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The DESARA Group

We do:

ï Business Improvement / 

Project Management

ï Training

ï Consulting

ï MRP Implementation Project 

Management

ï Supplier Management 

Assistance

ï 6 sTraining, Coaching, 

Implementation

ï Grant Assistance

Business Performance

ï Operational Improvement

ï Change Management

ï Lean

ï Strategy Planning

ï Quality Strategy Planning

ï Core Process Redesign

ï Sourcing & Partnering 

Selection

ï Technology Transfer
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Who is John Marshall?

Å 30 Years in Plastics Industry

ïProduct and Process Development, Plant Manager, 

VP Quality & Engineering

Å Certified IRCA QMS  Lead Auditor

Å 15 Years Consultant and Trainer

ïTopics include ISO 9001 and all related sector 

specific requirements, Lead and Internal Auditing, 

Lean, Six Sigma, Process Mapping, Corrective Action, 

Preventive Action, etcé

ïIndustries include automotive, medical device, aerospace, 

government, manufacturing, service, healthcare, etcé

Now working with Hospitals to incorporate

lessons learned from industry to

improve healthcare



Agenda

Å State of Healthcare in the US

Å Why ISO 9001?

Å What is a Quality Management System

Å ñBriefò Review of Standards with focus on Gaps to past accreditation 

systems



State of Healthcare in the US

Å Errors in Healthcare are a leading cause of death in the United 

States

Å Experts estimate that as many as 98,000 people die in any given 

year from medical errors that occur in hospitals. That's more than 

die from motor vehicle accidents, breast cancer, or AIDS--three 

causes that receive far more public attention.

Å USA spend: $1.1 trillion, or 13.5% US GDP,

in health care annually



State of Healthcare in the US

Å Medical errors are still occurring at an alarming rate despite current efforts 

to impact reduction

Å The cost of healthcare keeps climbing

Å Poorly designed and ineffective processes that lack consistency are the 

primary cause for these errors

Å The improvement of quality, performance and outcomes is directly related 

to accountability for the processes.
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What are the Leaders in 

Healthcare Doing?

Å Focusing on Customer Satisfaction and System 

Effectiveness not on passing an accreditation  survey

Å Implementing a Quality Management System to augment 

Condition of Participation Requirements (CoP)

Å Using the ISO 9001 requirements as a minimal Quality 

Management System 

Å Educating everyone in the organization on the 

organizationôs Quality Management System and their role



A Quality Management System

(ISO 9001) can be used to:

Å Identify, streamline and improve management systemôs processes which 
leads to improved efficiencies and effectiveness

Å Initiate performance measures based on patient and customer 
satisfaction

Å Decrease process variation throughout the organization

Å Improve patient and customer confidence and relationships

Å Provide a common framework for coordination and communication 
between units/departments and healthcare organizations



Å Identify objectives and focus on needs and expectations of 

patients/customers

Å Development of ñbest practiceò hospital-wide processes, with reference to 

supporting documentation

Å Use of internal audits/monitoring to ensure conformance to and 

effectiveness of documented processes and requirements

A Quality Management System

(ISO 9001) can be used to:



A Quality Management System

(ISO 9001) can be used to:

Å Focuses on Patient Care, Satisfaction, and Safety

Å Reduce errors associated with òhand-offsò

Å Improve documentation and records

Å Improve employeesô understanding of roles and responsibilities 

within the healthcare quality management system

Å Strengthen customer/community confidence and relationships

Å Alignment of Hospital-Wide Departments, and Individual 

objectives

Å Foundation for on-going improvement initiatives



QUALITY 

MANAGEMENT 

SYSTEMS



What is a 

Quality Management System?

Å The quality management system extends outside the organization to 

encompass customers as well.  

Å There is a continuous, two-way flow of information between the 

organization and its customers regarding customer requirements, 

expectations and satisfaction.    

Customers Customers

Continual improvement
of system

Requirements

Satisfaction
Quality Management

System

Product

Value - adding activities

Information flow



What is a 

Quality Management System?

Å An organization that establishes an effective quality management system 

creates confidence in the capability of its processes and the reliability of 

its products and services.  

Å It also provides a basis for continual improvement.  

Å This can lead to increased customer/patient satisfaction and to the 

success of both the organization and its customers.



ISO 9001 History

Controlled by the International Organization of Standards

1980s  TC 176 formed

1987    ISO 9001 first issued

1994 ISO 9001  minor revision

2000 ISO 9001  major revision

2008 ISO 900  minor revision



Quality Management 

Systems

Following the introduction of the ISO 9000:1994 

series many other sector specific standards were

introduced:

Å ISO/TS 16949 - Automotive

Å TL 9000 Release 3.5 or Later - Telecommunications

Å ISO/IEC  17025 - Testing and Calibration Laboratories

Å ISO 13485 - Medical Devices

Å AS9100 Rev B - Aerospace

Å AS9110 - Aerospace Repair and Maintenance

Note: Each time the ISO 9001 standard is updated these   

standards are also updated



QUALITY 

MANAGEMENT 

STANDARDS



ISO 9000
Å Identifies the fundamentals and vocabulary for Quality 

Management Systems (QMS)

ISO 9001
ÅSpecifies requirements for a QMS where capability to provide 

product that meets customer and regulatory requirements needs to 

be demonstrated

ISO 9004
ÅProvides guidance on QMS that contributes to the

satisfaction of customers and other interested parties

The ISO 9000 Family





7

4 Quality Management 

System

4.1 General Requirements

4.2 Documentation Requirements

4.2.1 General

4.2.2 Quality Manual

4.2.3 Control of Documents

4.2.4 Control of Records
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Sub

Process

Sub

Process

Sub

Process

Sub

ProcessInputs Outputs

Information

Prescription

Test Request

New Patient

Work Order

Purchase Requisition

Internal Request

etc.

Data Analysis

Medication Administered

Tests Performed

Patient Admitted

Work Completed

Purchased Product

Request Completed

etc.

Controls

  Policies/Procedures

  Work Instructions

  Checklists

ISO 9001 Process Control Model

Process

Human Resources
  Have Job Qualifications been defined?

  Are there Qualification records of all individuals?

  Has the effectiveness of training been recorded?

Resources
  Equipment

    Is the equipment suitable?

    Is it properly maintained?

  Measuring and Monitoring Devices

    Calibrated and traceable to NIST?

    Calibration sticker indicates not over due?

    Product verified when out of calibration?

    Adjustment tamperproof or tamper evident?

  Buildings

    Suitable for the process?

    Life Safety (NFPA)

  Work Environment

    Suitable for the process?

    PPE being worn?

    Infection controls in place?

    Ergonomic Issues?

 

Metrics
  Is the product/patient being measured?

    (Quality)

  Is the process being measured?

    Scrap, Errors, Safety, Cost, Delivery, etc.

  Is there a measure of customer satisfaction?

  Is there a measure of supplier quality and delivery?

  Is the above data being analyzed?

  Does it show improvement?

  Is corrective action in evidence?

  Is the N/C Material Procedure being followed? (8.3)



7

4 Quality Management 

System

4.1 General Requirements

4.2 Documentation Requirements

4.2.1 General

4.2.2 Quality Manual

4.2.3 Control of Documents

4.2.4 Control of Records



7

4 Quality Management 

System

4.1  General Requirements

4.2  Documentation Requirements

4.2.1  General

4.2.2  Quality Manual

4.2.3     Control of Documents

4.2.4   Control of Records

7

ÅDocuments of the Quality Management System:

ÅAre approved prior to use

ÅAre reviewed and updated as necessary

ÅRelevant versions are available

ÅRemain legible and readily identifiable

ÅDocuments of external origin are controlled

ÅObsolete documents are prevented from  

unintended use 
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4 Quality Management 

System

4.1  General Requirements

4.2  Documentation Requirements

4.2.1  General

4.2.2  Quality Manual

4.2.3     Control of Documents

4.2.4 Control of Records

Records of the Quality Management System:

ÅAre identified, properly stored, protected, allow for 

retrieval, retention time is established and disposition is 

identified.



ISO 9001:2008
CONTINUAL IMPROVEMENT OF THE QUALITY 

MANAGEMENT SYSTEM

Measurement, 
analysis and 
improvement

Product
Input Output

Management 
responsibility

Resource  
management

Clause 5

Clause 6 Clause 8

Clause 7

Requirements

Product 

realization

Satisfaction

Value adding activities

Information flow

Customers

Customers



MANAGEMENT RESPONSIBILITY
CONTINUAL IMPROVEMENT OF THE QUALITY 

MANAGEMENT SYSTEM

Measurement, 
analysis and 
improvement

Product
Input Output

Management 
responsibility

Resource  
management

Clause 5

Clause 6 Clause 8

Clause 7

Requirements

Product 

realization

Satisfaction

Value adding activities

Information flow

Customers

Customers
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5 Management Responsibility

5.1  Management commitment

5.2  Customer focus

5.3  Quality policy

5.4  Planning

5.5  Responsibility, authority and communication

5.6  Management Review



RESOURCE MANAGEMENT
CONTINUAL IMPROVEMENT OF THE QUALITY 

MANAGEMENT SYSTEM

Measurement, 
analysis and 
improvement

Product
Input Output

Management 
responsibility

Resource  
management

Clause 5

Clause 6 Clause 8

Clause 7

Requirements

Product 

realization

Satisfaction

Value adding activities

Information flow

Customers

Customers



6.1  Provision of resources

6.2 Human resources

6.3  Infrastructure

6.4 Work environment

6 Resource Management



PRODUCT REALIZATION
CONTINUAL IMPROVEMENT OF THE QUALITY 

MANAGEMENT SYSTEM

Measurement, 
analysis and 
improvement

Product
Input Output

Management 
responsibility

Resource  
management

Clause 5

Clause 6 Clause 8

Clause 7

Requirements

Product 

realization

Satisfaction

Value adding activities

Information flow

Customers

Customers



7.1  Planning of product realization

7.2  Customer-related processes

7.3  Design and development

7.4  Purchasing

7.5  Production and service provision

7.6  Control of monitoring and measuring devices

7  Product Realization7  Product Realization



7.1  Planning of product realization

7.2  Customer-related processes

7.3  Design and development

7.4  Purchasing

7.5  Production and service provision

7.6  Control of monitoring and measuring devices

7  Product Realization

Ensure supplier can meet expectations

Establish selection criteria, periodically re-evaluate 

performance, and monitor supplier feedback

Ensure the quality of the product supplied

Supply clear requirements, verify product conformance

and maintain required records.

7  Product Realization



7.1  Planning of product realization

7.2  Customer-related processes

7.3  Design and development

7.4  Purchasing

7.5  Production and service provision

7.6  Control of monitoring and measuring devices

7  Product Realization

7.5.1 Control of production and service provision

7  Product Realization



7  Product Realization

7.1  Planning of product realization

7.2  Customer-related processes

7.3  Design and development

7.4  Purchasing

7.5  Production and service provision

7.6  Control of monitoring and measuring devices

7.5.3 Identification and Traceability



7.6  Control of monitoring and measuring devices

a) Be calibrated or verified at established intervals, or 

prior to use, against measurement standards 

traceable to national standards

b) Be adjusted or re-adjusted as necessary

c) Have identification in order to determine calibration 

status

d) Be safeguarded from adjustments that would 

invalidate results

e) Be protected from damage

The organization shall assess and record the validity of 

previous measuring results when the equipment is 

found not to conform to requirements 

7  Product Realization7  Product Realization



MEASUREMENT, ANALYSIS,

AND IMPROVEMENT
CONTINUAL IMPROVEMENT OF THE QUALITY 

MANAGEMENT SYSTEM

Measurement, 
analysis and 
improvement

Product
Input Output

Management 
responsibility

Resource  
management

Clause 5

Clause 6 Clause 8

Clause 7

Requirements

Product 

realization

Satisfaction

Value adding activities

Information flow

Customers

Customers



8.1  General

8.2  Monitoring and measurement

8.3  Control of nonconforming product

8.4  Analysis of data

8.5 Improvement

8  Measurement, Analysis & 

Improvement



8.1  General

8.2  Monitoring and measurement

8.3  Control of nonconforming product

8.4  Analysis of data

8.5 Improvement

8.2.1 Customer satisfaction

ÁMonitor customer perception as to whether the 

organization has met customer requirements

8  Measurement, Analysis & 

Improvement



8  Measurement, Analysis & 

Improvement

Å 8.1  General

Å 8.2  Monitoring and measurement

Å 8.3  Control of nonconforming product

Å 8.4  Analysis of data

Å 8.5 Improvement

8.2.2 Internal audit

Carried out at planned intervals to determine the 

effectiveness of the quality management system

8  Measurement, Analysis & 

Improvement



Sub

Process

Sub

Process

Sub

Process

Sub

ProcessInputs Outputs

Information

Prescription

Test Request

New Patient

Work Order

Purchase Requisition

Internal Request

etc.

Data Analysis

Medication Administered

Tests Performed

Patient Admitted

Work Completed

Purchased Product

Request Completed

etc.

Controls (7.5)

  Procedures

  Work Instructions

  Specifications

  Set Up Sheets

     Are these under document control?(4.2.2)

     Are they available?

     Are they being followed?

ISO 9001 Process Control Model

Process

Human Resources (6.2.2)
  Have Job Qualifications been defined?

  Are there Qualification records of all individuals?

  Has the effectiveness of training been recorded?

Resources
  Equipment (6.3)

    Is the equipment suitable?

    Is it properly maintained?

  Measuring and Monitoring Devices (7.6)

    Calibrated and traceable to NIST?

    Calibration sticker indicates not over due?

    Product verified when out of calibration?

    Adjustment tamperproof or tamper evident?

  Buildings (6.3)

    Suitable for the process?

    Life Safety (NFPA)

  Work Environment (6.4)

    Suitable for the process?

    PPE being worn?

    Infection control procedures in effect?

    Ergonomic Issues?

 

Metrics (8)
  Is the product/patient being measured?

    (Quality)

  Is the process being measured?

    Scrap, Errors, Safety, Cost, Delivery, etc.

  Is there a measure of customer satisfaction?

  Is there a measure of supplier quality and delivery?

  Is the above data being analyzed?

  Does it show improvement?

  Is corrective action in evidence?

  Is the N/C Material Procedure being followed? (8.3)

Departments:

  Management/Administration - section 5

  Human Resources - section 6.2

  Maintenance - section 6.3

  Admissions - section 7.2

  Design - section 7.3

  Purchasing - section 7.4

  Healthcare Service - section 7.5

  Internal Audits - section 8.2.2

  Documentation/Records - section 4.2.4

Internal Audit ïProcess Based



8.1  General

8.2  Monitoring and measurement

8.3  Control of nonconforming product

8.4  Analysis of data

8.5 Improvement

8.2.3 Monitoring and measurement of processes

ÁTo demonstrate the ability of the processes to achieve 

planned results

8  Measurement, Analysis & 

Improvement



8  Measurement, Analysis & 

Improvement

8.1  General

8.2  Monitoring and measurement

8.3  Control of nonconforming product

8.4  Analysis of data

8.5 Improvement

8.2.4 Monitoring and measurement of product 

Measure the characteristics of the product to verify that 

product requirements have been met



8.1  General

8.2  Monitoring and measurement

8.3  Control of nonconforming product

8.4  Analysis of data

8.5 Improvement

8  Measurement, Analysis & 

Improvement

To ensure that product which does not conform to 

requirements is identified and controlled to prevent its 

unintended use or delivery


