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2017 Endoscopy Forum

Quality Management Systems
Improving How We Communicate in Healthcare

Objectives

Upon completion of this program, you will be able to:

• Discuss the abstract and scope of ANSI/AAMI/ISO 13485:2016

• Identify the clause(s) and requirements of ANSI/AAMI/ISO 
13485:2016

• Explain the importance of quality management systems and the 
application within the sterile processing department

• Deliver team report on quality management systems answering 
and identifying a resolve to a specifically themed scenario worked 
on during the workshop
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Dirty, missing instruments 
plague DMC surgeries
E‐mail trail: Years of problems at DMC

What is a
Quality Management System?

A quality management system is a way of defining how a
Sterile Processing Department can meet the requirements
of its Customers and other stakeholders affected by its work.

What It Isn’t

It doesn’t specify what the objectives relating to “quality” or 
“meeting Customer needs” should be, but requires the Sterile 
Processing Department to define these objectives themselves
and continually improve their processes in order to reach them.
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QMS – Supporting Documents

• ISO 9001 is a standard that sets out the 
requirements for a quality management 
system. It helps businesses and 
organizations to be more efficient and 
improve Customer satisfaction

• ISO 9001 is based on the idea of
continual improvement

QMS – Supporting Documents, continued

• ISO 13485 international standard 
specifies requirements for a quality 
management system for organizations 
that realize and deliver medical devices 
or related services

• ISO 13485 is aimed at manufacturers
that design, develop, realize, and market 
medical devices and related services

Defining a Minimum Requirement

How do we define a minimum requirement for Sterile Processing 
personnel when it comes to a quality management system (QMS) in 
a health care organization to effectively, efficiently, and consistently 
process medical devices to prevent adverse patient events and non-
manufacturer related device failures?

Outlining Requirements

How do we systematically outline requirements 
for a quality management system (QMS) in the 
Sterile Processing Department that addresses:

• Scope of work performed • Resource management

• Terms and definitions • Product realization

• Quality management system • Measurement, analysis, and improvement

• Management Responsibility

Polling Question #1

• Does your SPD identify & document Scope of Work Performed?

– Yes

– No

– Not sure

Scope of Work Performed
“The Surgical Processing Quality Manual defines the Surgical 
Processing Department Operating System.  Elements that affect 
the quality of products, processes, or services are contained within 
this manual.

This policy is applicable to all Surgical Processing manufacturing 
facilities located within the E-Building, G-Building and M-Building 
of Anywhere Medical Center Main Campus.  Each facility is 
responsible for functioning in accordance with this policy manual 
and the applicable standards listed above.”

SPD Quality Manual
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ANSI/AAMI ST90

New ANSI/AAMI document specifies minimum 
requirements for quality management systems 
(QMS) where an organization needs to 
demonstrate its ability to effectively, efficiently, 
and consistently reprocess (clean, 
decontaminate, disinfect, sterilize) reusable 
medical devices in order to prevent infections, 
pyrogenic reactions, or other adverse patient 
events.
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Definitions & Abbreviations

We sometimes work in a cryptic world…

“Send the new guy up to the O.R. to
pick up Dr. Jones A/P cervical fusion
tray and bring it to deco for fast track
and quick-turn. Check CSiQ for the
IFU and confirm IUSS temp setting and
cycle. Make sure to run a BI in a C6
PCD with the load…”

Quality Management System

• Often confused or mistaken for sterility assurance, SAP, BIs & 
CIs, cleaning verification testing, etc.

• Yes, these are a part of a Sterile 
Processing Department’s QMS, 
but only part. There is so much 
more.

Quality Manual

The Sterile Processing Department’s 
Quality Manual is a …

Management Responsibility

What is management’s commitment to communicating 
with the Sterile Processing Department the importance of 
patient safety, meeting statutory and regulatory 
requirements as it pertains to medical device processing?

Resource Management
• The Sterile Processing Department is required to determine and 

provide the resources necessary to implement and maintain the 
quality management system.

• Additionally, the requirement speaks to determining and providing 
the resources needed to continually improve the system’s 
effectiveness and to enhance Customer’s satisfaction by meeting 
their requirements.
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Product Realization

• We need to be sure we have a clear understanding of the 
requirements specified by the Customer, and statutory or 
regulatory requirements that apply.

• We must also address product requirements that have not been 
specified by the Customer but are necessary for the intended or 
specified use of the product.

Measurement, Analysis, and Improvement

The Sterile Processing Department must plan and implement the 
monitoring, measurement, analysis, and improvement processes 
that demonstrate conformity of the product, to ensure conformity 
of and to continually improve the effectiveness of the quality 
management system.

Polling Question #2

• Do you believe quality management systems and the introduction 
of ANSI/AAMI ST90 will be _______?

– Helpful

– Hinder

– No sure

Quality Management Principles

• ISO quality management standards are based on seven (7) 
principles (QMPs).

• The relative importance of each principle will vary from 
organization to organization and can be expected to change 
over time.

QMP-1 Customer Focus

The primary focus of quality management is to meet Customer 
requirements and to strive to exceed Customer expectations.

QMP-2 Leadership

Leaders at all levels establish unity of purpose and direction and 
create conditions in which technicians are engaged in achieving 
the Sterile Processing Department’s quality objectives.
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QMP-3 Engagement of People

Competent, empowered and engaged technicians at all levels 
throughout the Sterile Processing Department are essential to 
enhance its capability to create and deliver value.

QMP-4 Process Approach

Consistent and predictable 
results are achieved more 
effectively and efficiently 
when activities are 
understood and managed 
as interrelated processes 
that function as a coherent 
system.

QMP-5 Improvement

Successful Sterile Processing 
Departments have an ongoing 
focus on improvement.

QMP-6 Evidence-Based Decision Making

Decisions based on the analysis and evaluation of data and 
information are more likely to produce desired results.

QMP-7 Relationship Management

For sustained success, the Sterile Processing Department manages 
its relationships with interested parties, such as suppliers.

Summary

When we create a culture of trust and 
opportunities for individual growth, 
we not only excel professionally, but 
we find an increased loyalty to the 
department mission, to our 
colleagues, and most of all to the 
patient.
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