, 
Test Life Cycle 

Quality Supervisor, 
(2)

Quality Manager, 
Corporate Programs

Quality Manager,
Technical Support and 
Change Management

Supervisor
Improvement Engineering 

(1)

Project Manager - 
Technical I 

(1)

Document Management 
System Administrator

(1)

Quality Specialist III  
(2)

Administrative Assistant II
(1)





Arizona Integrated Laboratory Network

Medical Directorship &
Professional Services

Laboratory Sciences

of Arizona, LLC

Sonora Quest Laboratories, LLC

David A. Dexter, President/CEO

LSA BOARD OF DIRECTORS
Todd Werner, President, Az Community Delivery 
Raman Dhaliwal, MD, FACHE, MHA, Associate VP,

CMO, Az Region
Anthony Frank, VP, Financial Operations
Margo Karsten, President, Western Division/CEO, NoCo 
Dan Weinman, VP, Strategy & Planning

SQL BOARD OF DIRECTORS
Quest Diagnostics:
Jim Davis, Executive VP, General Diagnostics
Patrick Plewman, VP & General Manager, West 
Chad Richards, VP & General Manager, Southwest

Banner Health: 
Becky Kuhn, Chief Operating Officer
Dennis Laraway, Chief Financial Officer
Dan Weinman, VP, Strategy & Planning

SONORA QUEST LABORATORIES
1,880 Employees

SQL of Flagstaff
SQL of Tucson
SQL of Yuma
SQL of Prescott
SQL – Peoria Lab
70 Patient Service Centers (Statewide)

Pathology Specialists of 
Arizona 

65 Pathologists/1 PhD

Clin-Path Associates, PLC
Phoenix Pathologists, Ltd.
Tucson Pathology Associates, PC
Pathology Services, PC
Sun City Pathologists, PLC

Pending
Banner-University Medical Center

Pathologists (20)

BANNER HEALTH HOSPITAL LABS
1,300 Employees

AZ COMMUNITY DELIVERY [beds]

Banner Baywood Medical Center [388]
Banner Boswell Medical Center [501]
Banner Del Webb Medical Center [404]
Banner Desert Medical Center [549]
Cardon Children’s Medical Center [206]
Banner Estrella Medical Center [214]
Banner Gateway Medical Center [176]
Banner MD Anderson Cancer Center 
Banner Heart Hospital [111]
Banner Ironwood Medical Center [53]
Banner Goldfield Medical Center [30]
Banner Casa Grande Medical Center [177]
Banner Thunderbird Medical Center [561]

UNIVERSITY MEDICINE [beds]

Banner-University Medical Center Phoenix [733]
Banner-University Medical Center Tucson [479]
Banner Diamond Children’s Medical Center
Banner-University Medical Center South [245]
University of Az Cancer Center
University of Az Cancer Center at Orange Grove



Western Division Integrated Laboratory Network

Laboratory Sciences

of Arizona, LLC

Sonora Quest Laboratories, LLC

David A. Dexter, President/CEO

LSA BOARD OF DIRECTORS
Todd Werner, President, Az Community Delivery 
Raman Dhaliwal, MD, FACHE, MHA, Associate VP,

CMO, Az Region
Anthony Frank, VP, Financial Operations
Margo Karsten, President, Western Division/CEO, NoCo
Dan Weinman, VP, Strategy & Planning

MEDICAL DIRECTORSHIP &
PROFESSIONAL SERVICES

Jeffrey K. Smith, MD
Billings Clinic, Billings, MT
(Washakie Medical Center)

Marcus A. Erling, MD
Professor and Chair, 

Pathology & Laboratory Medicine
University of Nevada School of Medicine

(Banner Lassen Medical Center &
Banner Churchill Community Hospital)

WESTERN DIVISION 
BANNER HEALTH HOSPITAL LABS

250 Employees

FACILITIES [beds]

Banner Churchill Community Hospital [25]
Banner Lassen Medical Center [25]
Banner Payson Medical Center [44]
East Morgan County Hospital [25]
Northern Colorado (NoCo):

• Banner Fort Collings Medical Center [25]
• McKee Medical Center [115]
• North Colorado Medical Center [378]

Ogallala Community Hospital [18]
Page Hospital [25]
Sterling Regional MedCenter [25]
Washakie Medical Center [25]
Wyoming South (WySo):

• Banner Health Community Hospital (Torrington, WY) [25] 
• Platte County Memorial Hospital [25]

COMMERCIAL LABORATORY
Horizon Laboratories

Summit Pathology
19 Pathologists



Project 

Level

Methodology and Desired 

Outcome

Scope Documentation

Tool

Sponsor Examples

Just Do It Implement a known, 

obvious, and simple solution

Intra-

department

Work Request Lead Error proofing, low risk/low 

impact improvements

Yellow Belt Reduce waste with Lean 

using Best in Class method

Intra-

department

A3 Supervisor Staff identified problems: 

storage, motion, and spatial 

improvements

Green Belt 20% or $20K improvement, 

Reduce variation with Lean 

Six Sigma

Intra-division

Inter-division

Charter

Storyboard

Manager, 

Director, 

Executive if 

applicable

Sharing of specimens within AP

Black Belt 40% or $50K improvement, 

Reduce variation with Lean 

Six Sigma

Inter-division

System Wide

Charter

Storyboard

Executive

Director

Unnecessary Excepts, Test 

Packet Review 

Four Types of Improvement Projects
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Focused Plan: The Strategy



Terminology Confusion

Resource:  CLSI, QMS12 Developing and Using Quality Indicators for Laboratory Improvement, 2nd Ed., 2019



Performance Indicators – Two Second Review

20

• Red indicates below threshold – corrective action needed

• Yellow indicates above threshold, below target, no corrective action needed. 

Process improvement indicated.

• Green indicates above target – continue with process improvements as identified

Above Threshold, below target. Improvement efforts initiated in Chemistry sections



Process Sigma Process Yield PPM/DPMO

6 99.9997% 3.4

5 99.98% 233

4 99.4% 6210

3.5 97.7% 22,700

3 93.3% 66,807

2 69.1% 308,537

What is Six Sigma?    
A Statistical Measure of a Process’s Ability to 

Meet Customer Requirements

A “Stretch” Goal

6 Sigma → 3.4 DPMO

Is considered “Virtual Perfection”

Healthcare

Today?

http://en.wikipedia.org/wiki/Image:Six_sigma-2.svg

