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Learning Objectives

As a result of this activity, learners should be able to:

• Understand High Reliability Principles as they relate to Hospital Accreditation with DNV

• Explain how ISO 9001:2015 requirements support the creation of a Quality Management 
System

• Understand how these things impact you as a resident, fellow, or faculty member
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“operate under very trying conditions all the time
and yet manage to have fewer

than their fair share of accidents.”

Risk is a function of probability and consequence.
By decreasing the probability of an accident, HRO’s 

recast a high-risk enterprise as merely a high-
consequence enterprise. HROs operate as to make 

systems ultra-safe.

High Reliability Organizations

Reference: Weick and Sutcliffe. Managing the Unexpected (3rd Edition, 2015) 
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Definition of Reliability for Health Care

The capability of a process, procedure or health service 
to perform its intended function in the required time 
under existing conditions.

“…it is not possible in such dynamic settings 
to anticipate and write a rule for every 
circumstance….(we need) to foster real-time 
problem solving and...institute safety systems 
that incorporate a knowledge of human 
factors….”

Reference: Weick and Sutcliffe. Managing the Unexpected (3rd Edition, 2015) 



Learning System



Serious Safety Event 
Contributing Factors

Reference: Burrus, S. et al. Factors Related to Serious Safety Events 
in a Children’s Hospital Patient Safety Collaborative. Pediatrics, 2021, 148 (3).



How do we measure quality and safety levels in healthcare?

In industry this is called reduction of nonconformities, and increasing yield

In healthcare, we:

• Reduce infections

• Reduce falls

• Reduce untimely documentation 

• Reduce readmissions

• Increase patient flow efficiency

• Many more…

Improvement Science Methods (like Lean Six Sigma) is a “non-conformity” and variation 
reduction strategy, increasing effectiveness and efficiency of services and products



Driving the Mission, Vision and Values



DNV

• Det Nortske Veritas Healthcare, Inc. (DNV 
Healthcare)  received deeming authority 
from CMS September 26, 2008.

• DNV is a Norwegian Risk Management 
Company that was started in 1864 and 
began operating in the USA in 1898.  

• Their focus is improved quality through 
Risk Mitigation and Quality Controls, 
utilizing the International Organizational 
Standards (ISO) model. 

• As of 2022, they are accrediting around 
800 US hospitals with an ever growing 
footprint. 



Quality Management Principles

• Understand: Current & 

Future patient needs

• Interaction: Intentional 

patient and family focus 

• Attract and Retain:

Create brand loyalty

• Relationships: Maintain 

relationships with all

interested parties

FOCUS

• Unity:  Strategic Purpose

and Direction

• Alignment: Strategies, 

Policies, Processes & 

Resources

• Engagement: Create an 

environment where the 

team is engaged 

LEADERSHIP

• Involve: All staff at All 

levels

• Respect: All team 

members for their past 

experiences and ideas

• Recognition, 

Empowerment, and 

Enhancement of People

TEAMING

• QMS: Composed group of 

interrelated processes

• Work Systematically: 

Break down the silos

• Results: The most 

successful results are 

achieved by the system –

not individual processes

• Focus: Continuous 

improvement not instant 

perfection

PROCESS/DATA 

APPROACH



EHS Quality Management System

1. Scope

2. Normative Reverences

3. Terms and Definitions

4. Context of the Organization

Leadership Planning
Support 

Organization
Improvement

Performance 

Evaluation
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ISO Principles of Quality Managment

ISO Model

9000: Fundamentals

9001: Service Systems

9002: Manufacturing 

Systems

9003: Inspection/Testing

9004: Application/Mgmt of 

Quality Systems

ISO Sections 

High Level Structure

FOCUS

LEADERSHIP

TEAMING PROCESS/ 

DATA 

APPROACH



Quality Management Systems 

ISO 9001: 2015 is defined as the international standard that specifies 
requirements for a quality management system (QMS)

A quality management system (QMS) is a formalized system 
that documents processes, procedures, and responsibilities for 
achieving quality policies and objectives

Organizations use the standard to demonstrate the ability to 
consistently provide products and services that meet customer and 
regulatory requirements



• ISO 9001:2015

– Provides structure (Skeleton) for:

• Understanding

– Who you are

– What you do

• Improving

– How you do it

» Identification and mitigation of Risks

» Planning 

» Internal Process Audit

• NIAHO standards (Muscle):
• “Rules and Regulations”

– CMS standards

– NFPA standards
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ISO 9001:2015 

QUALITY MANAGEMENT STRUCTURE AND 

NIAHO INTEGRATION-

SYSTEM APPROACH



Section 5: Leadership

• Demonstrate leadership accountability (5.1.1)

• Customer focus (5.1.2)

• Establish and communicate quality policy (5.2.1-2)

• Oversee QMS (5.3) 



Section 6: Planning

• Address risks and opportunities (6.1.1-2) 

• Strategic Objectives (6.2.1-2)

• Anticipate and plan changes (6.3)



Section 7: Support

• Assess capability/provide resources   

(people, infrastructure, environment: 7.1.1-4)

• Measurement (7.1.5)

• Organizational knowledge and competencies 

(7.1.6; 7.2)

• Documented information (7.5)



Section 8: Operations

• Plan services, processes and products needed (8.1-2)

• Design and develop services (8.3)

• Control externally provided services (8.4)

• Control of non-conforming outputs (8.7)



Section 9: Performance Evaluation

• Monitor, measure and analyze performance for all 

key processes and outcomes (9.1)

• Internal audits (9.2)

• Management review (9.3)



Section 10: Improvement

• Opportunity prioritization (10.1)

• Root cause analysis (10.2)

• Continual improvement, standard QI methods (10.3)



QMS Engine



DNV and ISO 9001: 2015 Goal: Process Maturation

Reference: 2021–2022 Baldrige Excellence Framework (Health Care), National Institute for Standards and Technology



DNV and ISO 9001: 2015 Goal: Learning Organization

Reference: 2021–2022 Baldrige Excellence Framework (Health Care), National Institute for Standards and Technology





Survey Process

• Annual survey cycle

– Year 1: Re-accreditation survey

– Year 2: Intra-cycle survey

– Year 3: Intra-cycle survey

– Year 4: Re-accreditation survey

• Surveyors

– Clinical (Doctor/Nurse)

– Generalist

– Life Safety/ Physical Environment
(number of surveyors depends on facility size and type of survey)

• Review (Interviews/Documentation)

– Mission/Vision/Values

– Patient Care Processes

– Environment of Care

– Data, data, data, data



Document what 

you do

Do what you 

document

Prove it

Improve it

Policy/Documentation

Procedures/Operations

Audit

QI Methods



26

Achievements

http://www.dnvglhealthcare.com/album?id=559bf6f85e8eef0e2fc7ee17&t=video&p=12&s=order
http://www.dnvglhealthcare.com/album?id=559bf6f85e8eef0e2fc7ee17&t=video&p=12&s=order
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