RT’s Commitment to Quality
The Fundamentals

Susan Blonshine RRT, RPFT, FAARC, AE-C

The Quality Management System
(QMS) provides a framework for
managing and monitoring activities
to address quality standards and
achieve organizational goals.

Stage Activities Performed

Total Quality Management approach centered on

Management sustained high quality, by focusing on long-
term success through customer satisfaction.

Quality Cost Includes the stages below and also the

Management economic aspects of the “cost of quality.”

Quality Systematic process-oriented approach to

Management quality objectives.

System

Quality Planned and systematic activities to provide

Assurance confidence that an organization fulfiils
requirements for quality.

Quality Control Operational process control techniques to
fulfil  requirements for quality and
governmental compliance.

CLSI Document HS4-A2, 2004.




Why Quality Systems?

Consistent, high quality services

Enhance employee potential

* Business advantage
- Streamline processes
- Increase productivity and efficiency
— Cost-effective

Why Quality Systems?
* Reduce or eliminate medical errors
~ Patient safety

» Meeting customer requirements

+ Potential for successful governmental and
accreditation assessments

Current Quality Models

+ CLSI HS1-A2 Quality System Model for
Healthcare (2004)

+ 1SO 9001 Quality System Model

- Healthcare Application 2001 and update
- 15189 Clinical Laboratory specific

— CLSI GP26-A3 Application of a Quality System
Model for Laboratory Services




Current Quality Models

+ Maicolm Baldridge Award for
Healthcare, Education, Business

+ CLSI HS4-A2 Application of a Quality
System Model to Respiratory Services

QMS Guidance - A Timeline

1994
Publcation of
1S0 5001 1994

Y

&

2004
Publication of
2002 CLSI HS1-A2 and
Publication ot CLSIGP26-A3
1988 CLSIHS1-A and
Puplication of G181 GP26-A2

CLSIGP26-A AN
N,

T
LA

1999 \
Publication of 2003
180 17025:1999 Publication of
150 151892003
2000
Publication of
150 90012000 and
1SC 15189:2000

QSEs and 1SO9001

CLsSI

ISO

Organizacion

4.1 General rsquiraments
5.1 Managemant commitment

5.5 Respansibiity, suthorty,
communication

5.6 Managament review

6.4 Provision of resources

Parsonnel

6.2 Human resources

Equipment

76 Control of measuring
and manitoring devices

Dacuments and
records.

4.2 Documentation requirements

Purchasing and inventory

7.4 Purchasing

Cuslomer service

.2 Cuslomer focus.

Process improvemant

8.5 Improvement




QSEs and ISO9001

Pracess Control

7.1 Planning of product
7ealization
7.2 Customer-related

processes.

7.3 Design and development

7.5 Production and service
provision

Occurence management

8.3 Contral of nancoaforming
product

Assessments—external and internal

8.1 Ganeral
8.2 Monitoring and measurement
2.4 Analysis of data

Information Managemant

Not addressed

Faciiiies and safety

8.3 Infrastructure
6.4 Work environment

Critical Requirements

Commitment to quality
from senior management

and throughout the organization

Model Structure For a Quality

System
Quality System Essentials

« Organization

» Personnel

» Equipment

« Purchasing and Inventory

* Process Control

+ Documents/Records

« Occurrence Management

+ Assessment- internal and external
+ Process Improvement

» Customer Service and Satisfaction
» Information Management

» Facilities and Safety
CLSI Document HS1-A2, 2004




Laboratory Path of Workflow

Preanalytic Analytic Postanalytic
(Pro i (Examinati (Post-cxamination)
1] I
Quality System Essentisls (QSEx)
Documects and Reoande:
Crganization
Pervoneel
Equipment
Purchasing and Iveniary
Control
Information Menagement
o
Assoumert: Extamal and intemal
Process I
Customer Sorvioe and Satafaction

CLSI Document HS4-A2, 2006.

PF Lab: Pretest Phase

» Patient Assessment
— clinical history
— patient signs and symptoms

— other indicators that guide the physician
or practitioner to make recommendations
related to appropriate testing

- standardized ordering format may guide
the process




Pretest Phase

» Test Request Process
- generating the order
— patient instructions
—scheduling

— sequencing of test performance may impact
test results

Pretest Phase

+ Patient Preparation

— specific demographic and history information
from the patient (e.g., questionnaires, height
and weight)

— assessing patient compliance with pretest
instructions

- verifying the clinical indication or
contraindications for testing

—consent forms when appropriate

Pretest Phase
» Equipment Preparation

— calibration and gathering equipment and
supplies

— selection of reference values




Testing Session

+ Patient training

* Test performance

* Results review and selection

+ Patient assessment for further testing

Post-test Phase

* Results report
* Interpretation
* Clinical consultation

Operating Process: Spirometry Teat Result Selection and Reporting

Perform spirometry, mecling acceptability and reproducibility requirements

Select largest FVC from acceptable mancuvers

Seloct instantaneous flows from the “best curve™

Report the highest peak flow

Prnt all scceptable curves

Document petient cooperation, effort, or standards ot met

Verify accuracy of demographic, cavironmental, anthropometric data

Generate report

Verify sccuracy of selected data

Enter interpretation imto the aperating process




Definitions

m Policies
u What do we do?
m Processes
» How does it happen in this organization?
m Procedures
= How do | do this activity?
= Forms and Records

m Documents/files to record data, information or
results

CLSI Document HS1-A2, 2004

Quality System Essentials
(QSEs)

12 fundamental components for building
a quality management system. Each
QSE encompasses policies,
processes, and procedures necessary
to manage and improve work practices
that will ultimately lead to better patient
care

CLSI Quality System Essentials

(QSEs)
« Documents and + Information
Records Management
» Organization + Occurrence
. Perspnnel Management
* Equipment + Assessments: Internal
¢ Purchasing and and Externat

Inventory

¢ Process Improvement
* Process Control P

« Customer Satisfaction
+ Facilities and Safety




Documenting the System
« Organization’s quality policy

* The Quality Manual
QSE: Organization

* Quality Management System
QSE: Documents and Records

« Document structure
QSE: Documents and Records

Quality System
Documentation Hierarchy

Lavel A: Policles
“what to do”

Level B: Processes
“how [t happena”

tovel C: Procadures
“how to do it”

CLSI Document HS2-A, 2004

QSE: Documents & Records

» Development of the system for
controlling documents and records

» Analysis and validation of processes,
development of SOPs and
implementation of process controls

CLS! Document HS1-A2, 2004




QSE: Documents and Records

+ System for controlling documents

— Creation, identification, revision, review,
distribution, and archiving

+ System for controlling records

- Identification, collection, review, indexing,
accessing, storage, retention, and disposal

Documents and Records

+ Polices, processes, and procedures
* Retention Schedule

« Master Index

Master Index

Document Document Name Effactive Location(s)
Igentification Oate

QSE: Organization

+ Establishment of management commitment
— Quality planning
— Quality officer/staff

« Identification of the service's path of workflow

« Development of the quality manual

CLSI Document HS1-A2, 2004
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QSE: Personnel

« Job descriptions

+ Orientation

* Training

« Competency assessment

« Continuing education and professional
development

QSE : Personnel

+ Job qualifications and descriptions
-ATS
-ERS
- AARC

+ Training and Competence Assessment
Programs

CLSI Document HS4-A2, 2006




Training and Competence
Assessment Programs

Orientation and Training

Training Guides
« Competence Assessment

« Documentation of Training and
Competence Assessment

CLS| Document HS4-A2, 2005.

QSE: Equipment

« Acquisition, installation, and
identification

* Validation

+ Calibration, maintenance, and use

« Troubleshooting, service, and repair
+ Equipment records

QSE : Equipment
» The Equipment Management Plan

« Equipment Selection

« Equipment Installation

CLSI Document HS4-A2, 2005




Equipment Selection

* Management Plan
- List of acceptable vendors
— Develop product-evaluation matrix
~ Evaluate equipment

- Determine acceptable limits of accuracy
and precision

CLSI Document HS4-A2 2005

Equipment Selection

+ Management Plan

— Consider database options

- Consider quality control and calibration
routines

- Consider computer standards

- Identify warranty and service agreements
- Perform on-site evaluation
— Correlate old and new equipment

CLSI Document HS4-A2, 2005

Equipment Installation

Develop installation manual
Validate equipment function
Perform biomedical checks

Validate reference values selected

CLSI Document HS4-A2, 2005




QSE: Purchasing and Inventory

* Purchasing
— Critical supplies and service

—Vendor qualification and evaluation
- Contract review

* Inventory

QSE : Process Control

Develop flowcharts for processes
Process Validation

Identify and Write Standard Operating
Procedures

* Process Control

- Quality Control

- Proficiency Testing

CLSI Document HS1-A2, 2004

Process Flowchart Examples

+ Data management

¢ Guideline/standards development
¢ Meeting management

« Project development

« Interpretation of data

« Request For Proposal (RFP) process




QSE: Information Management

» Commitment to quality in the flow of
information between service units
- Ingoing and outgoing information
— Computer access and security
- Data integrity
- Information system “downtime”
- Information requests (external, internal)

CLSI Document HS1-A2, 2004,

QSE: Occurrence Management

« Capturing information
- Uniform formats and forms

* Report forms

+ Immediate action and investigation
» Occurrence analysis

Corrective action

QSE: Occurrence Management

Policy for

« ldentification, documentation and
investigation of nonforming events

+ Classification, analysis, and data trending

+ |dentification of need for root cause
analysis




Occurrence Log

Occurrencs Reported
Number by

‘Occurrence
Tree

Operations

Involved

Occurrence
Source

Corrective
Action

Corrective
Action

Varified
(Yo or No)

Finalizad and
Closed out
(dats)

QSE: Assessments

» External assessments
— Accreditation assessment

- External quality assessment

— Benchmarking

+ Internal assessments
— Quality indicators
— Internal audit program

+ Periodic reporting

QSE: Process Improvement

improvement

* Preventive and corrective action

Identifying opportunities for

* Problem resolution process

* Periodic reporting

Quality improvement tools




PDCA
Plan: & mission-consistant, customer-oriented action plan

* Hantly
« Prioriczs improvemant activkies.
» Develop an action plan for the selectad sctivty:
- e process, and

~ Improving an axkting process.
* ldendly

- cutomer nseds.
~ particpants,
~ tima frames,
~ outcome messuramants, and
— success crira
Do: Put the pian lnto action.
« implament the action plar:

— pllot praject Arst, and

~ broadan only after success.
« Collect performance data

‘Check: Has the planned and implamanted change crested intendad
improvement!

» Avaiyza cobectad data.
o Compars parformance data to sstablkhed success argens snd original
porformance duta to

determine K Impravement was achieved.
« Identy any unexpectad peripheral benees.
« Identity unanticipated problems i other areas.

Act: Decide what to do next.

« Detarmine i customer nesds ware mat
« Take xction baved on the results:
- Succens:
+ Ravise the procasses for furthar impravarents (optionad).

« Asiess 2gai o datormine i improvament  maintaned.

. . pllot project, standardize to the bigger group.
[ sucross - roviss the action plan ind repast

QSE: Customer Service

Identifying the customer
Identifying customer needs
Customer feedback

Mechanisms to respond to input




QSE : Service and Satisfaction

+ Internal (Division or Agency)
— Physicians
— Staff
~ Other therapists
- Nurses
~ Other caregivers
— Leadership team

CLSI Document HS4-A2, 2005

QSE : Service and Satisfaction

» External
- Public
— Patients
— Physicians
— Clinics
~ Accrediting bodies (JCAHO, CAP)
- Regulatory groups (CLIA)
- Laboratories (state lab directors)
— Other agencies (CMS, FDA)

CLSI Document HS1-A2, 2004.

Customer Needs Assessment Procsss.

Colaborme with
Markeing Desartment




QSE: Facilities and Safety

» Facilities
— Design
— Environment

» Safety
— Safety requirements and programs




path of workflow.

Services Path of Workfluw (work operations)
FENNENTES ! (8] P TR

Quality System Essentials (QSEs)

» Documents and Records

» Organization

¥ Personnel

D Equipment

P Purchasing and Inventory

# Process Controi

B information Managsment

¥ Occurence Management

D Assessments—External and Internal
¥ Process Improvement

¥ Customer Service and Satisfaction
P Facilities and Safety

How to Begin

+ Planning
— Gap analysis
+ |nitial Phases
— Documents and records
— Process controls
- Occurrence control
+ Continuing implementation




Resources

* ATS Pulmonary Function Laboratory management and
procedure manual
second edition

+ ATS/ERS statements

+ AARC CPGs

» CLSI documents

+ 1SO documents

Staff Benefits

+ Staff are more process focused (think
globally)

* Increased accountability (clear definitions)

 Improved training (customer/employee
satisfaction)

+ Develops team attitude (removes
departmental barriers)

Keys to Success
- Ability
. Agility
« Skating to where the puck is going to be

Wayne Gretzky
Hockey Star
New York Rangers




CLSI! Documents

+ Clinical and Laboratory Standards
Institute:

* 940 West Valley Road
Suite 1400
Wayne, PA 19087-1898
610-688-0100

Thank You!

Any Questions?




