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For all the Leaders in healthcare companies pursuing excellence as their
destiny, for I wish you a path of perseverance, success and fulfillment as
many families’ lives depend on your organization commitment to excellence.
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INTRODUCTION TO THE PLANNING OF THE
DEVELOPMENT OF A QUALITY MANAGEMENT
SYSTEM IN HEALTHCARE BASED ON ISO 7101:2023

Introduction

The healthcare industry faces immense pressure to ensure timely, quality, safe,
equitable, efficient, and people-centered care in its services. A robust Quality
Management System (QMS) based on ISO 7101:2023 addresses these demands.
However, many shortcuts and unknowns can compromise the planning development
and implementation of such a system and affect its success.

This eBook outlines the essential planning efforts required to develop a QMS in
accordance with ISO 7101:2023, ensuring alignment with organizational goals and
healthcare industry needs. This eBook might feel overwhelming at first, but it is
thoughtfully structured. It begins with building awareness and guiding your thought
process, followed by actionable steps for planning out your QMS.

Basics of a QMS for Beginners/no Business Experience

A Quality Management System (QMS) is like a guidebook or a recipe that helps an
organization consistently do things the right way. It involves setting rules, processes,
and tools to make sure products or services are high-quality, reliable, and meet
customer or regulatory expectations.

Here’s how to think of it in simple terms:

1. Goal: The QMS' main purpose is to improve quality, prevent mistakes, and
ensure customers (or patients in healthcare) are happy and safe.

2. Structure: It’s a collection of policies (rules), procedures (steps to follow), and
records (proof that things were done correctly).

3. Why It Matters: Without a system, people might do things differently each
time, leading to errors, waste, or unhappy customers.

For example, in a hospital:

o A QMS ensures every patient is treated with the same high standard of care.
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It helps the hospital track and fix mistakes (like delays in treatment) to make
sure they don’t happen again. See our blog article:" What Every Doctor Needs
to Know: How a Quality Management System Can Revolutionize Patient Care
and Streamline Your Practice"
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Importance of Strategic Planning in QMS Development
Planning is the cornerstone of an effective QMS. In the healthcare context, planning must:

e Address patient care standards and regulatory compliance.

o Integrate risk-based thinking. (these serve as inputs into establishing the QMS)
o Consider factors to develop the roll-out to increase the probability of success!
e Foster continuous improvement and operational efficiency.

A QMS can standardize post-operative care procedures, reducing variability and ensuring
consistent outcomes.

Risk-based thinking involves proactively identifying potential risks and opportunities in
organizational processes to ensure better outcomes.

ISO 7101 emphasizes a systematic approach to planning, aligning quality objectives with the
quality policy and healthcare delivery goals.

The key question always asked to leaders when developing and experiencing a developed system
is, what are their expected outcomes, i.e., intended results? This means honestly thinking about
the numerous errors that happen day-to-day and creating momentum to eliminate or reduce them
at significant levels. As you consider the concepts here and in planning a QMS in your
healthcare organization, can procedures as defined increase the odds of eliminating the day-to-
day error?

Why a QMS Matters in Healthcare

In healthcare, quality isn't optional—it's essential. A QMS provides the framework to ensure that
every process, from patient admissions to discharge planning, meets predefined quality
standards. Unlike standalone initiatives, a QMS integrates quality into the core of an
organization’s operations, ensuring consistent, measurable, and continuous improvement.

e For Patients: A QMS improves outcomes by minimizing errors, optimizing care
pathways, and ensuring safety.

o For Professionals: It creates clear protocols, reduces uncertainty, and fosters a culture of
accountability.

e For Organizations: It supports compliance with regulatory requirements, improves
operational efficiency, and builds trust with stakeholders.

Introduction: Understanding QMS Basics for Healthcare Professionals
For many healthcare professionals, the concept of a Quality Management System (QMS) may
seem unfamiliar or overly technical. However, the reality is that a well-designed QMS can
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transform healthcare organizations, improving patient care, operational efficiency, and regulatory
compliance. With over 25 years of experience creating methodologies that have successfully
guided organizations to ISO Certification, this eBook is designed to not only introduce the
foundational concepts of QMS in a practical and approachable way, but to inspire you to get to a
place of planning out the development of a QMS. Once done updating becomes day-to-day
norms. Healthcare organizations may currently have regulatory mandates similarly looking like a
QMS. However, most of the mandated regulatory requirements are fragmented and most likely
outdated. This can be shown by QSR from the FDA as they do not review and update as often as
necessary, nor do they have the budgets to do so.

QSR refers to the FDA's Quality System Regulations, which govern medical device
manufacturing. ISO certification is voluntary and 3™ party certification bodies are auditing
somewhere in the world daily and even they are audited this significantly speeds up the evolution
of development. ISO Standards are developed and reviewed by large technical committees,
ensuring they reflect the best global practices. All of the management system-based ISO
Standards took on a consistent outline and language to the ISO 9001 that over a million
companies are certified to.

What is QMS?

A Quality Management System (QMS) is a structured framework of policies, processes, and
procedures designed to ensure that an organization consistently delivers high-quality services.
While the term is widely recognized in industries like manufacturing and IT, it’s increasingly
relevant in healthcare, where standards like ISO 7101 for Healthcare Quality Management
Systems are gaining traction. A major fear is that adhering to an internationally based ISO
Standard may feel like it's adding to your already busy days, but if you see your way through
that, it redefines your workday by being your new platform to work from. The first practical step
is to identify the organization's key processes, and typically, these are customer acquisition,
operations, purchasing (e.g., outsourcing), and hiring. As the QMS gets developed, these
processes become more in-depth by identifying their interrelations.

Core Components of a QMS:

1. Leadership Commitment:
o Management must actively support and align the QMS with the organization's
goals.
2. Documented Processes:
o Key procedures (e.g., nonconformities, risk management, internal audits) form the
foundation of the QMS.
3. Focus on Risk and Opportunities:
o Proactively identify potential issues and leverage opportunities for improvement.
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4. Continuous Improvement:
o Regularly evaluate performance through audits, reviews, and feedback to drive
ongoing enhancement.
5. Stakeholder Focus:
o Ensure that the needs of patients, employees, and regulatory bodies are
consistently met.

Challenges for Healthcare Professionals

Healthcare is often fast paced, with a focus on immediate patient needs. As a result,
implementing structured systems like a QMS may feel daunting. Key barriers include:

e Lack of familiarity with QMS terminology and concepts.
o Perception that systems are rigid or bureaucratic.
e Limited time and resources for training and implementation.

Through this eBook, I’ll demystify QMS concepts and show how healthcare organizations can
implement them in a way that complements their mission to deliver exceptional care.

How My 25 Years of Experience Will Guide You

Having worked with diverse organizations—from small companies to international and very
diverse industries—I’ve seen firsthand the transformative power of a QMS. This eBook isn’t just
a theoretical guide; it’s built on real-world successes and tailored specifically for healthcare
professionals who are new to QMS concepts. Using clear explanations, practical examples, and
proven methodologies, I’ll help you:

e Understand the basics of QMS and its relevance to healthcare.

e Planning the Build-out of a QMS that fits your organization’s unique needs.
e Overcome common challenges and misconceptions.

o Set a solid foundation for achieving ISO certification and beyond.

Who This eBook is For
This guide is for healthcare professionals who:

e Are curious about improving quality in their organizations.
e Need a clear introduction to QMS concepts.
o Want to lead or participate in building a QMS for their healthcare facility?

12
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Whether you’re a operational leader, clinician, administrator, or quality manager, this book
will give you the tools and confidence to take the first steps toward building a QMS that works
for your organization and, most importantly, for your patients. Consider Enrolling in our
Executive Brief Training Course to gain a foundational understanding of what it takes to
implement a QMS. This short introduction is designed to set you up for success and prepare you
for our upcoming comprehensive courses on Internal Auditing and QMS implementation. In the
near future, we will also offer a 2-day course in Internal Auditing and add 7101 to our Internal
Auditing Workshop. Our four-hour online Overview course was just released Jan 24™ and is
available on our website.

MANAGEMENT SYSTEMS
INTERNATIONAL

EXECUTIVE
OVERVIEW
TRAINING

ISO 7101: 2023

www.msi-international.com >

Core Areas to Consider in QMS Planning

The following sections detail areas that need to be carefully planned during QMS development
based on the requirements outlined in ISO 7101:2023.

1. Understanding the Organizational Context

o Key Requirement: Identify internal and external factors influencing the organization.
e Action Steps:

o Conduct (or update) a situational analysis (SWOT analysis) to determine
strengths, weaknesses, opportunities, and threats. (if it is too daunting, consider
setting a time frame to complete and only do so if agreeing is a benefit) [ have
been in audits when the auditor suggested directly to perform such an analysis.
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o Evaluate regulatory, technological, and economic trends in the healthcare sector.
o Engage stakeholders, including patients, staff, primary suppliers, and regulatory
bodies, to identify their needs and expectations.

The standard provides insight into internal and external issues in its notes.

Internal: organizational vision, values, goals and objectives, workforce values,
culture, power structures, religion, knowledge, access to resources, and social
determinants of health.

External: legal, political, technological, clinical, ethical, cultural, religious, socioeconomic
conditions, and social determinants of health, whether international, national, regional, or
local.

2. Leadership Commitment

o Key Requirement: Leadership must demonstrate commitment to quality and continuous
improvement.
e Action Steps:
o Establish a clear quality policy aligned with the organization’s mission and vision.
And that can be measured by the high-level set of objectives.
Define roles and responsibilities for QMS development.
Allocate resources for the establishment, implementation, maintenance, and
continual improvement.

Resources include buildings, utilities, equipment, hardware, software, transportation,
IT, and communications.

One of the key steps we take in the planning phase is to identify process owners for
the key requirements of the Standard by using our functions and responsibilities
worksheet. This is how it is identified who is to be at the interviews, explaining the
requirements and discussing how the company wants to address fulfilling the
requirements. From here, the job descriptions and organizational chart status are to be
confirmed. Usually, these are not up to date, and most of the time, the job
descriptions do not include all of the information required, so all must be revised, rev
controlled and approved.

14

760-434-9141

www.msi-international.com MANAGEMENT SYSTEMS
NTERNATIONAL




Planning Healthcare QMS Development Process Tips & Best Practices

3. Defining QMS Objectives (think in terms of Health Indicators as well)

o Key Requirement: Set measurable, actionable, and time-bound quality objectives.
e Action Steps:

o Align objectives with patient care goals, regulatory requirements, and operational
efficiency.

o Use SMART criteria (Specific, Measurable, Achievable, Relevant, Time-bound)
to structure objectives. I always add ER. E for excitement and R for record
keeping. (SMARTER)

o Regularly review and update objectives based on performance data. (review at
monthly operational reviews and be watchful for the trends) We recommend
reserving official updating/revising in preparation of the management review
meetings.

This Standard has 19 references for setting objectives. Whether objectives are clinical and/or
nonclinical. You must show consideration of the UNs SDGs 1, 3, 8, 9,10, 11, 12 & 17. The
objectives could be strategic, tactical, or operational. Objectives can be based on common
threats, such as solvency and workforce shortage, as explained in the introduction of the
standard. The overall intent of the objectives is to support providing timely, safe, effective,
efficient, equitable, and people-centered healthcare. Decided objectives should matter to service
users. It is vital they incorporate improving service user experience and quality of care and
provide sustainable solutions. Any of the objectives established should be related to improving
performance.

THE SUSTAINABLE DEVELOPMENT GOALS

14 " MAD T PN
BELOW WAIER AND §TRONC FOR I GOALS
IETTTUTIONS
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4. Addressing Risks and Opportunities

o Key Requirement: Identify and address risks and opportunities related to healthcare
processes.
e Action Steps:
o Implement a risk management framework to evaluate potential threats to quality
and safety.
Develop mitigation strategies for identified risks.
Leverage opportunities to innovate and improve healthcare delivery.

5. Resource Management

o Key Requirement: Determine and provide the necessary resources for QMS
development.
e Action Steps:
o Assess workforce competency and training needs.
o Budget for infrastructure, technology, and materials required for implementation.
o Foster a culture of quality by engaging staff at all levels.

6. Designing Processes

e Key Requirement: Establish clear, documented processes for healthcare delivery. This is
one of the processes that must be documented. A major factor in the planning process of
the QMS is deciding what other processes needs to be documented as a level 2 document
and what are to be considered what’s termed work instructions. This is different for every
company and depends on the organizational structure and what already exists.

e Action Steps:

o Map critical processes, including patient admission, diagnosis, treatment, and
discharge.

o Confirm itemized documents to be developed/updated and formatting approval
cycle.
Define inputs, outputs, and performance indicators for each process.
Integrate electronic health records (EHRs) and other digital tools to streamline
workflows.

Our process is to address what new procedures that are to be established as one of the first
interviews. This sets the stage for which departments are to be present at which interviews.
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Documented Information

The 4 levels of documentation:

1.  Approach and Responsibilities Paolicies
2. Who, What and When Procedures
3. How activities are performed Work Instructions

4. Objective Evidence of the Records
activities performed

7. Monitoring and Evaluation

e Key Requirement: Plan to monitor, measure, and evaluate QMS performance. The
standard identifies minimum requirements for what is to be monitored. This also is
discussed during the interview process. Most of what needs to be monitored is also
presented in the management reviews to assess how the QMS is performing. There are
about 31 references to what must be monitored in the Standard.

e Action Steps:

o Think through what needs to be developed to create a system for data collection
and analysis.
Establish performance metrics aligned with quality objectives.
Schedule regular internal audits and management reviews.

8. Change Management

o Key Requirement: Prepare for changes in healthcare practices, regulations, and
technologies.
e Action Steps:
o Develop a change management procedure (or include in Leadership procedure) to
guide transitions.
Train staff in new processes and tools.
Communicate changes effectively across the organization.

Side note: Remember, too, that implementing formal quality management is a big change to a
company and that you must address all of the possible fears that may come along with the
different employee levels.
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Conclusion

Planning is not just the first step in developing a QMS; it is a continuous effort that ensures the
system’s relevance and effectiveness in the dynamic healthcare landscape. By following the
principles and requirements of ISO 7101:2023, healthcare organizations can build a QMS that
enhances patient care, ensures regulatory compliance, and drives operational excellence. See our
blog article: "ISO 7101 Co-Production Patient-Centered Care Healthcare Excellence Blueprint"

l _ 4
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ISO 7101: ENHANCING YOUR RESEARCH PROCESS

Integrating ISO 7101 standards into your research phase ensures a systematic and
efficient approach. All ISO Management System Standards emphasize the importance
of understanding customer (i.e., patient, caretaker, and stakeholders) requirements and
using this knowledge to drive the development process. Adhering to these standards
ensures that your research is thorough, consistent, and aligned with your overall
project goals. It never hurts to have a procedure for this step.

Brainstorming and Ideation: Sparking Innovation

Once we understand the user base more deeply, brainstorming and ideation are the
next steps. This phase encourages creativity and innovative thinking, allowing us to
explore various concepts and solutions. Collaboration and open-mindedness are key
during this stage, as different perspectives can lead to groundbreaking ideas.

Development: Crafting the Solution

The subsequent step involves the actual development of the service delivery solutions.
This phase requires a diverse set of skills, depending on the nature of services. This
stage involves meticulous attention to detail and effective delivery of services.
Afterwards other procedures or lower-level documents may be discovered as being
needed. Iteration and continuous improvement are vital during development, as they
allow for the incorporation of user feedback and the optimization of the final outcome.
The truth is that establishing the QMS and trusting it will be evolving enables for
being forgiving. You only know what you know, but after experiencing if the
processes were effectively implemented you realize more improvements are needed.

Ensuring Quality and Consistency

Adhering to ISO 7101 requirements helps ensure that quality management principles
are integrated into every stage. This includes defining clear objectives, ensuring
effective communication, and maintaining rigorous documentation that serves your
organization. These practices improve the development process and enhance the final
delivery of services’ overall quality and reliability. This allows historical data to be

reviewed in the event of nonconformities.
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Conclusion: A Journey of Creativity and Precision

The Designing of Healthcare services is a multifaceted journey that requires a

combination of creativity, research, collaboration, and meticulous execution. By
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CHAPTER 1: THE PLAN-DO-STUDY-ACT (PDSA)
MODEL IN HEALTHCARE QMS DEVELOPMENT

Background on the PDSA Model

The Plan-Do-Study-Act (PDSA) model is a widely recognized methodology for continuous
improvement in quality management systems. Originating from the Deming Cycle, (PDCA) the
PDSA framework is designed to facilitate iterative testing and refinement of processes, ensuring
alignment with organizational goals and customer (or patient) needs. Consider the procedures as
the planning then as being implemented (the doing) it is discovered steps were missed then to
update the procedure and confirm as being effective.

In the context of ISO 7101:2023, the PDSA model is integral to developing and implementing a
robust QMS in healthcare. The model ensures that healthcare quality objectives are not only
aligned with the organization’s quality policy but are also systematically planned, implemented,
measured, and refined.

Steps of the PDSA Cycle
1. Plan

The planning phase is foundational, requiring a comprehensive understanding of the
organization’s context and the needs of stakeholders. As procedures are being drafted, authors
must answer the question of whether the procedure is followed and will contribute to meeting the
objectives. Key activities include:

o Establishing Healthcare Quality Objectives:
Example: A hospital may set an objective to reduce patient readmission rates by 15%
over the next year. This goal should align with broader organizational priorities, such as
improving patient satisfaction and optimizing resource utilization.

o Defining Processes:
Example: To achieve the readmission reduction objective, the hospital might implement a
discharge planning process that includes patient education, follow-up calls, and
coordination with outpatient care providers.

o Identifying Metrics:
Example: Metrics such as patient readmission rates, adherence to follow-up schedules,
and patient feedback scores will be tracked to measure success.
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2. Do

The "Do" phase involves implementing the planned processes and collecting initial data. It is
important to start on a small scale to minimize risks and gather actionable insights.

o Example: A pilot program might be conducted in one department of the hospital,
focusing on high-risk patients who are most likely to be readmitted. Staff training is
conducted, and new discharge protocols are applied.

3. Study

During the "Study" phase, data collected during the "Do" phase is analyzed to evaluate the
effectiveness of the processes.

o Example: Data from the pilot program might show a 10% reduction in readmissions
among the targeted patient group. However, feedback from staff indicates that the follow-
up scheduling process is overly time-consuming.

4. Act

The final phase involves refining the processes based on insights gained during the "Study"
phase. If successful, the improved processes can be scaled organization widely.

o Example: The hospital revises its follow-up scheduling protocol to streamline the
process by creating educational videos for patients and caretakers and extends the
improved discharge program to all departments.

PDSA in Action: Case Study Example

Background: A medium-sized healthcare clinic struggled with long patient wait times,
negatively impacting patient satisfaction scores and staff morale.

Application of PDSA:

o Plan: The clinic set a quality objective to reduce average patient wait times by 20%
within six months. A process improvement team was formed to analyze bottlenecks and
propose solutions.

e Do: A new scheduling system was piloted in one department, reallocating resources
during peak hours to manage patient flow more efficiently.

e Study: Data revealed that the new scheduling system reduced waiting times by 25% in
the pilot department. However, staff reported challenges with adapting to the new system.

e Act: Additional staff training was provided, and the scheduling system was adjusted to
improve usability before rolling it out clinic wide.
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Establishing Healthcare Quality Objectives

ISO 7101:2023 emphasizes the importance of setting measurable quality objectives at relevant
functions and levels that directly support the organization’s quality policy and compatibility with
strategic direction. The standard refers to clinical and nonclinical objectives. An objective must
be set regarding the assessment of service user experience. Also, for this standard, the United
Nations Sustainable Development Goals (SDGs), when establishing healthcare quality
objectives, are to be considered. Take into account applicable requirements and consideration
factors such as socio-economic status, culture, and diversity of service users. Must use
evidence-informed practice data and established indicators of health outcomes. Decide
on initial broad categories, especially if they are already being measured. Are measurements
easily able to be extracted? Once the objectives have been decided, a project management
approach must be applied in order to achieve the established objectives. Using the PDSA model
ensures that objectives are not only well-planned but also continuously evaluated and refined.

Key Considerations for Setting Objectives

1. Alignment with Strategic Goals:
Objectives must support the organization’s mission and vision. For example, a hospital
committed to providing “world-class patient care” might set objectives related to
reducing medical errors, improving patient outcomes and meeting “world-class”
standards.

2. Patient-Centered Focus:
Objectives should reflect the needs and expectations of patients. Example: Implementing
a patient feedback program to ensure services align with patient preferences.

3. Regulatory Compliance:
Objectives should address applicable healthcare regulations and standards, ensuring legal
and ethical compliance.

PDSA and ISO 7101: Bridging the Gap

The PDSA model provides a practical framework for achieving ISO 7101:2023 compliance. By
integrating the PDSA approach into QMS planning efforts, healthcare organizations can:

o Ensure systematic alignment between quality objectives and organizational goals.
e Foster a culture of continuous improvement, which is a cornerstone of ISO 7101.
o Enhance patient satisfaction and safety by continually refining healthcare delivery

processes.
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Conclusion

The Plan-Do-Study-Act model is a proven methodology for developing and improving
healthcare quality management systems. By leveraging PDSA in the planning phase,
organizations can ensure that their quality objectives are not only well-defined but also
effectively implemented and continuously optimized.

In the subsequent chapters, this eBook will explore additional components of planning, such as
resource allocation, risk management, and service delivery design, all through the lens of ISO
7101:2023.

Integrating ISO 7101 for Added Value

Integrating ISO 7101 standard into your process management further enhances the
value you can deliver. ISO 7101 provides a framework for ensuring quality
management principles are embedded in every stage of your process. This includes
maintaining rigorous documentation, defining clear objectives, and ensuring effective
communication. By adhering to these standards, you not only improve the efficiency
and reliability of your processes but also demonstrate a commitment to quality that
can significantly boost trust and satisfaction.

Conclusion: Driving Success through Process Excellence

In conclusion, the importance of the process in adding value cannot be overstated. A
well-defined, efficient, and patient-centric process is the backbone of delivering high-
quality services. It shapes the patient’s experience, enhances the value proposition,
optimizes costs, and ultimately drives success in today's competitive landscape. By
investing in process improvement and integrating ISO 7101 standard, organizations
can unlock their true potential and establish themselves as leaders in their respective
industries. See our blog article: 'Driving Healthcare Excellence with ISO 7101: Key

Steps for Immediate Action"

24

760-434-9141

www.msi-international.com MANAGCEMENT SYSTEMS
NTERNATIONAL




Planning Healthcare QMS Development Process Tips & Best Practices

CHAPTER 2: OVERVIEW OF ISO 7101 STANDARD

— Enhancing Quality and Patient Experience

The ISO 7101 standard is the new QMS Standard for Healthcare based on the success
of ISO 9001, which is a globally recognized quality management system (QMS) that
provides a framework for organizations to enhance customer satisfaction, improve
efficiency, and continually strive for excellence. This chapter aims to provide readers
with an overview of the ISO 7101 standard, its key components, benefits, and
planning out the implementation process. But first, some background on ISO 9001,
which was first released in 1987. If you, as a reader, have any experience with the
language and frameworks of QMS, ISO 9001, this will help a lot. Everything
highlighted here shows the uniqueness of Healthcare QMS. All management system
based Standards are based off of ISO 9001, including aerospace AS 9100. Just that
each adds in their particular needs for that industry.
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4. Context of the
Organization

4.1 Organization and its context

4.2 Stakeholders’ expectations/needs

4.3 Scope of the HCQMS

4.4 HCQMS and its processes

5. Leadership

5.1 Leadership and commitment
5.2 Quality policy

5.3 Roles, responsibility, authority
5.4 Service User Focus

5.5 Accessto Care

6. Planning

6.1 Risk and opportunities
6.2 Quality objectives

6.3 Planning of change

First, Understand ISO 9001

7. Support

7.1 Resources

7.2 Competences

7.3 Awareness

7.4 Communication

7.5 Documented information

8. Operation
8.1 Operational Planning & control

8.2 Healthcare Facilities Management and
Maintenance

8.3 Waste Management

8.4 Handling and Storage of Materials

8.5 Service User Belongings

8.6 Emerging Technologies

8.7 Service Design in Healthcare

8.8 Supplies and Services from External Providers
8.9 Provision of Service

8.10 People-Centered Care

8.11 Ethics

8.12 Patient Safety

9. Performance Evaluation
9.1 Monitoring, measurement, analysis & evaluation
9.2 Internal audit

9.3 Management review

10. Improvement
10.2 Continual improvement
10.3 Nonconformity & corrective action

The ISO 9001 standard sets out the criteria for a QMS based on a strong customer

focus and leadership commitment to consistently meet and exceed customer

requirements. It helps organizations establish effective processes, monitor

performance, and implement continuous improvement strategies. Even though many

manufacturers are certified to ISO 9001, it is a myth that this standard was only meant

for this sector. When companies adhere to ISO 9001, they can demonstrate their

dedication to delivering high-quality products and services while ensuring compliance

with regulatory requirements.

www.msi-international.com
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| 7 Principles that ISO 9001:2015 is Based on

Customer Focus
Leadership

° Engagement of People

] Process Approach

Improvement <

Evident-based Decision Making

Relationship Management

Key Components of ISO 9001

Customer Focus: One of the fundamental principles of ISO 9001 is understanding
and meeting customer needs. Organizations are encouraged to engage with their
customers, gather feedback, and use that information to improve their processes and
products (especially the design process). By placing the customer at the center of their
operations, businesses can enhance customer satisfaction, build strong relationships,
and drive repeat business.

Process-Based Approach: The ISO 9001 standard emphasizes a process-based
approach. Organizations must identify and manage the various interrelated processes
within their operations. By understanding the inputs, activities, and outputs of each
process, companies can optimize efficiency, minimize waste, and consistently deliver
high-quality results.

Leadership and Engagement: Strong leadership and active engagement of
employees are critical to the success of the QMS. Leaders must establish a clear
vision, set objectives, and foster a culture that values quality and continuous
improvement.

Evidence-Based Decision Making: Making decisions based on the analysis and
evaluation of data is crucial. ISO 9001 promotes the use of metrics and performance
indicators to guide decision-making processes, ensuring that actions taken are

effective and aligned with strategic goals.
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Continuous Improvement: The standard promotes a culture of continuous
improvement within organizations. By regularly monitoring performance, analyzing
data, and implementing corrective actions, companies can identify areas of
inefficiency or non-compliance and take proactive measures to address them. This
standard, unlike most management system standards, requires a lessons-learned
program. These programs must all provide evidence of being used to facilitate change.
Then, ensure that the change management requirements are followed.

Benefits of ISO 9001

Increased Customer Trust and Confidence: By demonstrating compliance with
internationally recognized quality standards, organizations can differentiate
themselves from competitors and gain a competitive edge. This can lead to enhanced
market share, improved customer loyalty, and increased business opportunities.
Besides, customers really don’t want to do site audits. They rely on 3™ party
accredited certification bodies like UL or NSF.

Enhanced Efficiency and Reduced Waste: A process-based approach enables
organizations to optimize their operations, reducing inefficiencies and minimizing
waste. This leads to cost savings and more efficient use of resources.

Regulatory Compliance: Adhering to ISO 9001 helps organizations meet regulatory
requirements, reducing the risk of non-compliance and potential legal issues.
Market Expansion: Certification to ISO 9001 can open doors to new markets and
business opportunities, as many clients and partners prefer or require suppliers to be
ISO 9001 certified.

Employee Engagement and Morale: A well-implemented QMS fosters a positive
work environment where employees understand their roles, feel valued, and are
motivated to contribute to the organization's success.

CHAPTER 3: DRAFTING A QUALITY POLICY

Ensuring the Healthcare Quality Policy Aligns with Strategic Direction

The Healthcare Quality Policy represents the intentions and direction of an organization as
formally expressed by top management. It is a guiding framework that sets the foundation for
quality objectives, regulatory compliance, patient safety, and continuous improvement. To
be effective, this policy must be aligned with the strategic direction of the organization,
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ensuring that quality efforts support broader organizational goals rather than function in
isolation. Our approach is to brainstorm with the executive management team at the Kick-
off/Strategic Planning session on primary themes, but with knowing the 3 “must haves”. By the
next session, Group | Interview, a draft paragraph will be presented and discuss improvements
and whether they capture the essence of the intentions and direction. It remains in draft format
until after the operational interviews to ensure the ability to adhere given more education on the
requirements.

Key Actions for Leadership in Establishing a Quality Policy
1. Define a Quality Policy That Reflects the Organization’s Vision and Mission

e The policy must be more than a compliance requirement—it should be an authentic
expression of the organization’s commitment to patient safety, operational excellence,
and continual improvement.

o Example: If a healthcare organization’s mission is to provide patient-centered care,
then the quality policy should emphasize patient safety, clinical effectiveness, and
service excellence.

2. Align Quality Objectives with Strategic Priorities

e Quality objectives must translate the policy into measurable, actionable goals that
support the strategic direction of the organization.

o Example: If the organization aims to reduce hospital readmissions, quality objectives
should focus on improving discharge protocols, follow-up care, and patient
education.

3. Ensure Leadership Commitment and Accountability

e Leadership must take an active role in defining, communicating, and implementing
the policy—not just approving a document.

o Example: The executive team should regularly review quality performance data to
ensure that the organization remains aligned with its strategic quality commitments.

4. Integrate the Quality Policy Across All Departments

o The policy should not exist in isolation; it must be embedded into all processes, clinical
workflows, and operational activities.

o Example: HR should integrate quality commitments into employee training programs,
while finance should align budget allocations with quality improvement initiatives.

5. Establish a Process for Continuous Review and Improvement
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e The quality policy should be iteratively refined based on:
o Audit findings
o Regulatory updates
o Patient and staff feedback
o Operational performance data
o Example: An annual management review should assess whether the policy remains
relevant and if adjustments are needed based on evolving healthcare trends and risks.

Conclusion: Quality Policy as a Living, Strategic Framework

The Healthcare Quality Policy is not just a regulatory document—it is a living strategy that
should evolve alongside the organization’s goals, patient needs, and industry advancements. By
ensuring that the quality policy and objectives are aligned with the strategic direction of the
organization, leadership establishes a culture of excellence, compliance, and continuous
improvement that drives sustainable success.

Establishing a Healthcare Quality Policy: A Strategic and Inclusive Approach

The Healthcare Quality Policy is a critical component of a Quality Management System
(QMYS) in healthcare organizations. It serves as a guiding statement, reflecting the
organization’s commitment to quality, compliance, continuous improvement, and patient-
centered care. Top management plays a vital role in establishing, maintaining, and ensuring the
effective communication of this policy, aligning it with strategic objectives and regulatory
requirements.

1. Key Requirements for a Healthcare Quality Policy
According to ISO 7101, the healthcare quality policy must:
Align with the Organization’s Purpose (a)

e The policy should reflect the core mission, vision, and strategic goals of the
organization.

o Example: A hospital specializing in critical care may emphasize rapid response, safety,
and efficiency in its quality policy, while a primary care provider may focus on
preventive care and patient engagement.

Provide a Framework for Healthcare Quality Objectives (b)
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e The policy should set the direction for measurable quality objectives, ensuring that all
quality initiatives are aligned with organizational goals.

o Example: If a healthcare organization prioritizes infection control, the policy should
guide objectives such as reducing hospital-acquired infections by 20% within a
defined period.

Commit to Meeting Applicable Requirements (c)

e The policy must explicitly commit to compliance with regulatory, legal, and
accreditation requirements, ensuring the organization meets industry standards.

o Example: A healthcare provider must comply with ISO 7101, national health
regulations, and patient safety protocols in its operations.

Commit to Continual Improvement (d)

e Quality improvement must be an ongoing process, with leadership fostering a culture of
innovation, learning, and efficiency.

o Example: The organization can implement data-driven quality monitoring, conduct
regular audits, and use patient feedback to refine care processes.

Incorporate Stakeholder Input (e)

e The policy should be developed with input from key stakeholders, including patients,
healthcare professionals, regulatory bodies, and community representatives.

o Example: A healthcare network could hold advisory meetings to gather feedback from
patient advocacy groups and frontline medical staff.

Express a Commitment to People-Centered Care (f)

e The policy must reinforce compassionate, ethical, and patient-centered healthcare
delivery.

o Example: A telehealth provider’s quality policy may highlight accessibility, patient
engagement, and personalized treatment plans.

2. Implementation and Communication of the Quality Policy
To be effective and actionable, the healthcare quality policy must be:
Available and Maintained as Documented Information

e The policy should be a controlled document, updated periodically to reflect
organizational and regulatory changes.
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Communicated, Understood, and Applied Within the Organization

o Every staff member should receive training and guidance on how the policy applies to
their specific roles.
o Example:
o Leadership holds quarterly training sessions on integrating the quality policy
into clinical workflows and decision-making.
o Managers conduct departmental discussions on how the policy aligns with their
operational objectives.

Accessible to Stakeholders as Appropriate

e The policy should be available to patients, regulators, insurers, and partners as
needed.
o Example:
o It can be published on the organization’s website or displayed in waiting areas
and patient documentation.

Applied in Distance Healthcare Services

e When healthcare is provided remotely (e.g., telehealth, satellite clinics, mobile units),
the policy must be integrated into these services to ensure consistent quality.
o Example:
o A telemedicine provider ensures its quality policy is part of virtual
consultations and informed consent procedures.

3. Sample Healthcare Quality Policy Statement

[Healthcare Organization Name] is committed to providing safe, effective, and patient-
centered care by ensuring the highest quality standards in healthcare delivery. Our Quality
Management System is designed to:

e Align with our mission of delivering compassionate, evidence-based care that meets or
exceeds regulatory and accreditation requirements.

o [Establish clear, measurable quality objectives to drive continuous improvement in
patient safety, clinical outcomes, and operational efficiency.

e Maintain compliance with ISO 7101, national healthcare regulations, and best
practices in medical excellence.

o Promote a culture of continuous learning, innovation, and proactive risk
management.

o Actively engage patients, healthcare professionals, and stakeholders to shape our
quality strategy and care delivery models.
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o Extend our quality commitments to telehealth, mobile services, and satellite clinics,
ensuring accessible and equitable care for all communities.

This policy is reviewed annually and remains the foundation of our ongoing commitment to
healthcare excellence and service improvement.

4. Conclusion: Driving a Culture of Quality

The Healthcare Quality Policy is not just a compliance document—it is a living, strategic
framework that should be integrated into the daily operations of a healthcare organization. By
ensuring that it is aligned with strategic objectives, continuously improved, and actively
communicated across all levels, organizations can enhance patient outcomes, improve
operational efficiency, and maintain compliance with ISO 7101.

To evaluate its performance, the organization shall establish a healthcare quality
monitoring system, which is in accordance with the organization’s healthcare quality
policy and quality requirements. What ever is established as the quality policy must
extend to the methods of monitoring.

Sample “Starting Quality Policies”

1. General Healthcare Quality Policy (For Hospitals and
Healthcare Systems)

[Organization Name] is committed to delivering high-quality, safe, and people-centered
healthcare services through a structured Quality Management System (QMS) that ensures
compliance, continuous improvement, and stakeholder engagement.

To achieve this, we commit to:

Meeting all applicable healthcare regulations, accreditation standards, and quality
requirements to ensure safe, ethical, and effective care for our patients.

Continuously improving our Quality Management System (QMS) by using data-driven
decision-making, risk assessments, and innovation in clinical and operational processes.

Engaging with stakeholders, including patients, families, healthcare professionals,
regulatory bodies, and community partners to ensure that our services align with their needs
and expectations.
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Placing people at the center of our care model, ensuring dignity, respect, cultural sensitivity,
and personalized treatment for every individual.

This policy is reviewed annually and communicated across all levels of the organization to drive
quality, safety, and operational excellence.

2. Healthcare Quality Policy for a Primary Care Provider
(Clinics, Family Medicine, Telehealth Services)

At [Organization Name], our mission is to provide accessible, compassionate, and high-
quality primary healthcare services that promote well-being and disease prevention.

To uphold this commitment, we ensure:

Compliance with national health policies, licensing requirements, and patient safety
regulations to maintain the highest standards of care.

A culture of continuous improvement by utilizing patient feedback, clinical audits, and health
data analytics to enhance our medical practices.

Active collaboration with patients, families, healthcare professionals, and community
health organizations to shape our services based on diverse needs.

A patient-first approach, ensuring that care plans are tailored to individual needs, delivered
with empathy, and designed to empower patients in managing their health.

This policy is embedded in all our processes and reinforced through continuous training and
performance evaluations.

3. Healthcare Quality Policy for a Specialty Hospital
(Cardiology, Oncology, Rehabilitation Centers, etc.)

[Organization Name] is dedicated to providing specialized, high-quality healthcare services
that enhance patient outcomes and advance medical innovation in our field of expertise.

As part of our Quality Management System (QMS), we pledge to:

Meet and exceed regulatory and clinical practice standards while adhering to evidence-based
medical guidelines for our specialty.
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Continuously enhance our healthcare delivery through advanced medical research,
technology integration, and staff training.

Foster collaboration with patients, caregivers, multidisciplinary teams, and industry
leaders to ensure holistic and integrated care.

Ensure a people-centered healthcare experience, where patients receive personalized,
compassionate, and outcome-focused treatment tailored to their unique medical needs.

This policy is reviewed periodically, with stakeholder input guiding our efforts to innovate and
lead in specialized healthcare services.

4. Healthcare Quality Policy for a Long-Term Care Facility /
Home Healthcare Services

At [Organization Name], we are committed to delivering high-quality, person-centered long-
term care that enhances quality of life for residents and home-based patients.

Our commitments include:

Strict adherence to healthcare regulations, patient rights laws, and ethical caregiving
practices to ensure a safe and respectful environment.

Continuous quality improvement in elderly and long-term care services, focusing on
resident satisfaction, health monitoring, and proactive risk management.

Engagement with families, caregivers, and healthcare professionals to develop care plans
that align with the values and preferences of each resident.

A people-first philosophy, where dignity, independence, and emotional well-being are
prioritized in every aspect of our services.

This policy is integrated into staff training, performance evaluations, and resident care
programs, ensuring that our commitment to quality is upheld at all times.

Final Thoughts: The Role of a Strong Healthcare Quality
Policy
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A Healthcare Quality Policy should be more than a compliance document—it must be a living
framework that guides all clinical, operational, and organizational decisions. By embedding
commitments to compliance, continuous improvement, stakeholder engagement, and
patient-centered care, healthcare organizations can build trust, ensure accountability, and
drive quality excellence.

CHAPTER 4: HIGH-LEVEL QUALITY OBJECTIVES AND
THEIR RELATIONSHIP TO THE QUALITY POLICY

In the context of ISO 7101:2023 and quality management systems, high-level quality objectives
are overarching goals that translate the organization's quality policy into actionable targets.
These objectives guide the organization's strategic direction and ensure alignment with its
mission, vision, and core values. While they are related to operational metrics, they differ
significantly from Key Performance Indicators (KPIs), as they focus on long-term, strategic
outcomes rather than specific, measurable day-to-day performance.

o Quality Policy: "Commitment to patient safety and regulatory compliance."

o Quality Objective: "Reduce surgical errors by 10% this year."

o Healthcare Delivery Goal: "Implement standard operating procedures for pre-
surgical checklists."

o Outcome: "Improved patient safety and reduced incidents."

e Example Alignment of Policies, Objectives, and Goals

. . . L. Healthcare Delivery
Quality Policy Quality Objective Outcome
Goal
Commit to Train staff in Enhanced

Achieve 90% patient

) .. communication and atient
satisfaction in feedback P

patient-centered

care empathy skills experience
Ensure regulatory Pass all inspections with Conduct quarterly Reduced risk of
compliance zero nonconformities ~ compliance audits penalties
Focus on Reduce the average o . More efficient

i . . Optimize scheduling
continuous patient’s wait times by healthcare
. system and workflows .
improvement 15% delivery

Defining High-Level Quality Objectives
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High-level quality objectives are:

1. Strategic in Nature: They reflect the organization's commitment to its quality policy and
its broader goals, such as improving patient outcomes, enhancing safety, or increasing
operational efficiency.

2. Broadly Applicable: These objectives provide a framework that spans across
departments or functions within the healthcare organization.

3. Aligned with the Quality Policy: The objectives should serve as a bridge between the
organization's aspirational quality policy and the practical actions needed to achieve it.

Key Characteristics of High-Level Quality Objectives

e SMART Framework: Although high-level, they should still be Specific, Measurable,
Achievable, Relevant, and Time-bound. I add ER, e for excitement and r for record
keeping.

o Stakeholder-Centric: They should reflect the needs and expectations of key
stakeholders, such as patients, staff, and regulatory authorities.

e Scalable: High-level objectives should cascade into more specific departmental goals and
eventually into KPIs for operational tracking.

Examples of High-Level Quality Objectives

1. Patient Safety
o Objective: Reduce patient incidents across all departments by 30% within two
years through improved protocols and staff training.
o Alignment with Quality Policy: This objective supports a policy focused on
delivering safe, high-quality healthcare services.
2. Operational Efficiency
o Objective: Achieve a 15% reduction in appointment wait times by implementing
advanced scheduling software and workflow optimizations.
o Alignment with Quality Policy: Demonstrates a commitment to improving the
patient experience and accessibility of care.
3. Compliance and Accreditation
o Objective: Ensure 100% compliance with healthcare regulations and standards,
including ISO 7101 requirements, within the next certification cycle.
o Alignment with Quality Policy: Reflects the organization's dedication to
upholding industry standards and ethical practices.
4. Employee Development
o Objective: Increase staff competency in QMS processes by delivering 90% of the
required training within the next fiscal year.
o Alignment with Quality Policy: Supports the policy by empowering staff to
contribute to continuous improvement and quality care.
5. Sustainability and Environmental Goals
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o Objective: Implement a waste reduction initiative to reduce medical waste by
25% over three years, aligning with the organization’s environmental stewardship
commitments.

o Alignment with Quality Policy: Demonstrates responsibility toward
sustainability, which may be an integral part of the organization’s quality policy.

Difference Between High-Level Quality Objectives and KPIs

High-level quality objectives and Key Performance Indicators (KPIs) serve different roles within
a quality management system:

Aspect High-Level Quality Objectives KPIs
Broad, strategic, and aligned with  Specific, operational, and aligned with
Scope . .
the quality policy. departmental processes.
Define long-term aspirations and ~ Measure progress toward achieving specific
Purpose S .
strategic direction. aspects of the objectives.
Timeframe Medium to long-term (e.g., 1-5 Short-term, monitored regularly (e.g., weekly,
years). monthly).
“Reduce patient incidents by 30%  “Track the number of patient incidents per
Example ” »
over two years. department monthly.
Focus Outcomes and overall impact. f;solf&::s-level performance and immediate

Why High-Level Objectives Are Crucial

1. Strategic Alignment: They ensure that all activities and efforts are directed toward
achieving the organization's overarching vision.

2. Resource Allocation: High-level objectives provide a basis for prioritizing investments
in personnel, technology, and infrastructure.

3. Stakeholder Communication: They offer a clear and concise way to articulate the
organization’s focus to patients, regulators, and employees.

4. Foundation for Continuous Improvement: These objectives provide a high-level
framework for continuous improvement efforts, aligning with the iterative principles of
the Plan-Do-Study-Act model.

How High-Level Objectives Translate into Action
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High-level objectives provide the "why" and "what," while KPIs provide the "how" and "when."
For example:

o High-Level Objective: “Reduce appointment wait times by 15% within two years.”
e Supporting KPIs:

o Average patient wait time per department (measured monthly).

o Number of no-shows due to scheduling inefficiencies.

o Staff adherence to new scheduling protocols.

By maintaining a clear distinction, organizations can balance strategic focus with operational
effectiveness, ensuring both the big picture and the finer details are addressed.

Conclusion

High-level quality objectives are essential for driving the organization's commitment to its
quality policy and achieving sustainable, long-term outcomes. While KPIs are vital for tracking
day-to-day progress, high-level objectives provide the strategic vision needed to guide healthcare
organizations toward excellence.

By establishing and effectively communicating these objectives, healthcare organizations can
ensure alignment across all levels of operation, reinforcing their commitment to quality care,
patient safety, and continuous improvement. See our blog article:" 7 Steps to Build Quality &
Continuous Improvement Culture in Healthcare or Any Organization"
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CHAPTER 5: MSI'S PROPRIETARY APPROACH TO
PLANNING CUSTOMERS' PROGRAM

Program Plan Book Overview

The Program Plan Book is a customized and structured guide developed for every
customer project to ensure effective planning, execution, and monitoring of the
Quality Management System (QMS) implementation process. This book serves as a
roadmap and repository for all essential project details, tasks, and milestones. Below
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is a breakdown of the key components included in the Program Plan Book, as
illustrated in the provided image:

1. Project Profile (Incl. Company Statement)
o Purpose:
o Captures the organization's mission, vision, and overall project goals.
o Provides an overview of the company and its QMS objectives.
o Use:
o Acts as a foundational reference for understanding the organization's
unique context and goals.

2. Logistics (Directions, Travel, and Virtual Info)
o Purpose:
o Contains logistical details for coordinating project activities.
o Includes travel arrangements, meeting locations, and virtual meeting
links (if applicable).
o Use:
o Ensures smooth scheduling and participation for all stakeholders.

3. Contact Information, Functions & Responsibilities, Org Chart
o Purpose:
o Provides a comprehensive list of project contacts with their roles and
responsibilities.
o Includes an organizational chart to visualize team structure.
o Use:
o Facilitates clear communication and accountability throughout the
project.

4. Project Milestone Schedule, Task List & Internal Audit (IA) Schedule
o Purpose:
o Outlines the key milestones, tasks, and deliverables for the project.

o Includes a detailed schedule for internal audits to assess QMS progress.
o Use:
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o Helps track progress and ensures timely completion of critical activities.

5. Agendas, Plans, Meeting Logs (Consulting Worksheets - Non-Interview Based)
o Purpose:
o Provides templates and logs for meeting agendas and notes.
o Includes non-interview-based consulting worksheets to streamline
planning and execution.
o Use:
o Serves as a tool for structured and efficient meetings, capturing
actionable items and decisions.

6. Policy and Objectives
o Purpose:
o Documents the organization's quality policy and related objectives.
o Use:
o Acts as a guiding principle for all QMS-related activities, aligning
efforts with the organization's strategic direction.

7. Process Interaction Maps & Document Status
o Purpose:
o Visualizes process interactions within the QMS.
o Tracks the status of required documents during the implementation
phase.

o Helps identify process dependencies and ensures documentation
completeness.

8. Records Worksheet & Documents Received
o Purpose:
o Logs all records and documents received from the organization.
o Tracks document flow and ensures proper version control.
o Use:
o Supports effective documentation management and compliance.
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9. Proprietary Audit & Registrar Audit Report
o Purpose:
o Includes internal and external audit reports, capturing findings and
recommendations.
o Provides proprietary insights into the organization’s audit readiness.
o Use:
o Prepares the organization for certification by addressing nonconformities
and improvement areas.

10. Management Review Plan
o Purpose:
o Outlines the structure, frequency, and content of management review
meetings.
o Ensures top management’s active involvement in the QMS.

o Helps align organizational leadership with QMS performance and
objectives.

Conclusion

The Program Plan Book is a vital tool that integrates all aspects of the QMS
implementation process. It ensures that every phase—from planning to certification—
1s managed effectively, providing clarity, structure, and accountability. By tailoring
this book to each customer's unique needs, the program ensures a seamless and goal-
oriented QMS journey. This is initiated after contract award and if finalized after the

Kick-off and Strategic Planning session (held the same day).
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CHAPTER 6: UNDERSTANDING THE QUALITY PLAN
IN QUALITY GOVERNANCE STRUCTURES

A Quality Plan is a structured document or framework that outlines the specific objectives,
processes, resources, and responsibilities required to achieve the quality objectives set forth by
an organization. Within the context of a quality governance structure, the quality plan serves as
the operational blueprint for implementing, managing, and sustaining the organization’s quality
management system (QMS). It ensures alignment with the organization's quality policy and
strategic goals.
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Key Components of a Quality Plan
A comprehensive quality plan typically includes the following elements:

1. Quality Objectives
o Clearly defined goals aligned with the organization's quality policy.
o Example: Reducing patient safety incidents by 20% within a year.
2. Scope and Applicability
o The specific processes, departments, or services covered by the plan.
o Example: A quality plan for medication management in a hospital setting.
3. Processes and Procedures
o Detailed descriptions of how key processes will be executed to meet quality
objectives.
o Example: Protocols for conducting root cause analyses for adverse events.
4. Roles and Responsibilities
o Defined accountabilities at all organizational levels, including leadership, quality
committees, and operational teams.
o Example: A quality manager oversees compliance audits, while departmental
heads implement corrective actions.
5. Resources
o Identification of resources required, such as training, technology, staffing, and
budget allocation.
o Example: Budgeting for electronic quality management software to track non-
conformance.
6. Monitoring and Measurement
o Metrics and KPIs for assessing the effectiveness of quality initiatives.
o Example: Tracking patient satisfaction scores and incident rates monthly.
7. Continuous Improvement
o Mechanisms for regularly reviewing and updating the quality plan to reflect
changing needs, risks, and opportunities.
o Example: Annual reviews of the plan to incorporate lessons learned from audits
and feedback.

Purpose of a Quality Plan

The quality plan is a foundational element of quality governance and serves multiple purposes:

1. Alignment with Strategic Goals
o Ensures that quality initiatives contribute to the organization's mission, vision,
and values.
2. Consistency in Quality
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o Standardizes processes across departments to ensure consistent service delivery

and outcomes.
3. Regulatory and Standards Compliance
o Demonstrates adherence to regulatory requirements and standards, such as ISO

7101:2023 or other industry-specific guidelines.

4. Accountability
o Provides a clear framework for leadership, committees, and staff to understand

their roles in achieving quality objectives.

5. Risk Management
o Proactively addresses risks that could hinder the organization’s ability to meet its

quality objectives.

Quality Plan vs. Other Quality Tools
While the quality plan is integral to the QMS, it differs from other quality tools:

e Quality Policy: The high-level statement of the organization’s commitment to quality.
The quality plan operationalizes this commitment.

e Quality Manual: A document describing the overall QMS structure. The quality plan
focuses on specific objectives and initiatives within that structure.

o KPIs and Metrics: Tools for measurement; the quality plan provides the context and
processes for achieving measurable outcomes.

Examples of Quality Plans in Action

1. Hospital Setting
o Objective: Improve patient safety.
o Plan:
= Implement a mandatory hand hygiene program.
= Train all clinical staff in infection control practices.
*= Measure compliance through random audits and infection rate tracking.
2. Manufacturing Context
o Objective: Reduce product defects by 10% over six months.
o Plan:
= Introduce quality checkpoints at each production stage.
» Conduct root cause analysis for defects exceeding 1% per batch.
=  Monitor progress through weekly production reports.

Establishing Quality Governance through the Quality Plan
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In a leadership-mandated governance structure, the quality plan is pivotal. It translates strategic
directives into actionable steps and ensures accountability by:

e Forming Quality Committees: These committees oversee the implementation and
adherence to the quality plan, addressing challenges and driving improvements.

o Integration Across Levels: The plan must align high-level goals with department-
specific actions, ensuring consistency and coherence.

o Leadership Accountability: Leadership sets the tone by approving the quality plan,
allocating resources, and monitoring progress.

Conclusion

A quality plan is more than just a document—it is the backbone of quality governance. It
establishes a clear, actionable roadmap for achieving quality objectives and provides the
structure needed to manage and improve the QMS effectively. By incorporating accountability,
resource allocation, and continuous improvement, the quality plan ensures that every part of the
organization contributes to the pursuit of excellence in quality management.

CHAPTER 7: USING THE PROCESS MAP FOR
QUALITY PLANNING OF KEY PROCESSES

The process map is a powerful tool for supporting quality planning in each key process of your
organization’s Quality Management System (QMS). By visualizing the flow of resources,
responsibilities, inputs, and outputs, it aligns all elements necessary to achieve consistent quality
outcomes. Developing these expedites the development of level 2 procedures.
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Here's an explanation of how each section of the process map contributes to quality planning:

1. Process Title

At the center of the map, the process title defines the specific activity or workflow being
analyzed. Naming the process ensures clarity and alignment with the organization’s overall
objectives.

e Role in Quality Planning: Identifies the focus of the planning effort, ensuring that all
stakeholders understand the process being addressed. This serves as the foundation for
allocating resources and establishing goals.

2. Process Owner
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This section specifies who is accountable for the process.
e Role in Quality Planning: Clearly defining the process owner ensures accountability. It

aligns leadership and staff roles, making sure someone is responsible for achieving
quality objectives, resolving issues, and overseeing performance.

3. Material Resources and Infrastructure
This section outlines the materials, tools, and infrastructure required to support the process.
e Role in Quality Planning: Ensures that the necessary resources are identified and

allocated. For example, in a healthcare setting, this could include medical equipment,
software systems, or physical facilities.

4. Personnel Resources

Defines the human resources required, including skills and training. Ensure this matches what is
defined on the job descriptions.

e Role in Quality Planning: Identifies staffing needs and competencies critical for process

success. Planning for training and capacity-building ensures that personnel can perform
tasks to meet quality standards.

5. Input
Details the materials, information, or resources that enter the process.
e Role in Quality Planning: Understanding inputs ensures that the process starts with

quality. For instance, in a manufacturing process, raw materials must meet specified
standards to achieve consistent outputs.

6. Output

Defines the expected results or deliverables of the process.
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e Role in Quality Planning: Aligning the output with the organization’s quality objectives
ensures that the process contributes to broader strategic goals. Outputs should meet
stakeholders’ expectations, including regulatory and customer requirements.

7. Work Content/Process Operation
Describes how the process is executed, including tasks and workflows.
e Role in Quality Planning: Documenting workflows ensures consistency and

standardization. It allows for the identification of inefficiencies and opportunities for
improvement, contributing to process optimization.

8. Main Risks and Opportunities
Highlights potential risks that could impact the process and opportunities for improvement.

e Role in Quality Planning: Incorporating risk management into the planning process
ensures proactive measures to mitigate risks. Leveraging opportunities enhances
efficiency, innovation, and compliance.

9. Monitoring and Key Performance Indicators (KPIs)
Specifies how the process will be measured and monitored for effectiveness.

e Role in Quality Planning:
o Monitoring: Provides a framework for assessing the process's ongoing
performance.
o KPIs: Helps track progress toward achieving quality objectives. For instance, in
healthcare, KPIs might include patient satisfaction scores, error rates, or process
completion times.

10. Internal/External Interested Parties

Lists stakeholders, including internal teams, geographics of patients, regulators, and other parties
impacted by the organization.
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e Role in Quality Planning: Ensures that all stakeholder needs and expectations are
considered. This alignment supports compliance, patient satisfaction, and value creation.

11. Internal/External Process Interaction
Describes how the process interacts with other internal or external processes.

e Role in Quality Planning: Understanding these interactions ensures seamless integration
across the QMS. For example, a procurement process must align with inventory and
operational processes to avoid bottlenecks.

How This Process Map Enables Quality Planning

1. Comprehensive Analysis: The map provides a structured approach to understanding
every component of a process.

2. Alignment with ISO Standards: Each section corresponds to requirements in ISO
standards, such as ensuring resource availability, addressing risks, and measuring
performance.

3. Continuous Improvement: By visualizing the process and its key elements, the map
identifies areas for refinement and improvement, supporting the Plan-Do-Study-Act
(PDSA) cycle.

4. Cross-Functional Collaboration: It fosters collaboration by clearly defining
responsibilities and interactions, ensuring all stakeholders work toward common quality
goals.

Example in Practice
Process: Patient Discharge in a Hospital

o Inputs: Patient medical records, discharge instructions.

e Outputs: Patient safely discharged with proper follow-up care.
e Risks: Miscommunication leads to improper medication usage.
e Monitoring/KPIs: Measure readmission rates within 30 days.

By planning this process using the map, the hospital can standardize discharge procedures,
address risks proactively, and monitor outcomes to improve patient safety and satisfaction.
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This process map provided is a valuable tool for embedding quality into every process, driving
consistent performance, and aligning operations with strategic objectives. It ensures that all
aspects of planning—resources, risks, roles, and measurement—are addressed systematically.

The Planning Process: Mapping the Path Before Action

The planning process in the development of a Quality Management System (QMS) is
fundamentally about thinking, strategizing, and mapping out the necessary steps to achieve
the organization’s quality objectives. At this stage, no formal procedures have been drafted;
instead, the focus is on understanding what it will take to develop the system effectively.

Planning is a dynamic and iterative process, designed to provide clarity on the resources,
responsibilities, and workflows required. It allows flexibility for adjustments and refinements as
discussions progress and decisions are made.

Identifying and Analyzing Current Workflows

One of the key components of process improvement is the identification and analysis
of current workflows. By carefully examining each step of a process, organizations
can identify bottlenecks, redundancies, and areas for improvement. Whether it's
streamlining operational processes, refining patient service procedures, or enhancing
project management techniques, this chapter provides valuable insights and practical
tips to help businesses identify areas for improvement and implement effective
corrective actions.

Key Aspects of the Planning Process

1. Exploration and Definition:
o At this stage, teams explore the overarching goals and challenges associated with
the QMS.
o Questions to address:
= What are the organization's quality objectives?
»  Who are the stakeholders and what are their expectations?
=  What resources (time, personnel, tools) will be needed?

Example: A hospital planning to improve patient safety begins by identifying high-risk
areas (e.g., medication management) and exploring potential strategies to address these
risks.

2. Mapping Processes:
o The planning phase involves creating process maps or frameworks that outline the
key elements of each process:
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= Inputs, outputs, and resources.
= Stakeholders and accountabilities.
= Risks, opportunities, and monitoring mechanisms.

Example: When planning for a patient discharge process, stakeholders map out the flow
of information from the doctor’s discharge order to follow-up care instructions for the
patient.

3. Flexibility and Adaptability:
o As processes are discussed, new insights may emerge that change initial
assumptions or plans.
o This stage is about brainstorming and iterative thinking, recognizing that
processes can evolve based on feedback or unforeseen factors.

Example: During planning, the team may initially decide to use a specific software tool
for data tracking but later identify a more effective alternative based on stakeholder input.

4. No Procedures Yet:
o Planning focuses on what needs to be done rather than how it will be done.
o Procedures are drafted only after the organization has a clear understanding of the
framework, requirements, and potential roadblocks.

Example: A clinic might identify the need for a quality checkpoint at a critical stage of
designing a service during planning. However, the specifics of that checkpoint (e.g.,
equipment, personnel) will only be detailed later.

5. Risk Awareness Without Premature Solutions:

o The planning phase allows for the identification of risks without rushing into
solutions or detailed procedures. This approach avoids the risk of committing to
ineffective strategies prematurely.

o Risks and opportunities are documented for later refinement.

Example: A healthcare organization planning a process to reduce patient wait times
might identify bottlenecks in triage but hold off on drafting procedures until they test
different strategies.

6. Collaboration and Discussion:
o The planning process is collaborative, involving input from leadership, staff, and
other stakeholders. This ensures all perspectives are considered and that the
resulting QMS reflects the organization’s goals and needs.

Example: In planning a supplier management process, input from purchasing teams,
quality managers, and suppliers themselves ensures that all key risks and expectations are
considered.
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CHAPTER 8: BASICS OF PROCESS MANAGEMENT
AND QMS PROCESS MAP

— The Backbone of Organizational Efficiency and Quality

Process management is an essential aspect of any organization's operations, serving as
the backbone for ensuring efficiency, quality, and continuous improvement. By
implementing a well-defined process management system, companies can streamline
their operations, reduce errors, and ultimately enhance customer satisfaction.

Identifying Key Processes

At its core, process management involves identifying, designing, implementing, and
monitoring various processes within an organization. These processes can range from
simple, day-to-day tasks to complex, multi-step procedures. The goal is to establish a
standardized approach that maximizes efficiency while minimizing errors and waste.
The first step in process management is to identify the key processes within an
organization. This involves mapping out the various steps and activities involved in
each process. By documenting these processes, organizations can gain a
comprehensive understanding of their operations and identify potential areas for
improvement.

Designing the Ideal Process Flow

Once the processes have been identified, the next step is to document the ideal process
flow. This includes defining the inputs, outputs, and key activities at each stage of the
process. By clearly outlining the steps involved, organizations can ensure consistency
and minimize variations in the execution of tasks.

Using Process Maps and Flowcharts

A key tool in process management is the use of process maps or flowcharts. These
visual representations provide a clear overview of the process flow, allowing
employees to easily understand and follow the steps. Process maps also serve as a
valuable reference for training new employees and ensuring consistent execution of
tasks. You can get an editable version of this from our website Resources -
Management Systems International (MSI) (msi-international.com)
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Creating a QMS Process Map

A QMS process map outlines the key steps involved in the quality management
process. This includes activities such as identifying customer requirements,
developing quality plans, conducting inspections and audits, and taking corrective
actions when necessary. By following the QMS process map, organizations can
ensure that quality remains at the forefront of their operations.

Conclusion

Process management and a well-implemented QMS are vital components for
organizations striving for efficiency, quality, and customer satisfaction. By
identifying, designing, implementing, and continuously monitoring processes,
organizations can streamline their operations and minimize errors. The use of process
maps and a robust QMS process map further enhance the effectiveness of these
initiatives. Implementing these practices can drive organizational success and position
companies for long-term growth and competitiveness in today's dynamic business
landscape.

Why Things Can Change During Planning

The nature of planning is fluid because it is a learning process. As stakeholders share their
perspectives and explore potential approaches, priorities or assumptions may shift. This
flexibility is critical to ensuring that the final system:

o Reflects the reality of the organization’s operations.
e Accounts for unforeseen challenges.
e Maximizes efficiency and effectiveness.

Examples of Changes During Planning:

1. Adjusting Scope:
o Initial plans may focus on a specific department or function, but as discussions
evolve, the scope may expand or narrow based on feasibility.
2. Resource Allocation:
o During planning, it may become evident that additional resources are needed, or
that planned resources can be reallocated elsewhere.
3. Timeline Adjustments:
o Initial timelines may be adjusted to accommodate new findings or changes in
priority.
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Planning as a Foundation for Success

The planning phase sets the foundation for the entire QMS. By focusing on thinking, mapping,
and strategizing, organizations ensure that their system is built on a strong, well-considered
framework. This approach minimizes inefficiencies, avoids premature decisions, and lays the
groundwork for drafting effective procedures that are:

o Relevant to organizational goals.
o Realistic in terms of implementation.
o Flexible enough to adapt to ongoing improvements.

Conclusion

The planning process is not about finalizing solutions but about preparing a roadmap for success.
It is a deliberate effort to think critically, engage stakeholders, and anticipate challenges before
committing to action. By allowing room for adjustment, the planning process ensures that the
QMS will be robust, relevant, and capable of driving continuous improvement over time.

CHAPTER 9: REQUIRED PROCEDURES AND RECORDS
IN A QUALITY MANAGEMENT SYSTEM (QMS)

ISO standards, including ISO 7101:2023, provide guidelines for establishing and maintaining a
QMS with a minimal level of required procedures and records. These are the foundational
elements necessary to demonstrate compliance and ensure the effectiveness of the system. While
organizations may choose to implement additional procedures based on their specific needs, the
following are considered essential and mandatory under most standards.

1. Document Control Procedure

e Purpose: Ensure that all QMS documents are properly created, reviewed, approved,
distributed (made available at points of use), audited, and updated.
e Records:

o Document approval records.
o Version control logs.
o Distribution lists.

e  Why It’s Required:
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o Ensure that everyone in the organization works with the correct versions of
documents.

2. Record Control Procedure (now referred to as documented information and
combined with Document Control Procedure)

e Purpose: Define how records are created, maintained, protected, and disposed of to
ensure compliance and traceability.
e Records:
o Record retention schedules.
o Storage and archive logs.
e  Why It’s Required:
o Demonstrates evidence of compliance with the QMS and supports audits.

3. Internal Audit Procedure

e Purpose: Plan, conduct, and document internal audits to evaluate the QMS’ performance
and identify areas for improvement.
e Records:
o Audit plans and schedules.
o Internal audit reports.
o Corrective action logs based on audit findings.
e  Why It’s Required:
o Provides evidence of continual evaluation and improvement.

4. Corrective Action Procedure

e Purpose: Define how the organization addresses non-conformities, determines root
causes, and implements corrective actions to prevent recurrence.
e Records:
o Non-conformance reports.
o Root cause analysis records.
o Corrective action tracking logs.
e  Why It’s Required:
o Ensure that systemic issues are resolved and do not recur.

5. Control of Non-Conforming Outputs
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o Purpose: Identify, segregate, and address outputs (products, services, or processes) that
fail to meet specified requirements.
e Records:
o Records of non-conforming outputs.
o Actions taken to resolve non-conformities (e.g., rework, repair, or disposal).
e  Why It’s Required:
o Prevents defective or non-compliant products from reaching the customer or
patient.

6. Leadership i.e., Management Review Procedure

o Purpose: Establish regular reviews by top management to assess the QMS’ performance
and ensure alignment with strategic objectives.
e Records:
o Management review meeting minutes.
o Decisions and action items from management reviews.
e  Why It’s Required:
o Demonstrates leadership commitment to continuous improvement and QMS
effectiveness.

7. Risk Management Procedure

e Purpose: Identify and manage risks and opportunities that can affect the QMS’ ability to
achieve intended outcomes.
o Records:
o Risk assessment reports.
o Mitigation plans.
o Records of opportunities exploited.
e  Why It’s Required:
o Ensures proactive management of potential disruptions and leverages
opportunities for improvement.

8. Training and Competency Procedure

o Purpose: Ensure that all personnel performing tasks that affect quality are competent
based on education, training, or experience.
e Records:
o Training attendance records.
o Competency assessments.

58

760-434-9141

MANAGEMENT SYSTEMS
NTERNATIONAL

www.msi-international.com




Planning Healthcare QMS Development Process Tips & Best Practices

o Job descriptions with qualification requirements.
e  Why It’s Required:
o Ensures that the workforce is capable of maintaining QMS standards.

9. Monitoring and Measurement

e Purpose: Define how the organization monitors and measures processes, products, and
services to ensure they meet requirements. Ensure this topic is addressed in each
procedure by defining the KPIL.

e Records:

o KPIrecords
o Calibration logs for measurement equipment.
o Monitoring results (e.g., performance data, product testing results).

e  Why It’s Required:

o Ensures that quality objectives are measurable, and that data supports decision-
making.

10. Supplier Management Procedure

o Purpose: Establish criteria for evaluating, selecting, and monitoring suppliers to ensure
they meet the organization’s quality requirements.
e Records:
o Approved supplier lists.
o Supplier performance evaluations.
o Purchase orders and supplier agreements.
e  Why It’s Required:
o Ensures that inputs from suppliers consistently meet quality expectations.

11. Customer/Stakeholder Feedback Procedure

e Purpose: Define how feedback from customers or other stakeholders is collected,
analyzed, and used for improvement.
e Records:
o Complaint logs.
o Feedback analysis reports.
o Actions taken to address feedback.
e Why It’s Required:
o Demonstrates a commitment to meeting customer and stakeholder needs.
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12. Incident Management and Reporting Procedure

o Purpose: Define how incidents (e.g., safety incidents, data breaches) are reported,
investigated, and resolved.
e Records:
o Incident reports.
o Investigation findings.
o Corrective and preventive actions taken.
e  Why It’s Required:
o Enhances safety, compliance, and organizational resilience.

Hints from Monitoring Requirements

The need for monitoring performance often points to the required records to demonstrate QMS
implementation. Examples include:

e Monitoring process performance requires maintaining records of process audits and
performance metrics.

o Monitoring patient satisfaction necessitates maintaining surveys, complaints, and
resolution logs.

e Monitoring non-conformities and corrective actions requires detailed records to verify
the closure and effectiveness of actions taken.

Conclusion

The minimal required procedures and records outlined above form the backbone of a compliant
and effective QMS. They provide the evidence needed to prove that the system is implemented,
maintained, and continually improved. While organizations can customize their QMS based on
unique needs, these core elements ensure alignment with ISO standards and regulatory
requirements, supporting operational excellence and stakeholder confidence.
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CHAPTER 10: ADDRESSING RISKS AND
OPPORTUNITIES IN A HEALTHCARE QUALITY
MANAGEMENT SYSTEM

Managing risks and opportunities is a cornerstone of a Quality Management System (QMS),
particularly in healthcare, where patient safety, regulatory compliance, and operational efficiency
are critical. Organizations must plan, integrate, and implement actions to address these risks and
opportunities while continuously evaluating their effectiveness to align with QMS objectives.

1. Planning Actions to Address Risks and Opportunities
Proactive planning ensures that risks are mitigated and opportunities are seized effectively:

o Identify Risks and Opportunities:
o Risks: Potential threats to achieving quality objectives, such as patient safety
incidents or non-compliance.
o Opportunities: Potential improvements, like adopting new technology or
streamlining processes.
o Prioritize Actions:
o Assess risks based on their likelihood and impact.
o Example: A hospital prioritizes reducing medication errors due to their high
impact on patient safety.
e Develop Mitigation and Improvement Plans:
o Example: To reduce medication errors, actions may include implementing
electronic prescription systems and training staff.

2. Integrating Actions into Processes
For actions to succeed, they must be seamlessly integrated into operations:

o Embed Actions into Processes: Incorporate planned actions into daily workflows.
o Example: Include medication safety checks in the discharge process.
e Allocate Resources: Provide necessary budgets, technology, and staff for
implementation.
o Example: Invest in automated dispensing systems and assign a deployment team.
o Engage Stakeholders: Involve staff and leadership to build accountability and
commitment.
o Example: Hold workshops to familiarize staff with new systems.
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3. Evaluating Effectiveness

Regular evaluation ensures that actions deliver the intended results:

Monitor and Measure: Use key performance indicators (KPIs) to track success.
o Example: Track medication error rates before and after implementing new
systems.
Conduct Audits: Verify actions are integrated and effective.
o Example: Audit patient records for proper use of the new system.
Adapt and Improve:
o Example: If staff struggle with the system, provide additional training, or refine
processes.
Report to Leadership: Share findings in management reviews for decision-making.
o Example: Present reduced error rates, prompting leaders to expand initiatives.

4. Continuous Improvement

Risk and opportunity management is an ongoing cycle. As new challenges and opportunities
arise, organizations must adapt their QMS to stay effective and aligned with strategic objectives.

This streamlined version keeps the actionable and healthcare-focused elements of the original,
while reducing redundancy and ensuring readability. Let me know if you'd like to refine this
further!

Fostering a Culture of Continuous Improvement

Continuous improvement is a mindset that successful organizations embrace. By
fostering a culture of innovation and encouraging employees to contribute their ideas
and suggestions, businesses can tap into a wealth of knowledge and experience that
can lead to significant improvements. This chapter explores various techniques, such
as the formal Corrective Action program, Kaizen, and Six Sigma, which can be
employed to foster continuous improvement and ensure that processes are constantly
evolving and becoming more efficient.

Implementing Corrective Actions

Another crucial aspect of process improvement is the implementation of corrective
actions. Even with the most carefully designed processes, issues and errors can still

62

760-434-9141

MANAGEMENT SYSTEMS
NTERNATIONAL

www.msi-international.com




Planning Healthcare QMS Development Process Tips & Best Practices

occur. It is essential for businesses to have robust systems in place to identify and
rectify these problems promptly. This chapter outlines the importance of root cause
analysis, a methodical approach that helps organizations identify the underlying
causes of problems rather than merely addressing the symptoms. By targeting the root
causes, businesses can implement effective corrective actions that prevent similar
issues from recurring in the future.

Conclusion

Addressing risks and opportunities is not a one-time activity but an ongoing, dynamic process
that ensures the QMS is robust and responsive. By planning timely actions, integrating them
into processes, and evaluating their effectiveness, healthcare organizations can proactively
manage challenges, seize opportunities, and drive improvements. This systematic approach
enhances patient outcomes, ensures regulatory compliance, and fosters organizational excellence.

Example of a Risks and Opportunities Matrix

A Risks and Opportunities Matrix is a strategic tool used by organizations to identify, assess,
prioritize, and manage potential risks and opportunities that could impact their ability to achieve
quality objectives. In the context of a healthcare organization's Quality Management System
(QMS), this matrix helps in planning actions to mitigate risks and capitalize on opportunities,
integrating these actions into processes, and evaluating their effectiveness. Remember that risks
and opportunities were initially identified on the above process maps which are meant to be
rolled up in a Risk and Opportunity Matrix like this.

Below is an example of what a Risks and Opportunities Matrix might look like:

Risks and Opportunities Matrix

I Tvbe Description Likeliho Impac Risk/Opportu  Action Responsib Deadli
D yp P od t nity Level Plan le Party ne
Potential for Implement
S an
medication electronic
R .. errors due to . . o .. Departmen Q2
) Risk manual High High Critical prescrll')mg (& 2024
rescription system; Pharmacy
p train staff
processes. .
on 1ts use.
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11) Type Description
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Mediu Significant
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High Moderate
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Likeliho Impac Risk/Opportu

Action Responsib Deadli

I Type Description
D yp P od t nity Level Plan le Party ne
Deploy
digital
Implementati feedback
on of a new kiosks;
patient analyze .
O Opportuni feedback . Mediu data Pat1ept Q2
Medium Relations
3ty system to m monthly; 2024
; . Team
improve implement
service improveme
quality. nts based
on
feedback.

Explanation of Columns

o ID: A unique identifier assigned to each risk or opportunity for easy reference.

o Type: Indicates whether the item is a Risk (potential negative impact) or an
Opportunity (potential positive impact).

e Description: A summary of the risk or opportunity.

e Likelihood: The probability of the risk or opportunity occurring (e.g., Low, Medium,
High).

o Impact: The potential effect on the organization if the risk or opportunity materializes
(e.g., Low, Medium, High).

e Risk/Opportunity Level: A combined assessment of likelihood and impact to prioritize
actions (e.g., Critical, High, Significant, Moderate).

e Action Plan: Specific steps to mitigate the risk or capitalize on the opportunity.

o Responsible Party: The individual or department accountable for implementing the
action plan.

o Deadline: The target date for completing the action plan.

Steps to Create and Use the Risks and Opportunities Matrix

1. Identify Risks and Opportunities
o Engage stakeholders across the organization to brainstorm and document potential
risks and opportunities.
o Use tools like SWOT analysis (Strengths, Weaknesses, Opportunities, Threats) to
facilitate identification.
2. Assess Likelihood and Impact (using an FMEA approach)
o Likelihood:
= Low: Unlikely to occur.
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* Medium: Possible occurrence.
= High: Likely to occur.
o Impact:
= Low: Minimal effect on objectives.
= Medium: Noticeable effect requiring management attention.
= High: Significant effects that could hinder objectives.
3. Determine Risk/Opportunity Level
o Use a Risk Matrix to combine likelihood and impact:
= Critical: High likelihood and high impact.
» High: Medium likelihood and high impact, or high likelihood and medium
impact.
= Significant: High likelihood and low impact, or low likelihood and high
impact.
= Moderate: Medium likelihood and medium impact.
= Low: Low likelihood and low impact.
4. Develop Action Plans
o For Risks:
» Avoid: Change plans to eliminate the risk.
= Mitigate: Implement measures to reduce likelihood or impact.
» Transfer: Shift the risk to a third party (e.g., insurance).
= Accept: Acknowledge the risk and monitor it.
o For Opportunities:
= Exploit: Take action to ensure the opportunity occurs.
= Enhance: Increase the likelihood or impact.
= Share: Partner with others to maximize the opportunity.
= Accept: Take advantage if it occurs but do not actively pursue.
5. Assign Responsibilities and Deadlines
o Clearly designate who is responsible for each action plan.
o Set realistic deadlines to ensure timely implementation.
6. Integrate Actions into Processes
o Embed the action plans into relevant organizational processes and the QMS.
o Ensure that staff are aware of changes and trained if necessary.
7. Evaluate Effectiveness
o Monitor progress regularly using KPIs and other performance measures.
o Adjust action plans as needed based on monitoring results.
o Document outcomes and lessons learned for continuous improvement.

Visual Representation
To enhance clarity, organizations often use color-coding in the matrix:

e Risks:
o Red: Critical risks requiring immediate action.
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o Orange: High risks needing prompt attention.
o Yellow: Moderate risks to be monitored.
o Green: Low risks with minimal action required.
e Opportunities:
o Dark Green: Significant opportunities to pursue actively.
o Light Green: Moderate opportunities to consider.
o Gray: Low-impact opportunities to monitor.

Example Detailed Action Plan for a Critical Risk

Risk ID: R1
Description: Potential for medication errors due to manual prescription processes.
Risk Level: Critical

Action Plan:

1. Implement Electronic Prescribing System
o Tasks:
= Evaluate and select appropriate electronic prescribing software.
= Integrate the system with existing patient records.
o Responsible Party: IT Department
o Deadline: End of Q1 2024
2. Staff Training
o Tasks:
= Develop training materials and user guides.
» Conduct training sessions for all prescribing staff.
o Responsible Party: Pharmacy & HR Departments
o Deadline: Mid Q2 2024
3. Policy Update
o Tasks:
= Revise prescribing policies to mandate electronic prescriptions.
» Communicate changes to all relevant staff.
o Responsible Party: Compliance Officer
o Deadline: Mid Q2 2024
4. Monitoring and Evaluation
o Tasks:
= Set up reports to track prescription errors.
= Review error rates monthly to assess improvement.
o Responsible Party: Quality Assurance Team
o Deadline: Ongoing from Q2 2024
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Benefits of Using a Risks and Opportunities Matrix

o Proactive Management: Anticipate potential issues before they become problems.

o Strategic Alignment: Ensure that actions taken are in line with the organization's quality
objectives and policy.

e Resource Optimization: Prioritize actions based on risk/opportunity levels to allocate
resources effectively.

e Enhanced Communication: Provide a clear and structured way to communicate risks
and opportunities across the organization.

o Continuous Improvement: Facilitate ongoing assessment and refinement of processes
within the QMS.

Conclusion

A Risks and Opportunities Matrix is an essential tool for planning and integrating actions into
the QMS of a healthcare organization. By systematically identifying and addressing risks and
opportunities, the organization can enhance patient safety, improve service quality, and achieve
its quality objectives effectively.

This matrix serves as a template that you can customize to fit the specific needs of your
organization. It provides a clear framework for managing risks and opportunities, ensuring that
they are addressed in a timely manner, integrated into processes, and evaluated for effectiveness.

CHAPTER 11: OPERATIONAL PLANNING AND
CONTROL

This section is for all the Operational Directors. Operational planning and control translate
strategic QMS plans into practical, day-to-day activities, ensuring processes are planned,
executed, and monitored effectively. It ensures that the organization’s processes are
systematically planned, implemented, and monitored to meet quality requirements and achieve
the objectives determined during the risk and opportunity assessment, as well as during planning
for changes.

This chapter outlines how organizations can effectively plan, implement, and control their
processes to achieve consistent, high-quality outcomes while addressing risks, opportunities, and
objectives.
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1. Planning Operational Processes

With a clear plan in place, the next step is to implement these processes effectively. Planning
ensures processes are ready to deliver consistent outputs that meet stakeholder and quality
requirements. Key activities include:

Process Mapping

e Clearly define the scope and sequence of processes.

o Identify inputs, outputs, resources, and stakeholders for each process.

e Use tools like flowcharts, SIPOC diagrams, or process maps to visualize workflows.

o Example: In a healthcare organization, the process of patient admission is mapped,
including steps like patient registration, initial assessment, and allocation to a care unit.

Defining Requirements

e Define clear criteria for inputs and outputs to ensure process consistency.

e Incorporate legal, regulatory, and customer requirements into process plans.

o Example: A hospital ensures compliance with privacy regulations by including data
protection steps in its patient record management process.

Allocating Resources

o Ensure that processes have the necessary resources, such as personnel, equipment, and
materials.

e Plan for contingencies to address resource shortages.

o Example: A healthcare facility allocates dedicated staff and advanced diagnostic tools to
its emergency department to handle peak patient loads.

Aligning with Risks, Opportunities, and Objectives
o Integrate actions to mitigate risks, seize opportunities, and meet quality objectives into
process plans.

o Example: A hospital implements electronic health record systems to reduce the risk of
patient data errors and improve care coordination.

2. Implementing Processes

After planning, processes must be executed in a controlled manner to ensure consistency and
compliance with the QMS. This involves:

Standard Operating Procedures (SOPs)
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e Develop SOPs to standardize how tasks are performed within each process.

o Ensure SOPs are accessible, understandable, and followed by all relevant personnel.

o Example: An SOP for surgical procedures ensures safe practices by detailing steps for
patient preparation, proper sterilization of surgical instruments, and accurate post-surgery
documentation to reduce infection risks.

Training and Competency

e Train personnel to ensure they are competent to perform their assigned roles within the
processes.

e Conduct regular assessments to verify competency.

o Example: Nurses are trained in the use of new infusion pumps to ensure proper operation
and patient safety.

Operational Controls

o Use monitoring tools and checklists to maintain control over critical aspects of processes.

o Establish checkpoints to verify that processes are operating as planned.

o Example: In pharmaceutical manufacturing, operators use batch records to verify that
each production step complies with regulatory standards.

Communication and Coordination

o Facilitate effective communication across teams to ensure smooth collaboration.

o Use regular meetings, digital tools, or dashboards to coordinate efforts and share
progress.

o Example: A healthcare organization uses a centralized scheduling system to coordinate
appointments across multiple departments.

3. Controlling Processes
Effective control mechanisms are essential to ensure that processes consistently meet
requirements and achieve desired outcomes. Control involves monitoring, measuring, and

responding to deviations.

Monitoring Performance

e Use predefined metrics and KPIs to measure process performance.

e Monitor both the effectiveness (meeting objectives) and efficiency (resource utilization)
of processes.

o Example: A hospital tracks average patient discharge times as a KPI for its discharge
planning process.
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Detecting Deviations

o Establish systems to detect deviations from planned performance or quality standards.

e Use tools such as non-conformance reports, an investigation to find the underlying cause
of a problem (root cause analysis), and real-time monitoring systems.

o Example: An automated alert system notifies lab technicians of equipment calibration
errors during testing.

Corrective Actions
o Investigate and resolve deviations through corrective actions.
o Ensure that corrective actions address root causes and prevent recurrence.

o Example: A healthcare facility revises its patient triage protocol after identifying delays
in emergency department admissions.

Operational Planning and Control Flowchart

Plan |——Pwplemen}————P€ontrol

4. Addressing Risks and Opportunities in Processes

Operational planning and control must integrate actions identified during risk and opportunity
assessment to ensure processes are resilient and adaptable.

Mitigating Risks

o Implement safeguards within processes to reduce the likelihood or impact of risks.
e Regularly review and update controls as new risks emerge.
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o Example: To mitigate the risk of medication errors, a hospital integrates barcode
scanning into its prescription and dispensing processes.

Exploiting Opportunities

e Design processes to take advantage of identified opportunities.

e Monitor results to ensure opportunities deliver intended benefits.

o Example: A healthcare organization leverages telemedicine technology to expand patient
reach and improve service accessibility.

5. Evaluating the Effectiveness of Actions

Evaluation is critical to ensure that processes are achieving their intended outcomes. This
involves:

Monitoring and Measurement

o Regularly measure process performance using KPIs and other metrics.

o Compare results to planned objectives and requirements.

o Example: An outpatient clinic measures appointment wait times to ensure they meet its
objective of improving patient satisfaction.

Internal Audits

e Conduct periodic audits to evaluate process compliance with QMS requirements.

o Identify areas for improvement and implement corrective actions where necessary.

o Example: An internal audit reveals inconsistencies in infection control practices,
prompting the organization to standardize procedures and retrain staff.

Management Reviews

o Present performance data to leadership during management reviews.

o Use feedback to adjust processes and refine the QMS.

o Example: Leadership reviews data on patient safety incidents and allocates additional
resources to staff training programs.

6. Managing Changes to Processes

Processes must adapt to organizational growth, evolving technologies, and changing regulations.
Effective change management ensures that changes are implemented smoothly and improve
process performance.
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Identifying the Need for Change

o Use feedback, audit findings, or performance data to identify necessary changes.
o Example: A hospital identifies the need to upgrade its patient management system based
on recurring user complaints.

Planning and Approving Changes

o Develop a plan for implementing changes, including timelines, resources, and expected
outcomes.

e Obtain approval from leadership or other stakeholders.

o Example: The hospital plans a phased rollout of the new system to minimize disruption.

Communicating Changes

o Inform all affected parties about changes, including the rationale and expected benefits.

e Provide training or resources to ensure smooth adoption.

o Example: Staff are trained in the new system before its implementation to ensure
seamless transition.

Evaluating Changes

e Monitor the impact of changes on process performance.

o Make adjustments as needed to achieve desired results.

o Example: Post-implementation monitoring shows improved user satisfaction and reduced
processing times.

Conclusion

Operational planning and control are the bridge between strategic planning and operational
execution. By carefully planning, implementing, and controlling processes, healthcare
organizations can meet requirements, address risks and opportunities, and achieve their quality
objectives. Continuous evaluation ensures that processes remain effective, efficient, and aligned
with the organization’s goals, driving sustainable improvement in healthcare quality.
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CHAPTER 12: TRANSLATING THE PROCESS
INTERACTION CHART FOR HEALTHCARE
ORGANIZATION

The Process Interaction Chart is an excellent high-level representation of how processes
integrate within a Quality Management System (QMS). Here's how it can be translated and
applied specifically to a healthcare organization to ensure operational effectiveness, regulatory
compliance, and continuous improvement.

Be cognizant about al

Process Interactions presessinpritsand

expected Outputs

Fo'\
Design & s
w
Supplier
- -
Processes
SO,
Criteria's (KPIs) indi-
meeting performan
- What are the
required resources?
- Evidence of addressing risk
and opportunities [ |

1. Leadership Processes
These are foundational processes that guide the entire QMS.

e Application to Healthcare:
o Quality Policy: Define a quality policy focused on patient safety, regulatory
compliance, and exceptional care standards.
o Quality Objectives: Set measurable objectives, such as reducing patient
readmission rates or improving patient satisfaction.
o Risk and Opportunities: Identify risks (e.g., patient safety incidents, staff
shortages) and opportunities (e.g., telehealth adoption, staff training programs).
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o Resource Management: Ensure adequate resources (e.g., trained staff, medical
equipment, infrastructure) are available to support quality care delivery.

2. Patient and Stakeholder Processes

These processes ensure that the needs of patients, families, regulators, and other stakeholders are
met.

e Application to Healthcare:
o Stakeholder Needs: Address patient feedback, regulatory requirements, and
community expectations.
o Service User Feedback and Complaints: Establish mechanisms for collecting
and addressing patient feedback, such as surveys and complaint resolution
processes.

3. Risk Management

Risk management is crucial in healthcare due to the potential impact on patient safety and
outcomes.

e Application to Healthcare:
o Implementation: Identify risks in clinical workflows (e.g., medication errors,
infection control) and implement controls to mitigate them.
o Monitoring: Use tools like Failure Mode and Effects Analysis (FMEA) to
continuously assess risks and adapt strategies.

4. Competence and Training
Competent personnel are vital for maintaining high standards of care.

e Application to Healthcare:
o Develop training programs for clinical and non-clinical staff (e.g., new equipment
uses, patient communication).
o Monitor staff competency through assessments, certifications, and performance
reviews.

5. Document and Record Control
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In healthcare, accurate documentation ensures regulatory compliance and enhances patient
safety.

e Application to Healthcare:
o Establish procedures for creating, reviewing, and archiving patient records,
clinical protocols, and training documentation.

o Use electronic health records (EHRSs) to streamline documentation and improve
access to critical information.

6. Communication
Effective communication ensures alignment across all departments and stakeholders.
e Application to Healthcare:
o Regularly update staff on policy changes, patient care standards, and new
technologies.
o Use dashboards, intranet systems, and interdisciplinary team meetings to facilitate

communication.

Use tools like email newsletters, or team huddles to ensure all staff understand the changes
and their roles in implementing them.

7. Service Realization Processes
These processes encompass all activities involved in delivering healthcare services.
Design and Development

o Application: Plan and design care delivery models, such as integrated care pathways for
chronic disease management.

Supplier Management

o Application: Evaluate and monitor suppliers of medical equipment, pharmaceuticals, and
other critical supplies to ensure quality standards are met.

Delivery of Services Planning

o Application: Develop and implement clinical workflows, such as surgical checklists and
patient discharge protocols.
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8. Evaluation and Improvement Processes
These processes focus on monitoring performance and driving continual improvement.
Internal Audit

o Application: Conduct audits of clinical processes (e.g., infection control practices) and
administrative workflows to ensure compliance with standards.

CA (Corrective Action) Preventive Actions are now Risks and Opportunities

o Application: Address identified non-conformities (e.g., incidents of medication errors)
by implementing corrective actions and preventive measures.

Management Review

o Application: Use regular reviews to assess QMS performance, such as tracking hospital-
acquired infection rates and patient satisfaction metrics.

Analysis of Data

o Application: Collect and analyze data from clinical outcomes, operational KPIs, and
patient feedback to identify trends and opportunities for improvement.

Post-Market Surveillance

e Application: Monitor outcomes of implemented care models, such as tracking the
effectiveness of new treatments or technologies.

Inputs and Outputs for Healthcare

o Inputs: Patient demographics, medical histories, clinical guidelines, staff expertise, and
regulatory requirements.

e Outputs: Improved patient outcomes, reduced errors, compliance with standards, and
enhanced patient satisfaction.

How to Use the Process Interaction Chart in Healthcare

1. Customizing for Healthcare:
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o Tailor each process interaction to reflect the specific workflows, risks, and
objectives of the healthcare organization.
2. Integrating Processes:
o Align leadership, stakeholder, operational, and improvement processes to create a
seamless system focused on quality care delivery.
3. Establishing KPIs:
o Define key performance indicators (KPIs) for each process, such as patient safety
metrics, employee training completion rates, or audit findings.
4. Monitoring and Evaluation:
o Regularly monitor process interactions and evaluate their effectiveness using the
outputs as evidence of performance.

Conclusion

The Process Interaction Chart provides a clear framework for integrating and managing
healthcare processes within a QMS. By tailoring the chart to reflect the organization’s unique
requirements and aligning it with ISO standards, healthcare organizations can ensure that every
process contributes to achieving quality objectives, mitigating risks, and enhancing patient care.

CHAPTER 13: PLANNING OF CHANGES IN THE
LEADERSHIP PROCESS

Effective change planning within a Quality Management System (QMS) is a key leadership
responsibility. It ensures that changes are systematic, sustainable, and aligned with
organizational goals. Leaders in a healthcare organization play a vital role in ensuring that any
changes to the QMS are planned, evaluated, and executed systematically to maintain the integrity
and effectiveness of the system. The planning of changes, as described in the standard, requires
addressing multiple considerations to ensure seamless integration and sustainability across all
levels of the organization.

Change Management

Change management is a structured process that helps organizations transition from
current practices to future goals. It involves carefully planning, executing, and
monitoring changes to minimize disruptions and maximize the benefits of the
transformation. Effective change management is crucial for organizations to navigate
through complex and dynamic environments successfully.
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A well-implemented change management process provides a framework for managing
resistance to change. People are naturally inclined to resist change due to fear of the
unknown or perceived loss of control. By proactively addressing these concerns and
communicating the rationale and benefits of the proposed changes, organizations can
mitigate resistance and foster a positive attitude toward change.

Change management also involves assessing and managing risks associated with the
implementation of new designs or processes. By identifying potential obstacles and
developing contingency plans, organizations can minimize the impact of unforeseen
challenges. This proactive approach allows for smoother transitions and ensures that
the desired outcomes are achieved within the defined timelines and budgets.
Furthermore, change management promotes employee engagement and buy-in. By
involving employees in the change process, organizations can tap into their unique
insights and perspectives. This involvement not only enhances the effectiveness of the
change but also empowers employees and instills a sense of ownership and
accountability.

Below is an elaboration on how these considerations align with the leadership process and the
steps leaders can take to fulfill these requirements.

1. Purpose of Changes and Potential Consequences

e Leadership’s Role:
o Clearly define the reason for the change, whether it’s to address risks, capitalize
on opportunities, or meet new regulatory requirements.
o Anticipate the short- and long-term effects of the change on the organization,
including potential risks or disruptions.
o Examples of Healthcare:
o Purpose: Implementing electronic health records (EHR) to improve data accuracy
and accessibility.
o Potential Consequences: Initial staff resistance, workflow disruptions, or
additional resource needs during the transition.
o Leadership Action:
o Conduct a feasibility study or impact assessment to evaluate the consequences of
the proposed change.
o Communicate the purpose and benefits of the change to all stakeholders to build
support and understanding.
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With the purpose and potential impact defined, the next step is to scale changes effectively
across the organization.

2. Expand and Build Support for Change

e Leadership’s Role:
o Ensure that best practices identified during pilot projects or smaller
implementations are replicated on a larger scale.
o Build the infrastructure necessary to support these changes sustainably.
o Examples of Healthcare:
o Pilot Project: Introducing a new patient scheduling system in one department.
o Full-Scale Implementation: Expanding the system to all departments and ensuring
IT infrastructure can handle the increased workload.
e Leadership Action:
o Assign teams to monitor and document lessons learned during pilot
implementations.
o Develop a robust infrastructure plan, including resource allocation, technology
upgrades, and staff training, to support large-scale rollout.

3. Sustaining the Changes

e Leadership Role:
o Ensure that the QMS can accommodate and sustain changes without
compromising quality, safety, or compliance.
o Examples of Healthcare:
o Sustaining a change such as telehealth services requires ongoing training, IT
support, and integration into existing care models.
o Leadership Action:
o Design processes to periodically evaluate the effectiveness and sustainability of
the implemented changes.
o Incorporate the changes into regular QMS reviews and audits to ensure long-term
viability.

Changes improve patient outcomes, regulatory compliance, or operational efficiency.

4. Availability of Resources

e Leadership Role:
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o Identify and allocate the resources—personnel, finances, technology, and time—
required to implement and sustain the change.
o Examples of Healthcare:
o Introducing a new quality reporting system might require additional funding,
training hours for staff, and investment in data analytics software.
o Leadership Action:
o Develop a detailed resource plan as part of the change planning process.
o Reassess resource allocation regularly to address unforeseen challenges or
additional needs.

5. Allocation or Reallocation of Responsibilities, Authorities, and
Accountabilities

o Leadership’s Role:
o Redefine roles and responsibilities to align with the new processes or systems
introduced by the change.
o Ensure that accountability for the success of the change is clearly established at
every level.
o Examples of Healthcare:
o Implementing a centralized patient referral system may require redefining the
responsibilities of administrative staff and care coordinators.
o Leadership Action:
o Update organizational charts and job descriptions to reflect new responsibilities.
o Assign clear ownership for monitoring the change and achieving desired
outcomes.

6. Documentation, Communication, and Implementation Across All System
Levels

e Leadership’s Role:

o Ensure that the changes are fully documented, communicated to all relevant

stakeholders, and implemented across the organization’s systems and care levels.
o Examples of Healthcare:

o For a new infection control protocol, documentation would include updated
policies, staff training materials, and workflow adjustments communicated to all
care levels (primary, secondary, tertiary, etc.).

o Leadership Action:

o Develop and disseminate change management plans that include detailed
documentation of the changes.

o Use multiple communication channels, such as newsletters, meetings, and intranet
updates, to reach all stakeholders.
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o Provide training to ensure that staff at all levels understand and adopt the changes.

Steps for Planning and Implementing Changes (Leadership Process)

1. Initiate the Change:

o Leaders identify the need for change by evaluating risks, opportunities, and
feedback, ensuring alignment with regulatory and strategic goals. As well as audit
results which are reported to the leaders of departments.

o Establish a clear purpose and objective for the change.

2. Evaluate the Change:

o Conduct a comprehensive analysis of potential consequences, resource needs, and
risks.

o Involve stakeholders early in the planning process to gain insights and build buy-
in.

3. Develop a Change Plan:

o Define specific actions, timelines, and deliverables.

o Assign responsibilities for implementation, monitoring, and evaluation.
4. Communicate the Change:

o Create a communication strategy to inform all levels of the organization.

o Ensure messaging is clear, consistent, and addresses stakeholder concerns.
5. Implement the Change:

o Roll out the change in phases if possible, starting with pilot testing.

o Provide the necessary resources, training, and support to ensure success.
6. Monitor and Evaluate:

o Use KPIs and feedback to assess the effectiveness of the change.

o Adjust and refine the change plan as needed based on monitoring results.

Risks, Actions, and Outcomes

Risk Action Outcome
Staff resistance to EHR Provide training and incentives Increased adoption and
accuracy
Disruption to patient Pilot the change in one Minimized initial disruptions
workflow department
Lack of resources Allocate budget and IT support Smooth implementation

Change Implementation Steps

1. Initiate — Define purpose and objectives.
2. Evaluate — Assess impact, resources, and risks.
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3. Plan — Create action plans, timelines, and responsibilities.

4. Communicate — Share the change plan with stakeholders.

5. Implement — Execute changes with resources and training.

6. Monitor — Track KPIs and gather feedback.

7. Refine — Adjust processes for continuous improvement.
Conclusion

The planning of changes within a healthcare organization’s QMS is a critical leadership
responsibility. Leaders ensure that changes are implemented effectively and contribute to the
organization’s overall quality objectives by addressing the purpose, infrastructure, sustainability,
resources, roles, and communication. This structured approach minimizes disruptions,
maximizes stakeholder engagement, and ensures the QMS remains robust and adaptable in a
dynamic healthcare environment. By following these structured steps, your organization can
successfully manage changes, ensuring a resilient QMS and improved healthcare delivery. Begin
today by assessing your current processes and identifying areas for improvement.

CHAPTER 14: HEALTHCARE FACILITIES
MANAGEMENT AND MAINTENANCE

Managing and maintaining healthcare facilities is vital to the success of a Quality Management
System (QMS), ensuring safe, reliable environments for delivering high-quality care.
Maintaining safe, reliable facilities helps healthcare organizations deliver high-quality care. This
chapter outlines the requirements and best practices for managing healthcare facilities, ensuring
they conform to service offerings and QMS requirements. The tangible benefits of facilities
management, such as improved patient safety, staff efficiency, and cost savings. Effective
facilities management reduces risks, ensures compliance, and enhances patient and staff
experiences, ultimately saving costs by preventing avoidable breakdowns.

1. Determining and Providing Facilities and Resources

The organization must assess and provide the facilities and resources necessary to meet both
operational and QMS requirements. This involves:

o Identifying Facility Needs:
o Assess the space, equipment, and utilities required to support clinical,
administrative, and patient care functions.
o Example: A hospital must ensure appropriate operating rooms, patient rooms,
diagnostic labs, and emergency care areas.
e Ensuring Adequate Resources:
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o Provide supporting resources such as HVAC systems, clean water supply, medical
gas systems, waste disposal mechanisms, and backup power sources.

o Example: Ensuring uninterrupted electricity for critical life-support equipment
during power outages.

e Alignment with Service Offerings:

o Facilities and resources must align with the organization’s stated healthcare
services.

o Example: A hospital specializing in cardiac care requires advanced labs, cardiac
monitoring systems, and trained staff.

2. Safe and Proper Use of Facilities

Healthcare facilities must be designed and managed to ensure the safety of patients, staff, and
visitors. This includes:

e Compliance with Standards:
o Ensure compliance with building codes, fire safety regulations, infection control
standards, and accessibility requirements.
o Example: Proper air filtration in operating rooms to minimize the risk of
infection.
o Ergonomics and Design:
o Ensure that facility design supports efficient workflows, reduces risks of errors,
and enhances patient and staff comfort.
o Example: Strategically placing hand hygiene stations to encourage use and reduce
infection risks.

Once facilities are designed and equipped to meet safety standards, maintaining them through
a structured plan becomes essential.

3. Scheduled Maintenance Plan

A scheduled maintenance plan is essential to ensure that facilities remain functional, safe, and
efficient. The plan should address the following elements:

Facility Inspection Rounds
o Use a standardized checklist to inspect critical areas and equipment during routine

rounds, ensuring consistency and thoroughness.
o Example: Inspecting emergency exits, HVAC systems, and water supply regularly.

Monitoring Activities
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o Establish monitoring processes to detect potential issues before they become critical.
o Example: Monitoring the temperature and humidity levels in storage areas for
pharmaceuticals.

Inspection Activities

o Conduct regular inspections to assess facility conditions and ensure compliance with
safety and operational standards.
o Example: Monthly inspections of fire suppression systems and emergency lighting.

Maintenance Activities

e Perform preventive and corrective maintenance to address identified issues.
o Example: Regularly servicing medical gas supply systems and replacing HVAC filters.

Effective maintenance relies on thorough documentation to track and validate activities,
ensuring compliance and continuous improvement.

4. Documented Information

Documented information is essential to demonstrate that facilities are maintained according to
plan and that inspections and maintenance are completed effectively. This includes:

e Maintenance Logs:
o Record all maintenance activities, including dates, personnel involved, and
actions taken.
o Example: Logging the replacement of a malfunctioning medical gas valve.
o Inspection Reports:
o Document the results of routine inspections and any deviations or non-
conformities identified.
o Example: Reporting a leaking roof in a patient care area during a facility
inspection.
o Corrective Action Records:
o Keep records of corrective actions taken to resolve facility-related issues.
o Example: Documenting repairs to a damaged floor in a high-traffic area.

5. Integration with QMS Processes

Facilities management must integrate with other QMS processes to ensure a seamless approach
to quality healthcare delivery.
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Risk Management:

o Incorporate facilities-related risks into the organization’s overall risk management plan.
o Example: Identifying and mitigating risks such as power failures in critical care areas.

Training and Competency:

e Provide training for facilities management staff on inspection procedures, proper
equipment uses, and emergency response, ensuring readiness and compliance.
o Example: Training maintenance personnel in the proper handling of hazardous materials.

Internal Audits:

o Include facilities management processes in internal audits to assess compliance with
standards and effectiveness.
o Example: Auditing the implementation of the scheduled maintenance plan.

6. Examples of Scheduled Maintenance Plans
Example 1: HVAC Systems

e Frequency: Monthly

o Activities: Clean filters, inspect ducts, measure airflow, and ensure proper temperature
control in clinical and patient areas.

e Documentation: Maintain logs of cleaning, repair work, and performance tests.

Example 2: Medical Gas Systems

o Frequency: Quarterly

e Activities: Inspect and test supply lines, calibrate pressure gauges, and replace worn
components.

o Documentation: Record calibration results and corrective actions.

Example 3: Emergency Power Systems

e Frequency: Biannually

o Activities: Test backup generators, inspect fuel levels, and confirm automatic transfer
switch functionality.

e Documentation: Maintain records of generator tests and any repairs performed.
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Integration into QMS

Risk Assessment — Identify facility-related risks.

Scheduled Maintenance Plan — Develop and implement.
Monitoring & Documentation — Track maintenance activities.
Audits — Review compliance and effectiveness.

Continuous Improvement — Use findings to optimize processes.

bk =

Example: Summary of Scheduled Maintenance

System Frequency Activities Documentation
Clean filters, inspect Maintenance logs,
HVAC Systems  Monthly . P 8
ducts, test airflow performance test results
Medical Gas Test supply lines, Calibration records,
Quarterly i . :
Systems calibrate pressure gauges corrective action logs
Emergency Power _. Test backup generators, Generator test records,
Biannually . .
Systems inspect fuel levels repair reports

7. Continuous Improvement in Facilities Management

Healthcare organizations should continuously evaluate and improve their facilities management
processes to adapt to changing needs and technologies.

e Monitoring Trends:
o Use data from maintenance logs and inspection reports to identify recurring issues
or inefficiencies.
o Track KPIs such as equipment uptime, HVAC downtime, and patient satisfaction
scores related to facility conditions.
o Example: Upgrading frequently repaired HVAC units with newer, more reliable
models.
o Feedback from Users:
o Gather feedback from patients, staff, and visitors on facility conditions and make
improvements, as necessary.
o Example: Addressing complaints about waiting room comfort by adding more
seating and improving ventilation.
o Technology Adoption:
o Leverage technology to improve facilities management, such as using Building
Management Systems (BMS) for real-time monitoring.
o Example: Installing sensors to monitor water leaks and prevent structural damage.
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Conclusion

Healthcare facilities management and maintenance are essential for ensuring the safe, efficient,
and uninterrupted delivery of quality healthcare services. By developing a scheduled
maintenance plan, integrating facilities management into QMS processes, and maintaining
detailed documentation, healthcare organizations can demonstrate their commitment to safety,
compliance, and continuous improvement. This structured approach not only protects the
organization’s infrastructure but also enhances patient outcomes and satisfaction. By prioritizing
structured facilities management, healthcare organizations can safeguard their infrastructure,
ensure compliance, and provide a safe, high-quality environment for patients and staff. Start by
evaluating your current processes and implementing these best practices to drive continuous
improvement.

CHAPTER 15: CONTINGENCY PLANNING FOR
FACILITIES AND SERVICES

In healthcare, where lives are at stake, contingency planning is essential to ensure services
continue uninterrupted during emergencies or disruptions. In healthcare, where lives are at stake,
robust contingency plans minimize risks to patient safety, protect organizational resources, and
maintain the delivery of essential services. This section elaborates on the key components of
contingency planning as outlined in the standard, providing practical examples and steps for
implementation.

1. Emergency Response Plan for Business Continuity (Clause a)

Healthcare organizations must have a comprehensive emergency response plan to address both
natural and human-caused events that could disrupt service delivery.

Key Considerations:

o Identify Risks:
o Analyze potential risks specific to the organization's location and operations (e.g.,
earthquakes in seismic zones, pandemics, cyber-attacks).
o Example: A coastal hospital identifies hurricanes as a primary risk and plans
accordingly.
e Develop Emergency Protocols:
o Define specific actions for each type of emergency, including evacuation, triage,
communication, and resuming services.
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o Example: During a pandemic, a hospital may activate surge capacity protocols,
including setting up temporary care units and reallocating staff.
o Establish Communication Plans:
o Ensure clear communication with staff, patients, suppliers, and external agencies
during emergencies.
o Example: Use mass notification systems to alert employees and patients during a
natural disaster.

Implementation Steps:

1. Form an Emergency Response Team with defined roles and responsibilities.
Develop detailed action plans for various scenarios, including natural disasters,
pandemics, industrial accidents, and terrorism.

3. Conduct regular training sessions and simulations to ensure readiness.

Effective contingency planning minimizes disruptions, reduces risks to patient safety, and
ensures the continuity of critical healthcare services, even during emergencies.

2. Fire Emergency Preparedness

Fire emergencies can jeopardize patient safety and facility operations. Early detection, effective
abatement, and strong containment measures are key to minimizing risks.

Key Considerations:

e Detection Systems:
o Install advanced fire detection systems such as smoke detectors, heat sensors, and
fire alarms.
o Example: A hospital uses automated fire detection systems linked to centralized
monitoring for real-time alerts.
e Abatement Measures:
o Equip the facility with fire suppression systems such as sprinklers, fire
extinguishers, and fire blankets.
o Ensure compliance with fire safety codes and regulations.
o Example: A healthcare facility conducts quarterly checks of all fire extinguishers
and sprinkler systems.
o Containment Strategies:
o Design buildings with fire-resistant materials and establish fire containment
zones.
o Example: Create compartmentalized areas with fire-rated doors to prevent the
spread of fire in critical areas such as operating rooms.

Implementation Steps:
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1. Conduct a fire risk assessment to identify vulnerable areas.
2. Install and maintain detection and suppression systems.
3. Train staff on fire safety protocols and the use of fire suppression equipment.

While fire emergencies require robust detection and containment measures, ensuring safe
evacuation procedures is equally critical.

3. Exit Plans, Assembly Sites, and Mock Drills

Effective evacuation plans are essential to ensure the safety of patients, staff, and visitors during
emergencies.

Key Considerations:

o Exit Plans:
o Display clear evacuation routes throughout the facility, including in high-traffic
areas.
o Ensure that all routes are unobstructed and compliant with accessibility
requirements.
o Example: Post evacuation maps at the entrance to every ward, indicating the
nearest exits.
e Assembly Sites:
o Designate safe assembly areas for patients, staff, and visitors during evacuations.
o Consider factors such as proximity, capacity, and safety from secondary hazards.
o Example: A hospital designates an outdoor parking area as an assembly site for
fire evacuations.
e Training and Drills:
o Conduct regular mock drills to familiarize staff and patients with evacuation
procedures.
o Include scenarios for different emergencies (e.g., fire, chemical spills, active
shooters).
o Example: A hospital conducts biannual fire evacuation drills, including
transporting non-ambulatory patients.

Implementation Steps:

1. Develop and display evacuation plans at strategic locations.
. Conduct routine inspections to ensure the accessibility of exit routes and assembly sites.
3. Schedule and evaluate emergency mock drills, documenting lessons learned for
improvement.
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4. Power Interruption Planning

Power interruptions can significantly disrupt healthcare services, especially in critical care areas
such as ICUs, operating rooms, and emergency departments.

Key Considerations:

e Backup Power Systems:
o Install reliable backup power solutions such as generators and uninterruptible
power supplies (UPS).
o Ensure the capacity of backup systems is sufficient to power critical equipment
and areas.
o Example: A hospital equips its ICU and emergency department with dedicated
UPS systems to prevent disruptions during outages.
o Regular Testing and Maintenance:
o Conduct routine checks and maintenance of backup systems to ensure reliability.
o Example: A healthcare facility tests its backup generators weekly and conducts a
full-load test monthly.
o Contingency Plans for Extended Outages:
o Establish partnerships with external suppliers for fuel and temporary power
sources.
o Example: A hospital contracts with a fuel supplier to ensure a continuous supply
during prolonged outages.

Implementation Steps:

1. Identify critical areas and equipment requiring uninterrupted power.
2. Install and regularly maintain backup power systems.
3. Develop contingency agreements with suppliers for fuel and alternative power sources.

5. Integration of Contingency Planning with QMS

To ensure effective implementation, contingency planning must align with the organization’s
Quality Management System (QMS):

e Risk Management:
o Include contingency risks (e.g., power failures, fire emergencies) in the
organization’s risk management plan.
o Example: Conduct risk assessments for fire hazards and identify mitigation
measures.
e Documentation and Record Control:
o Maintain detailed records of emergency plans, training sessions, and mock drills.
o Example: Document fire drill outcomes, including areas for improvement.
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e Training and Competence:
o Train staff regularly on emergency protocols and the operation of backup systems.
o Example: Provide annual fire safety training for all employees.
o Continuous Improvement:
o Use lessons learned from mock drills and actual emergencies to refine
contingency plans.
o Example: After a mock drill, update evacuation routes based on feedback from
staff.

Example: Contingency Measures by Scenario

Emergency Type Key Risks Contingency Measures Evaluation Metric
Natural Disaster Fac1}1ty damage, Emergency response Respo.nse time to
. service team, temporary care establish surge

(e.g., hurricane) . . . .

disruption units units

Property Fire suppression Fire drill
Fire Emergency damage, patient systems, evacuation  compliance rate

safety drills (%)
Power Crlt.lcal Backup generators, Generator uptime
Interruption equipment fuel supply agreements (%)

failure

. Patient surge, Surge capacity Sta.ff-to-p.atlent

Pandemic protocols, temporary ratio during peak

staff shortages .

staffing plans periods

Conclusion

Contingency planning is a vital aspect of healthcare facilities management. By developing
comprehensive emergency response plans, ensuring fire safety, conducting regular drills, and
preparing for power interruptions, healthcare organizations can safeguard their operations and
protect patients, staff, and resources during emergencies. Integrating these plans into the QMS
ensures a structured, proactive approach to managing risks and maintaining uninterrupted service
delivery. Having a focus on continuous improvement. To protect lives and maintain service
continuity, healthcare organizations must prioritize robust contingency planning. Start today by
evaluating your current plans and integrating lessons learned to build a resilient system for the
future.
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CHAPTER 17: WASTE REDUCTION AND
ENVIRONMENTAL RESPONSIBILITY IN HEALTHCARE

Waste reduction and environmental responsibility are essential aspects of modern healthcare
organizations' Quality Management Systems (QMS). These practices not only ensure regulatory
compliance but also demonstrate a commitment to sustainability, efficiency, and social
accountability. This chapter outlines how healthcare organizations can implement effective waste
reduction strategies and plan their processes to minimize environmental harm. See our blog
article: "Sustainability, Human Rights & Health Connections Explained"

1. Waste Reduction Plan

A waste reduction plan focuses on identifying, minimizing, and managing both physical and
administrative waste within the organization. By streamlining operations and resource use,
healthcare organizations can improve efficiency, reduce costs, and enhance patient care quality.

Key Areas of Waste Reduction

o Physical Waste:
o Medical supplies, clinical waste, and food waste.
o Example: Implementing a system to track and optimize inventory for disposable
items such as gloves, syringes, and bandages.
e Administrative Waste:
o Unnecessary clinic visits, inefficient employee scheduling, and redundant
procedures.
o Example: Using telemedicine to eliminate unnecessary patient visits for routine
follow-ups.

Components of a Waste Reduction Plan

1. Assessment:

o Conduct a waste audit to identify sources and types of waste within the

organization.

o Example: Analyze the volume of clinical waste generated per department.
2. Goal Setting:

o Establish measurable objectives for waste reduction.

o Example: Reduce medical supply waste by 20% over the next year.
3. Implementation:

o Develop initiatives to address specific areas of waste.
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o Example: Introduce centralized scheduling software to optimize employee shifts
and reduce overtime.
4. Monitoring and Evaluation:
o Track progress using key performance indicators (KPIs).
o Example: Monitor the number of duplicate diagnostic tests performed monthly.
5. Training and Awareness:
o Educate staff on the importance of waste reduction and their role in achieving
organizational goals.
o Example: Train staff on proper segregation of recyclable and non-recyclable
clinical waste.

2. Environmental Responsibility

Healthcare organizations must plan their processes and services in ways that minimize
environmental harm while promoting sustainability. This involves integrating environmentally
friendly practices into all aspects of operations.

a) Use of Environmentally Friendly Chemicals

o Replace hazardous chemicals with safer, eco-friendly alternatives whenever possible.
o Example: Use biodegradable cleaning agents in place of harsh chemical disinfectants.

b) Energy and Water Efficiency

e Monitor and optimize electricity and water consumption to reduce environmental impact.
o Examples:

o Install energy-efficient lighting and HVAC systems.

o Use water-saving devices such as low-flow faucets and toilets.

¢) Selection of Sustainable Materials
o Prioritize the use of materials that are renewable, recyclable, or biodegradable.
o Example: Use paper-based medical charts instead of plastic binders where digital records
are not feasible.
d) Reuse, Recycle, or Donate Equipment
o Extend the lifecycle of equipment by repairing, reselling, or donating items no longer in

use (where regulations permit).
o Example: Donate unused medical equipment to under-resourced healthcare facilities.

e) Reduce, Reuse, Recycle, Rethink, Repurpose, and Repair
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e Implement the 6Rs approach to minimize waste:

o Reduce: Eliminate unnecessary items or processes.
Reuse: Use durable, reusable items instead of disposables.
Recycle: Segregate and recycle materials such as paper, plastics, and metals.
Rethink: Reevaluate processes to find more sustainable alternatives.
Repurpose: Find alternative uses for items no longer serving their primary
purpose.

o Repair: Fix equipment instead of replacing it unnecessarily.
o Example: Repurpose outdated electronic devices for training purposes or repair medical

beds to extend their usability.

o O O O

f) Raise Environmental Awareness

o Foster a culture of environmental responsibility among staff, patients, and stakeholders.
o Examples:

o Organize training sessions on waste segregation and sustainability practices.

o Display posters encouraging energy conservation in staff areas.

3. Practical Implementation in Healthcare
Physical Waste Management

e Segregation and Disposal:
o Ensure proper segregation of hazardous, recyclable, and general waste.
o Example: Use color-coded bins for sharps, biodegradable waste, and recyclables.
o Recycling Initiatives:
o Partner with recycling vendors for responsible disposal of materials such as
plastics, glass, and metals.
o Example: Recycle used surgical instruments made of stainless steel.

Administrative Waste Management

e Optimizing Scheduling:
o Use predictive analytics to match staffing levels with patient flow.
o Example: Reduce unnecessary overtime costs by aligning shift schedules with
peak patient volumes.
e Streamlining Processes:
o Digitize records and automate routine administrative tasks to reduce time
wastage.
o Example: Use electronic health records (EHR) to eliminate paper-based
duplications.

Energy and Resource Efficiency
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e Conduct energy audits to identify high-consumption areas and implement energy-saving
measures.

e Encourage staff to turn off unused equipment and lights.

o Example: Introduce motion-sensor lighting in hallways and storage areas.

4. Monitoring and Evaluation

To ensure the success of waste reduction and environmental responsibility initiatives,
organizations must establish monitoring mechanisms:

o KPIs:
o Volume of clinical waste generated per patient visit.
o Percentage of waste recycled or reused.
o Reduction in electricity and water consumption.
o Regular Reviews:
o Conduct quarterly reviews to assess progress against goals and identify
improvement opportunities.
o Example: Compare monthly energy consumption reports to track the impact of
efficiency measures.

5. Benefits of Waste Reduction and Environmental Responsibility

1. Cost Savings:
o Reducing waste and optimizing resources can significantly lower operational
costs.
o Example: Recycling materials reduces disposal fees and generates additional
revenue.
2. Improved Patient and Staff Satisfaction:
o A cleaner, more sustainable environment enhances the overall experience for both
patients and staff.
o Example: Eco-friendly initiatives like solar-powered facilities demonstrate
organizational commitment to sustainability.
3. Regulatory Compliance:
o Aligning with environmental regulations reduces the risk of penalties and
enhances organizational reputation.
4. Positive Community Impact:
o Donations and recycling initiatives benefit underserved communities and reduce
environmental harm.
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Conclusion

By developing a robust waste reduction plan and integrating environmentally responsible
practices, healthcare organizations can enhance efficiency, reduce costs, and demonstrate a
commitment to sustainability. Implementing these strategies not only supports regulatory
compliance but also aligns with broader societal goals of environmental stewardship and
resource conservation. These initiatives are an essential part of delivering high-quality,
sustainable healthcare services.

CHAPTER 18: WORKFORCE WELLBEING

Workforce wellbeing is essential for delivering high-quality healthcare. A healthy and supported
team ensures safer, more effective care for patients. Healthcare organizations must prioritize
workforce wellbeing by addressing health and safety risks, fostering a positive work
environment, and proactively managing stress and burnout. I recently saw an NPR article that a
healthcare company put service dogs in the facilities to improve healthcare workers’ well being
and to reduce burn-out. This chapter outlines the key components of maintaining workforce
wellbeing, as described in the standard. See our blog article: "Healthcare Workforce Wellbeing:
Critical Components & Importance"
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1. Documented Plan for Workforce Health and Safety

A documented plan provides a structured framework for managing health and safety risks in
healthcare environments. It should address physical, chemical, biological, ergonomic, and
psychosocial hazards specific to healthcare settings.

Key Components of the Plan

o Physical Safety:
o Implement measures to prevent workplace injuries (e.g., slips, falls, needle-stick
injuries).
o Example: Provide proper protective equipment (PPE) such as gloves, goggles,
and masks for all healthcare workers.
e Chemical Safety:
o Ensure proper handling, storage, and disposal of hazardous chemicals used in
labs, cleaning, or medical procedures.
o Example: Train staff in safe handling of disinfectants and ensure availability of
Material Safety Data Sheets (MSDS).
o Biological Safety:
o Minimize risks of exposure to infectious diseases.
o Example: Enforce vaccination policies, provide hand hygiene training, and
ensure access to infection control supplies.
o Ergonomic Safety:
o Address physical strain caused by repetitive tasks, lifting, or extended hours.
o Example: Train staff in proper lifting techniques and provide ergonomic
furniture.
o Psychosocial Safety:
o Identify and mitigate stressors that impact mental health, such as workload,
interpersonal conflicts, or workplace harassment.
o Example: Offer confidential counseling services and ensure zero-tolerance
policies for harassment.

Implementation Steps:

1. Conduct a risk assessment to identify specific hazards in each domain.
2. Develop and document policies and procedures to mitigate identified risks.
3. Regularly update the plan based on changes in the workplace or new regulations.

While having a structured plan is essential, addressing the day-to-day challenges of stress,
burnout, and workplace violence is equally important.
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2. Processes to Address Workforce Wellbeing

Maintaining workforce wellbeing requires targeted processes to address stress, burnout, and
violence in the workplace.

Stress and Burnout Management

e Prevention:
o Promote work-life balance by offering flexible scheduling and sufficient time off.
o Example: Implement rotating shifts to prevent prolonged exposure to high-stress
environments.
e Support:
o Provide access to mental health resources, such as employee assistance programs
(EAPs) or on-site counselors.
o Example: Partner with mental health professionals to offer regular stress
management workshops.
e Monitoring:
o Use surveys or feedback mechanisms to assess workforce stress levels and
identify areas needing intervention.
o Example: Conduct quarterly anonymous surveys to measure job satisfaction and
burnout risk.

Violence Prevention and Response

e Training:
o Train staff on de-escalation techniques to handle aggressive behavior from
patients or co-workers.
o Example: Conduct regular workshops on managing difficult interactions with
patients or visitors.

o Policies:
o Establish clear policies for reporting and addressing incidents of workplace
violence.
o Example: Create an anonymous reporting system for incidents of verbal or
physical abuse.

e Support Systems:
o Offer post-incident support for affected employees, such as counseling or time

off.
o Example: Provide immediate debriefing sessions for employees after a violent

incident.

3. Continuous Improvement in Workforce Wellbeing
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Integrating the workforce wellbeing into the QMS ensures it is monitored, evaluated, and
improved over time.

KPIs:

o Track metrics such as injury rates, absenteeism, staff turnover, and employee
satisfaction scores.

o Example: Monitor trends in reported workplace injuries to identify areas for
improvement.

e Incident Reporting:

o Maintain a log of workplace safety incidents and corrective actions taken.

o Example: Analyze reports of workplace violence to identify patterns and
implement targeted interventions.

Evaluation and Feedback

o Regularly review the effectiveness of wellbeing initiatives through staff feedback and
performance data.

o Example: Use focus groups to gather detailed feedback on stress management programs
and identify gaps.

Training and Awareness

o Continuously educate staff on health and safety practices, stress management, and
available support systems.
o Example: Include workforce wellbeing topics in orientation programs for new hires.

4. Example of a Workforce Wellbeing Initiative

Scenario: A hospital experiences high rates of nurse burnout due to extended shifts and high
patient loads.

Interventions:

1. Flexible Scheduling:
o Implement self-scheduling options to allow nurses more control over their work
hours.
2. Mental Health Support:
o Offer free access to on-site counselors and mindfulness sessions during breaks.
3. Ergonomic Improvements:
o Provide sit-stand desks and adjustable chairs to reduce physical strain.
4. Violence Prevention:
o Train staff on de-escalation techniques and install panic buttons in high-risk areas.

100

760-434-9141

MANAGEMENT SYSTEMS
NTERNATIONAL

www.msi-international.com




Planning Healthcare QMS Development Process Tips & Best Practices

Outcomes:

o Improved job satisfaction and reduced turnover rates.
o Decrease in workplace injuries and absenteeism.

5. Benefits of Workforce Wellbeing

1. Improved Patient Care:
o A healthy, supported workforce is more engaged, leading to better patient
outcomes.
o Example: Nurses experiencing less burnout provide more attentive care.
2. Increased Employee Retention:
o Prioritizing well-being reduces turnover and associated recruitment costs.
o Example: Flexible scheduling options encourage employees to stay with the
organization.
3. Regulatory Compliance:
o Meeting health and safety requirement avoids penalties and enhances reputation.
o Example: Proper handling of hazardous materials ensures compliance with
OSHA standards.
4. Enhanced Organizational Reputation:
o A focus on workforce wellbeing attracts top talent and boosts patient trust.

Risks and Mitigation Strategies

Risk Type Examples Mitigation Strategies

Physical .Sl{ps,. falls, needle-stick PPE,.safety training, proper
injuries flooring

Chemical Hand}lng disinfectants, lab  Training, SDS availability, proper
chemicals storage

. . Exposure to infectious Vaccination policies, infection

Biological . .
diseases control supplies

Ergonomic Lifting patients, repetitive Ergo.nomlc training, adjustable
tasks furniture

Counseling services, work-life
balance policies

Psychosocial Stress, workplace conflicts
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Conclusion

Workforce wellbeing is a cornerstone of healthcare excellence. By implementing a documented
health and safety plan and addressing stress, burnout, and workplace violence, healthcare
organizations can foster a safe, supportive environment for their employees. Integrating these
initiatives into the QMS ensures continuous improvement and aligns workforce wellbeing with
the organization’s overall mission of delivering high-quality care. Healthcare organizations are to
prioritize workforce wellbeing as a long-term strategy. By prioritizing workforce wellbeing,
healthcare organizations not only ensure better patient outcomes but also create a culture of
safety and support that attracts and retains top talent. Begin today by assessing your
organization’s current efforts and implementing these practices for sustainable success.

CHAPTER 19: PREVENTION OF FALLS, PRESSURE
ULCERS, AND THROMBOEMBOLISM

Prevention of patient harm, including falls, pressure ulcers, and thromboembolism, is a critical
component of quality healthcare and patient safety. These adverse events can significantly
impact patient outcomes, prolong hospital stays, and increase healthcare costs. To address these
risks effectively, healthcare organizations must implement structured processes and evidence-
based interventions to minimize harm.

1. Prevention of Pressure Ulcers

Pressure ulcers, also known as pressure injuries or bedsores, occur when prolonged pressure on
the skin reduces blood flow, leading to tissue damage. Prevention requires proactive measures to
identify at-risk patients and maintain skin integrity.

a) Identifying At-Risk Patients

o Risk Assessment Tools:
o Use standardized tools such as the Braden Scale or Norton Scale to identify
patients at risk for pressure injuries.
o Assess risk factors including immobility, nutritional status, moisture exposure,
and medical conditions (e.g., diabetes, vascular disease).
o Example: During admission, nurses assess patients with limited mobility or
existing wounds for pressure ulcer risk.
e Documentation:
o Maintain clear records of risk assessments and updates as the patient’s condition
changes.
o Example: Document assessment results in the patient’s electronic health record
(EHR).
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b) Necessary Controls to Minimize Risk Factors

e Repositioning:
o Implement a repositioning schedule (e.g., every 2 hours) for patients unable to
move independently.
o Example: Use patient lifts and transfer devices to minimize friction during
repositioning.
e Pressure-Relieving Equipment:
o Provide specialized mattresses, cushions, and overlays to distribute pressure
evenly.
o Example: Use low-air-loss or alternating-pressure mattresses for high-risk
patients.

¢) Skin Integrity Interventions

e Hygiene and Moisture Management:
o Keep skin clean and dry to prevent breakdown.
o Use barrier creams for patients prone to incontinence.
e Nutritional Support:
o Provide adequate nutrition and hydration to support skin health and healing.
o Example: Collaborate with dietitians to develop high-protein meal plans for at-
risk patients.

d) Evaluation of Interventions
e Monitor the effectiveness of prevention measures through regular skin checks and audits.

o Example: Track pressure ulcer incidence rates and analyze trends to identify gaps in
care.

2. Fall Prevention
Falls are among the most common adverse events in healthcare settings, often resulting in
injuries and extended hospital stays. A comprehensive fall prevention plan is essential to reduce

fall-related risks.

a) Comprehensive Fall Prevention Plan

o Risk Assessment:
o Use validated tools such as the Morse Fall Scale or Hendrich II Fall Risk
Model to identify patients at risk of falling.
o Consider factors like age, cognitive impairment, gait instability, medication
effects, and prior falls.
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o Example: Assess fall risk during admission and reassess regularly throughout the
patient’s stay.
e Environmental Safety:
o Ensure patient rooms and common areas are free of hazards (e.g., clutter, wet
floors).
o Provide adequate lighting and easy access to assistive devices like grab bars.
o Example: Conduct daily environmental safety rounds to identify and mitigate
hazards.
e Patient and Family Education:
o Educate patients and families on fall prevention strategies, such as using call
buttons for assistance.
o Example: Provide brochures outlining fall prevention tips during admission.

b) Use of Technology in Fall Prevention

e Bed Alarms:
o Install alarms that alert staff when a patient is at risk for falling attempts to get out
of bed.
o Example: Use bed-exit alarms for patients with cognitive impairments.
e Wearable Technology:
o Utilize wearable devices to monitor patient mobility and alert staff to unusual
movements.
o Example: Provide fall detection bracelets for patients at high risk.
e Non-Slip Flooring and Footwear:
o Install non-slip flooring in high-risk areas and provide patients with anti-skid
socks or footwear.

3. Prevention of Thromboembolism

Thromboembolism, including deep vein thrombosis (DVT) and pulmonary embolism (PE), is a
life-threatening condition that can result from prolonged immobility, surgery, or certain medical
conditions. Prevention involves identifying at-risk patients and implementing prophylactic
measures.

a) Identifying At-Risk Patients

o Risk Factors:
o Identify patients with known risk factors, such as recent surgery, cancer, obesity,
or a history of thromboembolism.
o Use risk assessment tools like the Caprini Risk Score to determine the level of
thromboembolism risk.

b) Prophylactic Measures
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e Mechanical Prophylaxis:
o Use compression devices such as graduated compression stockings or intermittent
pneumatic compression (IPC) devices.
o Example: Apply IPC devices for post-surgical patients during extended bed rest.
e Pharmacological Prophylaxis:
o Prescribe anticoagulants (e.g., low-molecular-weight heparin) for high-risk
patients, as appropriate.
o Example: Administer anticoagulants to immobile patients following hip or knee
replacement surgery.
e Mobility Promotion:
o Encourage early ambulation for post-operative patients to reduce the risk of clot
formation.
o Example: Develop protocols for physical therapy sessions to promote movement.

4. Integration into QMS and Monitoring
Documentation:

e Maintain detailed records of risk assessments, implemented interventions, and patient
outcomes.

o Example: Record skin condition assessments, fall risk evaluations, and
thromboembolism prevention measures in the EHR.

KPIs:

e Monitor performance indicators such as:
o Incidence rates of falls, pressure ulcers, and thromboembolism.
o Compliance rates with repositioning and prophylaxis protocols.
o Patient satisfaction scores related to safety measures.

Audits and Reviews:

e Conduct regular audits of prevention processes to identify areas for improvement.
o Example: Review adherence to fall prevention protocols during monthly safety
committee meetings.

5. Training and Awareness

o Train healthcare staff on prevention strategies for falls, pressure ulcers, and
thromboembolism.
o Provide ongoing education on new technologies, tools, and evidence-based practices.
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o Example: Conduct workshops on using mechanical prophylaxis devices and
documenting patient risks accurately.

6. Benefits of Prevention Processes

1. Improved Patient Qutcomes:
o Preventing harm enhances recovery, reduces complications, and improves quality
of life.
o Example: Early ambulation and compression devices reduce the risk of
thromboembolism after surgery.
2. Cost Savings:
o Prevention reduces costs associated with extended hospital stays, additional
treatments, and legal liabilities.
o Example: Avoiding pressure ulcers minimizes the need for expensive wound
care.
3. Regulatory Compliance:
o Adherence to prevention protocols ensures compliance with healthcare standards
and accreditation requirements.
4. Enhanced Reputation:
o Proactive safety measures improve patient satisfaction and strengthen the
organization’s reputation.

Conclusion

Preventing falls, pressure ulcers, and thromboembolism requires a proactive, systematic
approach that integrates risk assessment, evidence-based interventions, and continuous
monitoring. By implementing comprehensive prevention plans, leveraging technology, and
fostering a culture of safety, healthcare organizations can minimize risks, enhance patient
outcomes, and uphold the highest standards of care.

CHAPTER 20: PERFORMANCE EVALUATION AND
MONITORING: MONITORING, MEASUREMENT,
ANALYSIS, AND EVALUATION

Performance Monitoring and Metrics
Furthermore, this chapter highlights the significance of performance monitoring and
metrics in process improvement. Metrics help organizations understand how well their

processes are working and where improvements are needed. By collecting and
106

760-434-9141

MANACEMENT SYSTEMS
NTERNATIONAL

www.msi-international.com




Planning Healthcare QMS Development Process Tips & Best Practices

analyzing data, organizations can identify trends, patterns, and areas for improvement.
This chapter delves into different types of metrics, including key performance
indicators (KPIs), balanced scorecards, and benchmarking, and explains how to use
them effectively to drive process improvement efforts.

Performance evaluation is a cornerstone of effective healthcare quality management. It involves
systematically reviewing and analyzing data from the healthcare quality monitoring system to
ensure that organizational objectives are met and to drive strategic quality improvement
initiatives. This chapter outlines how healthcare organizations can implement robust
performance evaluation processes to ensure continuous improvement.

1. Purpose of Monitoring, Measurement, Analysis, and Evaluation
The purpose of performance evaluation is to:

o Assess whether quality objectives are being achieved.

o Identify gaps or nonconformities in performance.

o Inform strategic decisions and quality improvement initiatives.

o Demonstrate accountability to stakeholders, including patients, staff, and regulatory
bodies.

2. Monitoring and Measurement
Key Steps in Monitoring and Measurement:

1. Identify Metrics:
o Define measurable indicators aligned with organizational quality objectives.
o Example: Monitor patient satisfaction scores, average wait times, infection rates,
or compliance with safety protocols.
2. Establish Data Collection Methods:
o Use consistent, reliable methods to gather data.
o Example: Conduct patient surveys, review electronic health records (EHRs), or
track operational KPIs through dashboards.
3. Define Frequency:
o Determine how often data will be collected and reviewed.
o Example: Track patient satisfaction monthly or infection rates quarterly.
4. Ensure Data Integrity:
o Implement checks to ensure data accuracy, completeness, and reliability.
o Example: Use automated systems to reduce errors in manual data entry.
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Once data is collected, the next step is to analyze the results and determine how they align
with quality objectives.

Metric Purpose Data Source

Patient Satisfaction Score =~ Measure patient experience Patient surveys

Infection Rates Track quality of infection control ~ Infection control logs

Average Wait Times Assess operational efficiency Scheduling systems
3. Analysis of Results

The results of monitoring and measurement activities must be analyzed to determine their
alignment with organizational objectives. Analyzing trends helps organizations proactively
address issues before they escalate, improving both efficiency and patient safety.

a) Determine if Results Meet Objectives

e Compare Against Objectives:
o Assess whether the results meet the quality objectives established during the
planning process.
o Example: Compare the actual patient satisfaction score (e.g., 85%) against the
target score (e.g., 90%).
o Identify Trends and Patterns:
o Analyze trends over time to identify areas of improvement or decline.
o Example: A hospital notices a steady increase in emergency department wait
times, indicating a need for process improvement.
o Benchmark Against Best Practices:
o Compare performance to industry standards or peer organizations.
o Example: Benchmark infection rates against national averages for similar
healthcare facilities.

Data Visualization:
e Visualize data through dashboards, charts, or heat maps to make trends and areas for

improvement easier to identify.

o Example: Create a heat map to visualize areas of nonconformance across different
departments.

4. Addressing Nonconformities

b) Define an Improvement Plan
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If results do not meet objectives, the organization must develop and implement an improvement
plan to address nonconformities.

Root Cause Analysis:
o Conduct a thorough analysis to identify the underlying causes of nonconformities.
o Example: Investigate whether high infection rates are due to inadequate hand
hygiene, insufficient staff training, or outdated protocols.
o Develop Corrective Actions:
o Define specific actions to address the root causes.
o Example: Revise hand hygiene protocols, provide staff training, and increase the
availability of hand sanitizers.
e Set Improvement Targets:
o Define measurable goals to track the effectiveness of corrective actions.
o Example: Reduce infection rates by 20% within six months.
e Assign Responsibilities:
o Assign accountability for implementing and monitoring corrective actions.
o Example: The Infection Control Team is tasked with monitoring compliance with
revised hand hygiene protocols.
e Monitor and Evaluate Effectiveness:
o Continuously monitor the impact of corrective actions and adjust as needed.
o Example: Track infection rates monthly to assess progress toward improvement
targets.

5. Integration with Strategic Quality Directions

The results of performance evaluation must be integrated into the organization’s strategic
planning process to align quality initiatives with broader organizational goals.

e Informing Leadership:
o Present performance evaluation results to top management for review and
decision-making.
o Example: Use management review meetings to discuss trends in patient outcomes
and prioritize resource allocation for improvement initiatives.
e Aligning with Strategy:
o Use evaluation results to refine the organization’s strategic quality goals.
o Example: After identifying gaps in care coordination, a healthcare facility
incorporates improved interdisciplinary communication as a strategic priority.
e Driving Organizational Learning:
o Use evaluation insights to foster a culture of continuous improvement and
organizational learning.
o Example: Share success stories from improvement projects to encourage best
practices across departments.
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6. Continuous Improvement Process

Performance evaluation is an ongoing process that feeds into the cycle of continuous
improvement. The Plan-Do-Study-Act (PDSA) framework is particularly effective for this

purpose.

Cycle of Continuous Improvement:

1. Plan:
o Set quality objectives and define improvement plans based on evaluation results.
2. Do:
o Implement improvement initiatives and monitor progress.
3. Study:
o Analyze the impact of changes and assess whether objectives are met.
4. Act:
o Refine processes, scale successful initiatives, and address remaining gaps.

7. Documentation and Reporting

The organization must maintain detailed records of monitoring, measurement, analysis, and
evaluation activities.

e Monitoring Records:
o Document data collection methods, results, and KPIs.
o Example: Maintain monthly reports on infection rates and patient feedback.
e Analysis Reports:
o Record findings from trend analysis, root cause analysis, and benchmark
comparisons.
o Example: Summarize reasons for increased readmission rates in a quarterly
performance report.
e Improvement Plans:
o Document corrective actions, assigned responsibilities, and timelines.
o Example: Create an action plan to address noncompliance with hand hygiene
protocols.

8. Benefits of Performance Evaluation

1. Improved Patient Qutcomes:
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o Systematic evaluation identifies gaps in care delivery and informs interventions to
improve safety and effectiveness.
o Example: Reducing medication errors through targeted training programs.
2. Enhanced Accountability:
o Clear metrics and evaluation processes ensure accountability across all levels of
the organization.
o Example: Department heads are accountable for meeting quality objectives
related to patient care.
3. Informed Decision-Making:
o Data-driven insights enable leadership to prioritize initiatives and allocate
resources effectively.
o Example: Investing in new technology based on evidence of operational
inefficiencies.
4. Regulatory Compliance:
o Performance evaluation demonstrates compliance with quality standards and
regulatory requirements.
o Example: Providing documented evidence of monitoring and corrective actions
during audits.

Conclusion

Monitoring, measurement, analysis, and evaluation are critical for maintaining and improving
healthcare quality. By systematically reviewing results, addressing nonconformities, and using
insights to inform strategic directions, healthcare organizations can ensure they consistently meet
their quality objectives and deliver safe, effective care. Integrating these practices into the
organization’s QMS fosters a culture of continuous improvement and positions the organization
as a leader in healthcare excellence. By embracing performance evaluation as a core component
of healthcare quality management, organizations can ensure continuous improvement and
consistently deliver safe, effective care. Start by identifying key metrics today and building a
culture of data-driven excellence.

CHAPTER 21: WHERE TO START WHEN
DOCUMENTING PROCEDURES: UNLOCKING THE
FOUNDATION OF A QUALITY MANAGEMENT
SYSTEM

After 25 years of developing systems for companies, we’ve found that the key to effective
documentation starts with the essentials—procedures that were once mandated and remain the
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backbone of a Quality Management System (QMS). Beginning with these key processes creates
a solid structure that ensures success, efficiency, and scalability across the organization.

By prioritizing Documented Information, Nonconformities, Corrective Actions, Risk and
Opportunity Management, and the Internal Audit Program, organizations can reap
tremendous benefits. The most significant advantage is how these processes naturally influence
and connect multiple departments, allowing the rest of the system to fall into place with greater
ease.

1. Start with Documented Information (Formerly Document and Records
Control)

Why This Is Critical

Documented information forms the backbone of an effective QMS, ensuring that everyone works
with accurate, up-to-date information and that key records demonstrate compliance.

Key Elements:

e Document Control:
o Managing the creation, review, approval, distribution, and revision of documents
such as procedures, policies, and instructions.
e Records Control:
o Defining how records (e.g., training logs, audit reports) are maintained, protected,
and retained.

Encouraging Example:

e A manufacturing company began by documenting their document and records control
process. They created a centralized electronic system for version control, making it easy
for employees across departments to access updated policies. This eliminated errors
caused by outdated instructions and improved efficiency in training, audits, and daily
operations.

2. Nonconformities
Why This is Critical

Nonconformities from established requirements are inevitable in any organization. Having a
documented process to identify, record, and resolve them ensures consistency, accountability,
and learning from mistakes.
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Key Elements:

e Defining what constitutes a nonconformity.
e Recording nonconformities in a standardized way.
o Ensuring corrective actions are implemented to address root causes.

Encouraging Example:
e A healthcare facility struggled with recurring medication errors. By implementing a
standardized nonconformity process, they tracked and analyzed patterns. They discovered
that unclear labeling was the root cause and implemented corrective actions to resolve the

issue. This process not only reduced errors but also improved patient safety and staff
confidence.

3. Corrective Actions (and Transition from Preventive Action)
Why This is Critical
Corrective actions address the root causes of nonconformities, preventing their recurrence. The
shift from preventive action to Risk and Opportunity Management reflects the proactive
nature of today’s standards, focusing on addressing potential issues before they arise.
Key Elements:

e Root Cause Analysis: Use tools like the 5 Whys or Fishbone Diagram to identify the

underlying issue.

o Implementation and Verification: Ensure actions are effective and prevent recurrence.

Once foundational processes like corrective actions are in place, the focus shifts to integrating
risk management and internal audits for a more comprehensive QMS."

4. Risk and Opportunity Management
Why This is Critical
Replacing the older concept of preventive action, Risk and Opportunity Management

broadens the scope to include identifying, analyzing, and addressing both potential threats and
opportunities for improvement.

Key Elements:
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o Risk Assessment: Identify and evaluate potential risks to prioritize actions.
e Opportunity Exploration: Identify opportunities that could enhance performance or
improve efficiency.

Encouraging Example:

e A logistics company implemented risk and opportunity management to address delivery
delays caused by adverse weather. They added backup transport routes (risk mitigation)
and leveraged new software for dynamic scheduling (opportunity). This dual approach
improved on-time delivery rates and customer satisfaction.

5. Internal Audit Program
Why This is Critical

The internal audit program ensures the QMS is functioning as intended and identifies areas for
improvement. It is a critical feedback loop for the entire system. Most likely, a formal internal
auditing program will be all brand new.

Key Elements:

e Audit Planning: Define what processes (all that are within the QMS) will be audited,
when, and by whom.

e Objective Evaluation: Ensure audits are impartial and focus on identifying gaps and
opportunities.

e Actionable Results: Use findings to improve processes and ensure compliance.

Encouraging Example:
e A food processing company implemented an internal audit program focusing on hygiene
standards. Audits revealed inconsistencies in cleaning protocols between shifts. By

addressing this, they improved compliance with regulatory standards and prevented
potential contamination issues.

Why Starting Here Works

These processes:

o Affect Multiple Departments:
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o Document control, nonconformities, corrective actions, risk management, and
internal audits touch nearly every area of an organization. From HR to operations,
all teams rely on these foundational processes to function effectively.

e Create a Ripple Effect:

o Once these core processes are established, other elements of the QMS, such as
training programs, supplier evaluations, and customer satisfaction monitoring,
naturally fall into place.

e Provide a Framework for Consistency:

o These processes create a structured, standardized approach to managing quality,

reducing variability, and enhancing accountability.

Top Benefits of Starting Here

1. Clarity Across the Organization:

o Starting with foundational processes establishes clarity about roles,
responsibilities, and workflows.

o Example: A centralized document control system ensures all teams access the
latest policies, improving coordination.

2. Foundation for Continuous Improvement:

o These processes create a culture of learning and improvement by identifying gaps
and implementing solutions.

o Example: Internal audits uncover inefficiencies that are addressed through
corrective actions, driving ongoing performance enhancement.

3. Simplified Expansion:

o Once these foundational processes are in place, expanding the QMS to include
department-specific procedures becomes seamless and efficient.

o Example: After implementing risk management at the organizational level, a
company tailored the approach for its IT department, addressing cybersecurity
risks.

4. Cross-Departmental Buy-In:

o These processes require collaboration across departments, fostering a unified
approach to quality.

o Example: Risk management brings together finance, operations, and HR to
address shared challenges like resource allocation or workforce planning.

Organizations that establish robust document control reduce noncompliance incidents by
30% and improve audit readiness.

Foundational Processes Overview

115

760-434-9141

MANAGEMENT SYSTEMS
NTERNATIONAL

www.msi-international.com




Planning Healthcare QMS Development Process Tips & Best Practices

Process Purpose Key Benefits Example
Reduces errors Electronic
Documented Centralize control of ’ document
. ensures .
Information documents/records . system with
compliance .
version control
Tracking
. Improves .
s Identify and resolve - recurring
Nonconformities N accountability,
deviations medication
reduces recurrence
errors
. . Address root causes of Prevents . R?solvmg .
Corrective Actions o, recurrence, builds missed testing
nonconformities . .
consistency deadlines
Risk and Identify and manage Enhances Adding backup
Opportunity risks and efficiency, drives  transport routes
Management opportunities innovation for logistics
Ensures Hygiene
Internal Audit Evaluate and improve compliance, protocol audits
Program QMS effectiveness identifies in food
opportunities processing
Conclusion

Starting with Documented Information, Nonconformities, Corrective Actions, Risk and
Opportunity Management, and the Internal Audit Program lays a strong foundation for a
QMS. These processes are interconnected, touch multiple departments, and create a framework
that allows the rest of the system to evolve naturally. By addressing these areas first,
organizations can build confidence, foster collaboration, and create a culture of continuous
improvement—ensuring success in both the short and long term. By investing in foundational
procedures and treating them as valuable intellectual property, your organization builds a solid
foundation for continuous improvement, operational excellence, and long-term success. Start
today by assessing your current processes and creating a roadmap for refinement.

Another Major Benefit: Practicing Document Approval and Revision Control

Starting with Documented Information and other foundational procedures not only creates the
structure for a Quality Management System (QMS), but it also establishes the critical habit of
managing documents through an approval and revision-controlled process. This is an essential
skill for an organization’s long-term compliance and operational success. Drafting and testing
procedures early allows organizations to build the discipline of adhering to documented practices
while fine-tuning processes to ensure they work effectively.
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1. Practicing Document Approval and Revision Control

When drafting and implementing procedures, the organization must develop the discipline of
managing document approval and revision control. This foundational practice ensures that all
employees work with the correct version of policies, procedures, and instructions.

Key Elements of Document Approval and Revision Control:

1. Drafting and Review:

o Draft documents with input from relevant stakeholders.

o Review for accuracy, clarity, and alignment with organizational objectives.

o Example: A draft of the Nonconformity Procedure might be reviewed by quality
managers, operations staff, and compliance officers to ensure it addresses all
practical and regulatory needs.

2. Approval Process:

o Define a clear process for document approval, involving authorized personnel
(e.g., department heads, compliance officers, top management).

o Use electronic workflows or manual signoffs to formalize approvals.

o Example: Before finalizing a Risk Management Procedure, it is approved by the
risk management team and the quality manager to ensure feasibility.

3. Version Control:

o Assign unique version numbers and dates to documents to track changes and
ensure only the latest versions are in use.

o Example: The first iteration of the Internal Audit Program might be labeled
“Version 1.0” and updated to “Version 1.1” after minor revisions.

4. Access Control:

o Ensure that the approved version is accessible to relevant staff while superseded
versions are archived securely.

o Example: An organization maintains all approved procedures on a shared
intranet, while previous versions are stored in a “Superseded Documents” folder.

2. Testing and Following Drafted Procedures

Once a procedure is drafted, the organization must follow it as written to test its effectiveness.
This step ensures that the Documented Information procedure—and all subsequent procedures—
are practical, efficient, and aligned with real-world operations.

Why Testing Matters:

e Real-World Validation:
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o Drafting a procedure on paper doesn’t guarantee it will work in practice. Testing
helps identify gaps, redundancies, or unclear instructions.

o Example: During the first use of the Nonconformity Procedure, staff might
discover that the reporting form is too complex, leading to revisions for
simplicity.

o Building Compliance Habits:

o Testing requires staff to adhere to documented processes, fostering a culture of
compliance and accountability.

o Example: When staff start using the draft Corrective Action Procedure, they learn
to document root causes and actions properly, building this habit across
departments.

o Identifying Training Needs:

o Testing highlights areas where staff may require additional guidance or training to
execute the procedure effectively.

o Example: During the initial implementation of Documented Information, staff
might need extra training on accessing and using version-controlled documents.

3. Benefits of Early Practice with Documented Information
A. Operational Discipline

e Practicing document approval and revision control ensures that:
o Employees only use approved, up-to-date documents.
o Changes to documents are tracked, transparent, and authorized.
o Non-compliance with outdated or unapproved documents is minimized.
o Example: A hospital implementing its Documented Information procedure finds that
consistent version control reduces confusion among clinical staff using updated infection
control protocols.

B. Early Feedback for Continuous Improvement

o Drafting and testing procedures allow organizations to:
o Collect real-world feedback.
o Identify areas for improvement before full-scale implementation.
o Build procedures that are both compliant and user-friendly.
o Example: After testing its Risk Management Procedure, a manufacturing company
simplifies risk scoring criteria based on feedback from line managers.

C. Building Confidence Across Departments

o Establishing a consistent process for approving and managing documents builds trust in
the system and ensures smoother adoption by all departments.
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o Example: When the Internal Audit Program is drafted and implemented with strict
document control, other departments quickly adopt similar practices, fostering
uniformity.

4. Encouraging Example

Scenario: A mid-sized healthcare organization drafts its first Documented Information
Procedure.

1. Drafting:

o The team drafts the procedure, outlining steps for document creation, review,

approval, and version control.
2. Testing:

o They implement the procedure by drafting a Corrective Action Procedure,
following the document control steps for review and approval.

o During testing, they realize the approval workflow takes too long due to
unnecessary sign-offs. They revise the Documented Information Procedure to
streamline the process.

3. Results:

o The streamlined process reduces document approval time by 30%.

o Staff confidence in document management grows, making it easier to implement
subsequent procedures like Nonconformities and Internal Audits.

4. Outcome:

o The organization’s foundational procedures are now properly approved and
revision-controlled, setting the stage for a robust QMS that’s ready for
certification.

5. Conclusion: Start Small, Start Right

Starting with Documented Information, Nonconformities, Corrective Actions, Risk and
Opportunity Management, and the Internal Audit Program provides organizations with a
clear path to building a strong QMS. Practicing document approval and revision control during
this early stage establishes operational discipline, fosters a culture of compliance, and ensures
that procedures are both practical and effective.

By testing and refining drafted procedures, organizations not only ensure they work but also
prepare employees to embrace a systematic, controlled approach to quality. This creates a ripple
effect across departments, making the entire QMS easier to implement and manage. When the
foundation is strong, the rest of the system truly falls into place.
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Transforming Procedures and Methodologies into Intellectual Property

Once the foundational procedures and methodologies are documented, refined, and integrated
into the organization’s Quality Management System (QMS), they become a valuable asset—your
company’s intellectual property (IP). These documented practices represent years of expertise,
operational insights, and strategic thinking. They not only provide the framework for maintaining
quality but also become the cornerstone for training employees, driving consistency, and
establishing a competitive edge.

1. Why Procedures and Methodologies are Intellectual Property
A. Unique to Your Organization

e Your procedures reflect your organization’s unique needs, values, and goals. While they
align with industry standards, they are tailored to your workflows, culture, and
operations.

o Example: A manufacturing company’s version of the Nonconformity Procedure
integrates unique production checkpoints that address its specific product lines.

B. A Repository of Expertise

e The documented processes capture the organization’s accumulated knowledge and best
practices, ensuring that critical operational insights are preserved and scalable.

o Example: The Risk and Opportunity Management Procedure incorporates years of
experience in identifying supply chain vulnerabilities, making it a trusted guide for new
and existing staff.

C. A Foundation for Future Growth
o These procedures serve as a reusable framework for scaling operations, launching new
initiatives, and maintaining quality as the organization evolves.

o Example: A healthcare provider expands to new locations using its centralized
Documented Information Procedure to ensure consistent patient record management.

2. Leveraging Procedures for Training Employees

Your documented procedures and methodologies provide the perfect foundation for training
programs, ensuring all employees understand and adhere to the QMS.

A. Standardized Training Content
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Procedures become the backbone of training materials, ensuring consistency in how
employees are onboarded and taught to perform their roles.

Example: Use the Corrective Action Procedure as a training module to teach employees
how to identify root causes and implement solutions for nonconformities.

B. Practical Application in Training

Employees learn by practicing with real-world scenarios that align with documented
procedures, fostering confidence and competence.

Example: During internal audit training, staff conduct mock audits using the Internal
Audit Program, gaining hands-on experience while adhering to the documented
methodology.

C. Continuous Learning and Refreshers

Procedures can be adapted into refresher courses and ongoing training to keep employees
updated on changes and best practices.

Example: A Risk Management Procedure is included in the annual training to ensure
employees remain vigilant about emerging threats and opportunities.

3. Building Organizational Consistency and Culture

A. Promoting Alignment Across Departments

When everyone follows the same documented procedures, inconsistencies are minimized,
and interdepartmental collaboration improves.

Example: The Documented Information Procedure ensures all teams access and work
with the same approved policies, reducing errors caused by outdated information.

B. Embedding a Culture of Quality

Using procedures in training reinforces the organization’s commitment to quality and
continuous improvement.

Example: Regularly updated training on Nonconformities and Corrective Actions
emphasizes the organization’s focus on learning from mistakes and preventing
recurrence.

4. Intellectual Property as a Competitive Advantage

A. Differentiation in the Market

www.msi-international.com
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e Your procedures and methodologies demonstrate your organization’s expertise, making
you stand out to customers, clients, and certification bodies.

o Example: A supplier highlights its tailored Risk Management Procedure to reassure
customers of its ability to handle disruptions.

B. Scalability and Replicability

o These processes make it easier to scale operations or replicate success in new markets,
regions, or business units.

o Example: An organization entering a new industry uses its proven Internal Audit
Program to maintain compliance and quality in unfamiliar regulatory environments.

C. Attracting and Retaining Talent

e Well-documented procedures and robust training programs make onboarding smoother
and more appealing for new employees.

o Example: A company with a structured Documented Information Procedure is viewed as
professional and well-organized by prospective hires.

5. Protecting Your Intellectual Property

To ensure your procedures and methodologies remain a proprietary advantage, consider the
following:

A. Documentation Control

e Maintain strict version control and access restrictions to ensure that only authorized
personnel can access or update your procedures.

o Example: Use secure document management software to track changes and limit access
based on roles.

B. Confidentiality Agreements

e Require employees and contractors to sign confidentiality agreements to protect your
proprietary processes.

o Example: Include a clause in employment contracts to safeguard the Corrective Action
Procedure from being shared externally.

Regular Updates and Refinement

e Continuously improve your procedures to ensure they remain relevant and competitive.
o Example: Update the Risk and Opportunity Management Procedure annually to
incorporate lessons learned from the previous year.
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6. Encouraging Example: Turning IP into Excellence

Scenario: A logistics company faced challenges scaling its operations to new markets. By
leveraging its documented Internal Audit Program, Risk Management Procedure, and Corrective
Action methodologies:

1. Training: Employees were quickly trained on the company's proven methods, reducing
the learning curve in new locations.

2. Consistency: The standardized procedures ensured uniform quality, even across
geographically diverse teams.

3. Scalability: With established processes, the company expanded efficiently, earning
customer trust, and securing contracts in new regions.

Outcome: These procedures became the company’s intellectual property, driving operational
excellence and distinguishing it from competitors.

7. Conclusion

Your documented procedures and methodologies are far more than tools for compliance—they
are your organization’s intellectual property and the foundation for consistent quality, effective
training, and strategic growth. By practicing document approval and revision control, testing, and
refining procedures, and using them as the basis for employee training, your organization can
unlock its full potential. These assets not only define how you operate today but also ensure your
success in the future.

CHAPTER 22: PLANNING THE INTERNAL AUDIT
PROGRAM

The Internal Audit Program is a vital component of a Quality Management System (QMS),
designed to evaluate the effectiveness of processes, ensure compliance with organizational and
regulatory requirements, and identify opportunities for improvement. A well-planned and
executed internal audit program provides objective insights, fosters accountability, and drives
continuous improvement. This chapter outlines the steps to plan, establish, implement, and
maintain an internal audit program, as required by the standard.

1. Establishing the Internal Audit Program
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Plan the internal audit program with clear timelines, methods, roles, and reporting processes..
This planning ensures that audits are systematic and objective and provide actionable results.

Key Considerations:

e Process Importance:
o Prioritize audits for processes critical to quality objectives or high-risk areas.
o Example: Focus on infection control processes in healthcare or quality control in
manufacturing.
o Results of Previous Audits:
o Use insights from past audits to identify areas needing follow-up or deeper
evaluation.
o Example: If a previous audit revealed nonconformities in supplier management,
schedule a follow-up audit to verify corrective actions.

Program Elements:

e Frequency:
o Conduct audits annually as a minimum, with increased frequency for high-risk or
critical areas.
o Example: Monthly audits for clinical safety in high-risk departments.
o Methods:
o Define the approach (e.g., on-site evaluations, interviews, document reviews,
sampling).
o Example: Use sampling to evaluate compliance with patient record
documentation standards.
o Responsibilities:
o Assign clear roles, including who will lead the audit, conduct it, and follow up on
findings.
o Example: The Quality Manager oversees the program, while trained internal
auditors perform specific audits.
o Planning Requirements:
o Develop a comprehensive audit schedule detailing the timeline, processes to be
audited, and responsible auditors.
e Reporting:
o Define how and when audit results will be communicated to relevant
stakeholders.

2. Defining Audit Objectives, Criteria, and Scope

Audit Objectives:
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e (larify the purpose of the audit, such as ensuring process compliance, verifying
corrective actions, or assessing risk controls.

o Example: An audit objective might be to verify compliance with patient safety protocols
in a hospital ward.

Audit Criteria:
o Establish benchmarks against which performance will be measured, such as internal
policies, regulatory standards, or ISO requirements.
o Example: Criteria for a procurement audit could include adherence to supplier approval
processes.
Audit Scope:
o Define the boundaries of the audit, including the processes, departments, or locations to
be reviewed.

o Example: The scope of a risk management audit might include all clinical departments
and their risk assessment records.

3. Ensuring Objectivity and Impartiality
Selecting Auditors:
e Choose auditors who are independent of the area being audited to avoid conflicts of
interest.
o Example: A finance department audit should not be conducted by individuals who work
in finance.
Ensuring Impartiality:
e Use cross-departmental auditors or external auditors to maintain objectivity.

o Example: A hospital uses an external consultant to audit compliance with infection
control standards.

4. Timely Reporting of Audit Results
Audit results must be communicated to relevant managers promptly to ensure timely action.

Reporting Process:

1. Draft Audit Report:
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o Include findings, evidence, and recommendations.
o Example: Highlight gaps in compliance with corrective action protocols and
propose improvements.
2. Distribute to Relevant Managers:
o Share findings with department heads and top management.
o Example: The Operations Manager receives audit results on inventory control for
review and action.
3. Facilitate Discussions:
o Hold debrief meetings to clarify findings and agree on the next steps.
o Example: Conduct a meeting with clinical leaders to address audit findings
related to patient safety.

5. Ensuring Qualified Auditors
Trained and competent individuals must conduct audits to ensure reliability and effectiveness.
Training Requirements:

e Auditors must receive formal training in auditing principles, techniques, and relevant
standards.

o Example: Provide internal auditors with ISO 19011 (Guidelines for Auditing
Management Systems) training.

Competency Assessments:

o Evaluate auditors’ knowledge and skills periodically.
o Example: Assess an auditor’s understanding of QMS requirements before assigning
critical audits.

6. Taking Corrective Actions Without Undue Delay
Corrective Action Process:

1. Identify Root Causes:
o Conduct root cause analysis to determine the underlying reasons for
nonconformities.
o Example: Use the 5 Whys technique to analyze why safety protocols were not
followed in a department.
2. Develop Action Plans:
o Define specific corrective actions with timelines and responsibilities.
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o Example: Implement a training program to address gaps in staff knowledge of
infection control procedures.
3. Monitor Implementation:
o Track progress and verify the effectiveness of corrective actions.
o Example: Re-audit the affected area after corrective actions is implemented to
ensure compliance.

Once corrective actions are defined, the audit process becomes a continuous improvement
tool, requiring ongoing evaluation and cultural support.

7. Continuous Improvement Through the Audit Cycle

Internal audits are not a one-time activity but part of a continuous improvement process. Each
audit cycle builds on the insights and outcomes of the previous one.

Using Audit Insights for Improvement:

e Trend Analysis:
o Analyze audit results over time to identify recurring issues or systemic
weaknesses.
o Example: Identify trends in nonconformities related to supplier approvals and
develop a long-term improvement plan.
e Sharing Best Practices:
o Use successful practices identified during audits to enhance processes in other
departments.
o Example: Share a department’s effective risk assessment approach across the
organization.
o Informing Strategic Decisions:
o Use audit findings to prioritize investments, training, or resource allocation.
o Example: After identifying cybersecurity risks in IT audits, the organization
invests in updated security software and training.

8. Documentation and Record-Keeping

Maintain comprehensive records of the internal audit program, including:

e Audit schedules and plans.
e Audit reports and findings.
e Records of auditor training and qualifications.
e Corrective action plans and follow-up results.
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Example:

e A hospital stores all audit-related documents in its electronic document management
system, ensuring easy access for audits, reviews, and certifications.

9. Benefits of a Well-Planned Internal Audit Program

1. Improved Compliance:
o Regular audits ensure processes comply with internal and external requirements.
o Example: Audits help a manufacturing facility consistently meet ISO 9001
standards.
2. Proactive Risk Management:
o Audits identify risks and weaknesses before they escalate into significant issues.
o Example: An audit uncovers potential bottlenecks in procurement, allowing the
organization to address them preemptively.
3. Enhanced Efficiency:
o Audits reveal inefficiencies and opportunities for streamlining processes.
o Example: A healthcare facility identifies and eliminates redundant steps in its
patient discharge process.
4. Fostering a Culture of Accountability:
o Regular audits emphasize the importance of accountability and continuous
improvement across all levels of the organization.

Improved compliance rates can lead to reduced regulatory fines and fewer customer
complaints, directly enhancing organizational reputation.

Conclusion

Planning and implementing an effective internal audit program ensures that the organization’s
processes remain compliant, efficient, and aligned with quality objectives. By focusing on clear
objectives, impartiality, timely reporting, and corrective actions, the internal audit program
becomes a powerful tool for fostering continuous improvement and maintaining the integrity of
the QMS. This systematic approach not only drives operational excellence but also instills
confidence in stakeholders and regulatory bodies. By cultivating a positive audit culture and
aligning the program with quality objectives, your organization can transform internal audits into
a powerful driver of continuous improvement and operational excellence.

Cultivating a Positive Attitude Toward the Internal Audit Program

From the very beginning, management should approach the Internal Audit Program with a
positive mindset, emphasizing its value as a tool for improvement rather than as a fault-finding
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exercise. This attitude is crucial in shaping how department leaders and staff perceive and
engage with the program. A constructive and supportive tone from management can create a
culture where audits are seen as opportunities for growth, learning, and collaboration.

1. Why Management's Positive Attitude Matters
A. Setting the Tone

o Management’s attitude sets the tone for the entire organization. When leadership frames
the Internal Audit Program as a constructive initiative, it fosters buy-in and cooperation at
all levels.

o Example: A CEO introducing the audit program as a means to strengthen processes and
achieve excellence inspires confidence rather than apprehension.

B. Reducing Resistance

o Employees and department leaders may initially view audits with skepticism, fearing
blame or punishment for findings. A positive approach from management helps alleviate
these fears.

o Example: Leaders emphasizing the audit’s role in identifying opportunities, not
assigning blame, encourage open participation.

C. Building Trust

e When management openly supports the audit program and treats findings as a shared
responsibility, it builds trust between leadership and departments.

o Example: A department manager praising their team for improvements identified during
an audit fosters goodwill and motivation.

2. How Management Can Exhibit a Positive Attitude
A. Communicate the Value of Audits

o Highlight how audits contribute to overall goals, such as enhancing quality, improving
efficiency, and mitigating risks.

o Example: Management explains how a robust audit process can help secure ISO
certification, which opens doors to new markets or contracts.

B. Frame Audits as Collaborative
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o Position audits as a partnership between auditors and departments to achieve shared
objectives.

o Example: A manager encourages departments to share challenges with auditors, making
audits a two-way dialogue rather than an inspection.

C. Celebrate Audit Successes

o Publicly recognize and celebrate areas of excellence or significant improvements
identified during audits.

o Example: During a company-wide meeting, leadership acknowledges a department for
streamlining its processes based on audit feedback.

3. Making Positivity Contagious Among Department Leaders
A. Engage Leaders Early

e Involve department leaders in planning the audit program, making them feel part of the
process rather than subjects of evaluation.
o Example: Invite leaders to help define audit objectives and criteria relevant to their areas.

B. Provide Training and Support

e Train leaders on the purpose and benefits of the audit program and how to prepare their
teams effectively.

o Example: A workshop for department heads demystifies the audit process, showing how
it helps meet goals and improves team performance.

C. Emphasize Continuous Improvement

o Reinforce the idea that audits are about progress, not perfection.
o Example: A leader shares a story of how a past audit helped their team improve safety
protocols, reducing workplace injuries.

D. Model Positivity

o Department leaders take cues from senior management. When leadership approaches
audits with enthusiasm, it encourages department heads to do the same.

o Example: A VP joins an audit kick-off meeting, emphasizing how the process aligns
with organizational values.

4. Encouraging Team Participation
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A. Create an Open Environment

e Promote audits as opportunities for staff to share insights and collaborate on improving
processes.

o Example: During an audit interview, staff feel comfortable discussing workflow
challenges, leading to actionable improvements.

B. Use Audit Findings Constructively

e Focus on using audit results to create solutions rather than assigning blame.
o Example: After an audit identifies gaps in training, management provides resources to
upskill employees rather than criticize the department.

C. Involve Teams in Implementing Changes

o Empower teams to take ownership of corrective actions identified during audits.
o Example: A department creates a task force to implement process improvements
following an audit, fostering engagement and pride.

5. Long-Term Benefits of a Positive Audit Culture
A. Enhanced Organizational Buy-In

e When employees see audits as helpful and leadership-driven, they become active
participants in improving processes.

o Example: Teams willingly volunteer for pilot audits, knowing they’ll receive
constructive feedback.

B. Increased Efficiency and Effectiveness

e A positive audit culture ensures faster implementation of corrective actions and
continuous improvement.

o Example: Leaders promptly act on audit findings, preventing recurring issues and
improving overall performance.

C. Stronger Compliance and Quality

e Proactive audits driven by a supportive culture ensure compliance with standards, reduce
risks, and enhance service quality.

o Example: A healthcare facility maintains excellent patient safety records by consistently
improving based on audit recommendations.

D. Improved Employee Morale
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o Employees in a supportive environment feel valued and included in the organization’s
improvement journey.

o Example: Staff view audit participation as an opportunity to contribute to the company’s
success, fostering loyalty and job satisfaction.

6. Encouraging Example
Scenario: A manufacturing company introduces an internal audit program as part of its QMS.

1. Leadership Approach:
o Management communicates the program’s purpose as a tool to enhance processes,
reduce waste, and improve efficiency.
o Leaders regularly attend audit review meetings and thank teams for their
contributions.
2. Positive Culture Creation:
o Department managers actively participate in audits, viewing them as opportunities
to showcase their teams’ work and identify improvement areas.
o Employees feel encouraged to share ideas and discuss challenges openly.
3. Outcomes:
o Audit findings are used constructively, leading to process optimizations that
reduce production errors by 15%.
o The company’s collaborative audit culture is highlighted during ISO certification,
earning praise from auditors.

Key Takeaway: The leadership’s positive attitude created a ripple effect, turning the internal
audit program into a cornerstone of success.

Benefits of a Positive Audit Culture

Aspect Negative Audit Culture Positive Audit Culture

Employee Perception ~ Fear of blame or punishment  Opportunities for growth and learning
Leadership Role Top-down enforcement Collaborative and supportive approach
Impact on Morale Low morale due to criticism  High morale through recognition
Implementation Speed Delays in corrective actions ~ Prompt and proactive improvements
Long-Term Minimal improvement over  Continuous and sustainable
Effectiveness time improvement

Conclusion

A positive attitude from management is crucial to the success of the Internal Audit Program.
When leadership emphasizes its value, communicates openly, and uses findings constructively,
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the program becomes a powerful tool for improvement rather than a source of fear. This
positivity cascades to department leaders and staff, fostering a collaborative culture where audits
are embraced as opportunities to learn, grow, and succeed together. By leading with enthusiasm
and support, management ensures the audit program drives lasting benefits for the organization.

CHAPTER 23: ROLES, RESPONSIBILITIES, AND
AUTHORITIES IN IMPLEMENTING AND
MAINTAINING QMS IN HEALTHCARE

Assigning clear roles, responsibilities, and authorities is critical when rolling out and
maintaining a Quality Management System (QMS) in the healthcare industry. A well-defined
framework ensures accountability, promotes collaboration, and aligns everyone’s efforts toward
achieving the organization’s quality objectives. This chapter outlines how these roles should be
assigned and managed during the implementation phase and for the ongoing maintenance of the
QMS.

1. Importance of Defining Roles, Responsibilities, and Authorities
A. Ensures Accountability

e Assigning roles ensures all parts of the QMS are managed, and nothing important is
missed.

o Example: A designated compliance officer oversees adherence to regulatory
requirements, ensuring no gaps in compliance.

B. Promotes Collaboration
e Clearly defined responsibilities prevent confusion and duplication of efforts, fostering
effective teamwork.
o Example: The Risk Manager collaborates with department heads to assess and mitigate

risks in clinical workflows.

C. Drives Strategic Alignment

o Aligning roles with the organization’s goals ensures that everyone contributes to
improving patient care and achieving quality objectives.

o Example: The Quality Manager ensures that all departments implement processes
aligned with ISO standards and the organization’s mission.
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2. Recommended Role Assignments for QMS Implementation
A. Leadership and Top Management

o Responsibilities:

o Define the organization’s quality policy and objectives.

o Allocate resources for QMS implementation and maintenance.

o Demonstrate visible support and commitment to the QMS.

o Monitor and review the effectiveness of the QMS during management reviews.
e Authority:

o Approve major initiatives, such as process changes or resource investments.
o Example:

o The CEO regularly communicates the importance of the QMS and attends audit

review meetings to emphasize leadership’s commitment.

B. QMS Steering Committee

o Responsibilities:
o Oversee the overall implementation of the QMS.
o Monitor progress, address challenges, and ensure alignment with quality
objectives.
o Provide cross-departmental guidance and resolve conflicts.
e Authority:
o Approve procedural documents and system-wide changes.
o Example:
o A committee including the Quality Manager, Compliance Officer, and department
heads meets monthly to review progress and align initiatives.

C. Quality Manager (or QMS Coordinator)

o Responsibilities:
o Act as the primary driver of the QMS implementation.
o Develop and maintain QMS documentation, including procedures and policies.
o Coordinate audits, corrective actions, and risk assessments.
o Train staff in QMS processes and requirements.
e Authority:
o Make decisions regarding QMS methodologies and manage external auditor
interactions.
e Example:
o The Quality Manager designs the Internal Audit Program and ensures all
corrective actions are documented and tracked to completion.

D. Risk Manager

o Responsibilities:
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o Identify, assess, and manage risks related to patient safety, operational processes,
and compliance.
o Integrate risk management into daily operations.
o Collaborate with department heads to create and monitor mitigation plans.
e Authority:
o Escalate critical risks to top management for immediate action.
o Example:
o The Risk Manager leads the organization’s response to a regulatory inspection,
ensuring all risks are addressed and documented.

E. Department Heads

o Responsibilities:
o Implement QMS processes within their respective departments.
o Ensure staff compliance with documented procedures and policies.
o Provide feedback on QMS performance and suggest improvements.
e Authority:
o Approve department-specific process changes and training programs.
o Example:
o The Nursing Director ensures that all staff are trained in the updated Patient
Discharge Procedure.

F. Internal Auditors

o Responsibilities:
o Conduct internal audits to assess compliance and identify areas for improvement.
o Provide objective feedback and recommendations.
o Verify the implementation of corrective actions.
e Authority:
o Access to all departments and records necessary for audits.
o Example:
o An internal auditor reviews patient records and interviews staff to assess
compliance with infection control protocols.

G. Staff Members

o Responsibilities:
o Follow documented procedures and policies in their daily tasks.
o Report on nonconformities, risks, and suggestions for improvement.
o Participate in training and audits as required.
e Authority:
o Propose process improvements to supervisors.
o Example:
o A nurse reports a recurring issue with medication labeling, leading to a corrective
action plan.
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3. Ongoing Maintenance of the QMS

As the QMS evolves, roles and responsibilities must adapt to ensure its continued effectiveness
and alignment with the organization’s objectives.

A. Continuous Improvement Culture

o Encourage all staff to see quality as a shared responsibility.
o Example:
o Monthly staff meetings include discussions on recent improvements and ongoing
QMS initiatives.

B. Periodic Role Reviews

o Reassess roles and responsibilities to reflect changes in processes, regulations, or
organizational goals.
o Example:
o After implementing a new electronic health record (EHR) system, the IT team
takes on responsibility for ensuring document control in the digital platform.

C. Regular Training

e Provide ongoing training to maintain competency and awareness of QMS requirements.
o Example:
o Annual refresher courses on Nonconformity and Corrective Action procedures
ensure staff remain compliant and confident.

D. Management Reviews

e Conduct regular management reviews to evaluate the QMS’ performance and make
strategic adjustments.
o Example:
o During a quarterly review, the leadership team identifies a need for additional
resources in the Internal Audit Program.

E. Updating Documentation

o Continuously update QMS documentation to reflect changes in roles, processes, and
responsibilities.
o Example:
o A new role, Sustainability Coordinator, is added to oversee environmental
responsibility initiatives.
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4. Encouraging Example: Successful Role Assignment in Healthcare
Scenario: A mid-sized hospital is rolling out a QMS based on ISO 7101.

e Leadership:
o The hospital CEO champions the initiative, linking it to the hospital’s mission to
improve patient outcomes.
e Quality Manager:
o Oversee the development of the QMS and coordinates initial training for all
department heads.
o Department Heads:
o Ensure staff compliance with the new procedures for Patient Safety and Risk
Management.
o Internal Auditors:
o Conduct the first round of audits, identifying areas for improvement in clinical
documentation.
e Outcome:
o The clear assignment of roles fosters collaboration, and the hospital achieves its
first ISO certification within 18 months.

Track metrics such as the percentage of corrective actions completed on time or
improvements in audit findings over time.

5. Conclusion

Assigning clear roles, responsibilities, and authorities is essential for the successful rollout and
maintenance of a QMS in the healthcare industry. When these assignments are thoughtfully
aligned with organizational goals, they ensure accountability, promote collaboration, and sustain
continuous improvement. By fostering a culture where every individual understands their role in
the QMS, healthcare organizations can enhance quality, improve patient outcomes, and achieve
long-term success. By clearly defining roles and fostering leadership at all levels, organizations
can create a cohesive, effective QMS that drives quality, improves patient care, and ensures
sustainable success.

Role Assignments and Responsibilities

Role Key Responsibilities Authority Example
Leadership/Top Define pohcy,. allocate Approve major CEO champions the
resources, review QMS changes, allocate QMS and attends
Management . .
effectiveness budgets reviews.
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Role Key Responsibilities Authority Example

Oversee implementation,
resolve conflicts, guide
processes

QMS Steering
Committee

Approve system-wide Monthly reviews of
changes QMS progress.

Develop and maintain QMS Manage

. . . . Designs the Internal
Quality Manager documentation, coordinate  methodologies, interact g

audits with auditors Audit Program.
Risk Manager Iden‘gfy an‘d‘ mlt.lgate risks, Escalate critical risks Leads r‘egulatory
monitor mitigation plans inspection responses.

Ensures compliance
with new patient

Implement QMS processes,

Department Heads train staff, suggest Approve department-

specific changes

improvements protocols.
: Assess compliance, Access all records and Verifies infection
Internal Auditors s .
recommend improvements — areas control compliance.

Reports recurring
1ssues with
medication labels.

Follow procedures, report
Staff Members issues, suggest
improvements

Propose process
changes

Leadership’s Commitment to Supporting Relevant Roles

Leadership’s active commitment is the cornerstone of a successful Quality Management System
(QMS). One critical aspect of this commitment, as outlined in the standard, is the responsibility
to support other relevant roles in demonstrating leadership within their respective areas of
responsibility. This ensures that leadership is not isolated at the top but distributed across the
organization, empowering individuals, and teams to take ownership of quality and drive
improvements in their domains.

1. Leadership’s Role in Supporting Others
A. Empowering Departmental Leaders

e Leadership should empower managers, supervisors, and team leads to act as leaders
within their areas. This involves providing the necessary resources, authority, and
encouragement to lead effectively.

o Example: A hospital administrator supports the Nursing Director by providing budget
approval for additional training programs, enabling the director to improve staff
competencies.

B. Encouraging Accountability

e By supporting other roles, leadership fosters a culture of accountability where individuals
feel responsible for contributing to the organization’s quality objectives.
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o Example: The CEO works closely with department heads to ensure they understand their
role in maintaining compliance with patient safety standards.

C. Aligning Efforts with Organizational Goals

o Leaders must guide relevant roles to align their efforts with the broader mission, vision,
and quality objectives of the organization.

o Example: The Risk Manager is encouraged to integrate departmental risk assessments
into the organization-wide strategy for continuous improvement.

2. Methods of Demonstrating Support
A. Providing Resources

o Ensure that relevant roles have access to the tools, training, and support they need to
fulfill their responsibilities effectively.

o Example: A clinic’s leadership allocates funds for advanced diagnostic equipment,
enabling the laboratory team to enhance the accuracy and speed of results.

B. Offering Guidance and Mentorship

e Leaders should mentor department heads and supervisors, sharing their expertise and
providing guidance on implementing QMS processes.

o Example: A Quality Manager mentors a new Internal Auditor, guiding them on the best
practices for conducting audits impartially and effectively.

C. Recognizing Contributions

e Publicly acknowledge the efforts of individuals and teams who demonstrate leadership in
their roles, reinforcing positive behaviors.

o Example: During an all-staff meeting, the leadership team commends the IT department
for successfully implementing a document control system.

D. Facilitating Collaboration

e Leadership should create opportunities for cross-departmental collaboration, ensuring
that teams work together to achieve shared quality objectives.

o Example: A healthcare CEO organizes regular quality improvement forums where
department heads discuss challenges and share solutions.

3. Building Leadership at All Levels
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A. Training and Development

e Invest in leadership development programs for department heads and other key roles to
build their capabilities.

o Example: Offer workshops on effective team management and decision-making for
clinical supervisors.

B. Delegating Authority

o Empower relevant roles by delegating authority for decision-making within their areas of
responsibility, fostering a sense of ownership.

o Example: The Operations Manager is given authority to revise scheduling protocols to
optimize staff utilization and reduce overtime.

C. Encouraging Initiative

e Support relevant roles in taking the initiative to propose and implement quality
improvements.

o Example: A Facilities Manager is encouraged to develop and implement a waste
reduction program aligned with environmental goals.

4. Benefits of Supporting Relevant Roles
A. Enhanced Engagement

e When leaders feel supported, they are more engaged and motivated to contribute to the
organization’s success.

o Example: A Procurement Manager actively identifies supplier risks and proposes
mitigation strategies after receiving leadership support.

B. Improved Collaboration

o Empowered roles work more effectively with other departments, breaking down silos and
fostering a cohesive quality culture.

o Example: The HR team collaborates with department heads to design training programs
that meet specific operational needs.

C. Greater Accountability

e Supporting other roles reinforces accountability, as individuals understand that their
contributions are valued and critical to success.

o Example: The Compliance Officer feels confident implementing regulatory updates
knowing they have leadership’s full backing.
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D. Continuous Improvement

o Distributed leadership ensures that quality improvements are initiated and sustained at all
levels of the organization.

o Example: A team lead introduces a new patient intake process that reduces waiting times
and improves satisfaction, with leadership support for the change.

5. Encouraging Example

Scenario: A mid-sized healthcare organization implements QMS and emphasizes leadership at
all levels.

1. Top Management Commitment:
o The CEO publicly champions the QMS and provides training for department
heads on their roles in quality management.
2. Department Head Empowerment:
o The Nursing Director is given authority to redesign staffing protocols, improving
patient-to-nurse ratios and care quality.
3. Support for Team Leads:
o The Quality Manager mentors team leads on how to conduct root cause analysis
effectively, ensuring corrective actions address systemic issues.
4. Results:
o Empowered leaders at every level contribute to significant improvements in
patient care, compliance, and staff satisfaction.

6. Conclusion

Leadership’s responsibility to support relevant roles is a fundamental part of implementing and
maintaining a QMS in the healthcare industry. By empowering department heads, encouraging
accountability, and fostering collaboration, top management ensures that leadership is
demonstrated at all levels of the organization. This distributed approach to leadership drives
engagement, accountability, and continuous improvement, ensuring the success and
sustainability of the QMS.

CHAPTER 24: UNDERSTANDING RESPONSIBILITIES,
AUTHORITIES, AND ACCOUNTABILITIES IN THE QMS

Top management must clearly assign, communicate, and ensure understanding of roles and
responsibilities across the organization. This requirement ensures that every individual knows
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their part in maintaining and improving the Quality Management System (QMS). It fosters
transparency, accountability, and alignment with quality objectives.

Clearly defined responsibilities distribute leadership, empower staff, and create a culture of
continuous improvement and excellence in service.

Key Requirements and Assigned Responsibilities
a) Ensuring Conformance to QMS Requirements

o Responsibility: Assign individuals or teams to ensure the QMS meets both ISO standards
and the organization’s unique needs.
e Authority:
o Verify compliance through internal audits, evaluations, and process reviews.
o Recommend corrective actions for nonconformities.
o Example:
o The Quality Manager is responsible for ensuring that all policies and processes
comply with ISO standards and organizational goals.

b) Reporting on QMS Performance

o Responsibility: Designate a role to provide regular updates on the QMS performance to
top management.
e Authority:
o Access relevant data, such as audit results, process KPIs, and nonconformity
trends.
o Summarize findings in management review meetings.
o Example:
o A Compliance Officer prepares quarterly reports on audit findings, customer
complaints, and corrective action outcomes for leadership review.

¢) Reporting on Quality Objectives and Health Indicators

o Responsibility: Assign roles to monitor and report the performance and status of quality
objectives and health indicators across all levels of care (e.g., primary, secondary,
tertiary).

e Authority:

o Collect data from various departments and analyze trends.
o Highlight areas needing improvement or additional resources.

o Example:

o The Risk Manager tracks infection rates and incident reports across all care levels,
presenting findings in monthly operational meetings.
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d) Ensuring Effective Risk Management

o Responsibility: Assign a Risk Manager or team to oversee the risk management
program, ensuring it identifies, evaluates, and mitigates risks effectively.
e Authority:
o Initiate and lead risk assessments.
o Recommend and oversee implementation of risk controls.
o Example:
o The Risk Manager conducts quarterly risk reviews, focusing on patient safety and
operational vulnerabilities.

e) Ensuring Transparency with a Just Culture

o Responsibility: Promote a culture of transparency where staff feel safe reporting errors
or nonconformities without fear of blame or retribution.
e Authority:
o Design and implement reporting mechanisms that ensure confidentiality and
fairness.
o Educate staff on the principles of a just culture.
o Example:
o An HR leader implements an anonymous reporting tool for staff to share concerns
about patient safety or process inefficiencies.

f) Promoting and Improving Service User Experience

o Responsibility: Assign a role to champion user experience initiatives, focusing on patient
satisfaction and care quality.
e Authority:
o Collect feedback from service users (e.g., surveys, focus groups).
o Propose and implement improvements based on feedback.
o Example:
o A Patient Experience Officer oversees satisfaction surveys, analyzes results, and
collaborates with departments to address areas of concern.

g) Proposing and Implementing QMS Improvements

o Responsibility: Ensure roles are assigned to identify and execute modifications to
enhance the QMS’ effectiveness and efficiency.
e Authority:
o Recommend procedural changes, new technologies, or resource allocations.
o Monitor the impact of implemented improvements.
o Example:
o The Quality Manager suggests automating parts of the document control process
to reduce errors and save time.
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h) Allocating Resources and Empowering the Workforce

e Responsibility: Top management must ensure adequate resources (personnel,
technology, training) are provided and empower staff to perform their roles effectively.
e Authority:
o Approve budgets, hire necessary personnel, and provide training.
o Delegate authority to department heads for resource management.
o Example:
o Leadership allocates funds for a new electronic health record system and provides
staff with the necessary training to ensure smooth implementation.

Once responsibilities are assigned, successful implementation requires clear communication,
training, and support to ensure accountability and effectiveness

RACI Matrix Example

Task/Responsibility Responsible Accountable  Consulted Informed
Ensuring compliance Quality Top Department Staff

with ISO standards Manager Management Heads Members
Reporting QMS Compliance Top Quality Department
performance Officer Management =~ Manager Heads

Risk management Risk Top Department Staff
program Manager Management Heads Members
Monitoring quality Department Quality Risk Top
objectives Heads Manager Manager Management

Implementation Recommendations
1. Clearly Define Responsibilities

o Create a responsibility matrix or organizational chart that outlines who is accountable for
each QMS requirement.

o Example: A RACI chart (Responsible, Accountable, Consulted, Informed) clarifies the
roles of the Quality Manager, Risk Manager, and department heads in implementing the
QMS.

2. Communicate Responsibilities
o Communicate roles and expectations through training, meetings, and documentation.

o Example: Conduct a leadership retreat to align department heads on their QMS
responsibilities.

3. Ensure Understanding
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o Verify that individuals understand their responsibilities through feedback, role
clarification meetings, and performance evaluations.
o Example: During onboarding, department heads receive one-on-one sessions with the
Quality Manager to discuss their specific QMS responsibilities.
4. Support Role Execution
e Provide the necessary resources, authority, and tools for individuals to fulfill their
responsibilities effectively.
o Example: Offer training programs for department heads on risk management, quality
monitoring, and performance reporting.
5. Foster Collaboration
e Promote cross-departmental collaboration to ensure alignment on QMS goals and actions.

o Example: Monthly quality committee meetings allow all relevant roles to share updates,
challenges, and successes.

Benefits of Clear Roles and Responsibilities
A. Enhanced Accountability

e (lear assignment ensures that no aspect of the QMS is overlooked and that individuals
are accountable for their areas.

B. Improved Efficiency
o Well-defined roles prevent duplication of efforts and streamline communication.
C. Better Decision-Making

o Assigning responsibilities for data collection and analysis ensures leadership receives
accurate, timely insights.

D. Continuous Improvement

o Empowering roles to propose improvements fosters a proactive approach to maintaining
and enhancing the QMS.

E. Stronger Organizational Culture

o Transparent reporting and a just culture create a supportive environment where staff feel
valued and engaged.
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Conclusion

Top management’s role in assigning, communicating, and supporting responsibilities,
authorities, and accountabilities is crucial for the success of a QMS in the healthcare industry. By
aligning roles with organizational goals, fostering transparency, and empowering individuals,
leadership ensures the system operates efficiently, promotes continuous improvement, and
enhances the quality of care delivered to service users. By prioritizing clear roles, fostering a just
culture, and empowering staff, top management sets the foundation for a QMS that not only
meets compliance but also drives quality improvement and organizational success.

CHAPTER 25: OPTIONS FOR DEVELOPING A
QUALITY MANAGEMENT SYSTEM (QMS)

When implementing a QMS in a healthcare organization, two viable approaches are:

1. A full-time cross-functional committee with an expert-level consultant to focus
exclusively on QMS development.

2. Progressive implementation with dedicated full-day sessions every 10 days, allowing
teams to continue regular responsibilities while incrementally building the QMS.

Both approaches have distinct advantages and challenges, which should be weighed based on
organizational needs, resources, and priorities.

1. Full-Time Cross-Functional Committee with an Expert Consultant
Pros

e Faster Implementation:
o A full-time team can focus entirely on the QMS, speeding up implementation.
o Example: With daily collaboration, the team can draft policies, address
nonconformities, and create training materials in a matter of weeks rather than
months.

o Expert Guidance:
o An experienced consultant ensures best practices are followed, reducing errors
and rework.
o Example: The consultant can quickly identify gaps and suggest industry-specific
solutions, such as tools for patient safety monitoring.
o High Collaboration and Alignment:
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o A cross-functional team fosters collaboration, ensuring that all departments’ needs
and perspectives are considered.
o Example: The committee aligns clinical, operational, and administrative
priorities, avoiding siloed approaches.
¢ Reduced Risk of Overlaps or Omissions:
o Continuous communication within the team prevents duplication of efforts and
ensures a cohesive system.

Cons

o High Resource Commitment:
o Pulling key personnel from their regular duties can strain operations.
o Example: Departments may struggle to maintain performance levels if leaders are
fully absorbed in QMS tasks.
o Cost Implications:
o Hiring an expert consultant and dedicating a full-time team increases costs.
o Example: Budget constraints may make this approach challenging for smaller
organizations.
o Potential for Burnout:
o Intense, full-time focus can lead to fatigue among team members.
o Example: Long days of system design may reduce team morale if not managed
properly.
o Difficulty Managing Routine Operations:
o With key personnel absent, daily operational challenges may be neglected.

2. Progressive Implementation with Full-Day Sessions Every 10 Days
Pros

e Maintains Operational Continuity:
o Staff remain focused on their regular responsibilities between sessions,
minimizing disruption to daily operations.
o Example: A hospital can continue providing patient care while incrementally
developing the QMS.
e Lower Immediate Resource Commitment:
o This approach spreads resource demands over time, making it easier to manage
workloads.
o Example: Leaders dedicate one day every 10 days, balancing implementation
with operational needs.
e Steady Momentum:
o Regular intervals provide time to reflect on progress, gather feedback, and refine
plans.
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o Example: After a session on Documented Information, teams can test procedures
and report back for adjustments.
e More Affordable:
o Spacing out consultant involvement and team efforts reduces immediate costs.
o Example: The consultant participates in fewer but more impactful sessions,
optimizing their expertise.

Cons

e Slower Implementation:
o Spreading efforts over time delays completion of the QMS.
o Example: A phased rollout may take several months, potentially missing critical
compliance deadlines.
¢ Risk of Losing Focus:
o Gaps between sessions may reduce momentum or lead to disengagement.
o Example: Team members may prioritize their regular tasks and overlook QMS
assignments.
o Inconsistent Collaboration:
o Limited face-to-face time can hinder effective communication and decision-
making.
o Example: Misaligned priorities may surface if cross-functional discussions are
too infrequent.
o Dependency on Session Productivity:
o Each session must be well-structured to ensure progress, leaving little room for
inefficiency.
o Example: A poorly planned session could delay subsequent phases, affecting
overall timelines.

Factors to Consider in Choosing the Approach

1. Organizational Size and Complexity:
o Larger organizations or those with complex processes may benefit from a full-
time team for comprehensive and rapid implementation.
o Smaller organizations with fewer resources may find progressive implementation
more manageable.
2. Time Sensitivity:
o Ifmeeting certification or regulatory deadlines is a priority, a full-time team may
be necessary for faster results.
o Ifdeadlines are flexible, progressive implementation can be a balanced
alternative.
3. Budget Constraints:
o A full-time team and consultant require significant upfront investment.
o Progressive implementation spreads costs over time, easing financial pressures.
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4. Workforce Availability:
o A full-time approach requires dedicated personnel, potentially leaving gaps in
operations.
o Progressive implementation allows staff to balance QMS development with
regular duties.
5. Leadership Commitment:
o Leadership must actively support and prioritize the chosen approach to ensure
success.

Encouraging Example: Combining Both Approaches
Scenario: A mid-sized hospital is implementing a QMS to achieve ISO 7101 certification.

1. Hybrid Approach:
o Leadership assigns a part-time cross-functional committee and brings in an expert
consultant for bi-weekly sessions.
o Between sessions, team members work on assigned tasks, integrating QMS
development into their routines.
2. Results:
o The hospital achieves steady progress without overburdening staff or disrupting
operations.
o The expert consultant ensures alignment with industry best practices, and the
hospital completes implementation in 8 months.

Full-Time Team vs. Progressive Implementation

Aspect Full-Time Committee Progressive Implementation

Fast-paced; shorter Slower; phased over several
Speed . A

implementation timeline months
Resource High; full-time personnel Lower; staff balance QMS tasks
Commitment required with daily work
Operational Risk of operational strain Mlnlm.al disruption to regular
Impact operations
Cost Higher upfront costs (e.g., Spread-out costs over time

consultant fees)

. High due to continuous Moderate due to limited session

Collaboration . . .

team interaction time
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Aspect Full-Time Committee Progressive Implementation
Ideal For Larger organizations with  Smaller organizations or those

urgent deadlines with flexible timelines
Conclusion

Both approaches—dedicating a full-time cross-functional committee or implementing
progressively through full-day sessions—offer distinct advantages. The choice depends on the
organization’s resources, priorities, and time constraints. A full-time team with a consultant is
ideal for rapid implementation but demands significant investment and operational adjustments.
Progressive implementation provides flexibility and continuity but requires disciplined
scheduling and consistent follow-through. Before choosing an approach, organizations should
conduct a readiness assessment, evaluating their timeline, resources, and leadership support to
ensure the chosen strategy aligns with their goals.

Organizations may also consider a hybrid approach, leveraging the strengths of both strategies
to achieve a balanced, efficient implementation. Regardless of the method, leadership’s
commitment and active involvement are critical to success.

CHAPTER 26: RECOMMENDED APPROACH TO
IMPLEMENTING A QUALITY MANAGEMENT SYSTEM

(QMS)

The milestone chart provided outlines a structured and systematic approach to implementing a
Quality Management System (QMS), ensuring all necessary phases are completed effectively
and efficiently. This recommended methodology is broken down into key milestones and
procedural groups, guiding organizations through the process of achieving certification and long-
term operational excellence. Two views for the various types of learners. Assuming a 100-
employee site, using the concept of end in mind, work backward from what’s called the
Preassessment audit and/or scope audit, which I will elaborate later on the preassessment audit,
which is voluntary. The scope audit is mandatory and requires about a 3™ of the time the required
number of days for the full certification audit. Within the certification bodies exists a person-
hour chart that dictates the number of total audit dates. All of this is evaluated by the registrars
you request proposals from. This process you definitely will need as an expert to assist you. In
all my years in seeking proposals, these are never apples to apples, and what you submit to the
application drives everything. these are difficult to interpret if you are not knowledgeable in the
industry. We have saved customers thousands of dollars just in this in itself. But the last thing
you want is for something to come up during the audit that adds a day because it was not
presented on the application. This may have to be done weeks later because auditors are
scheduled for other customer audits. Back to the Preassessment audit, this is highly
recommended for high-risk implementations, those that were done by internal personnel only
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with no expert guidance or documentation development by experts. These are done by the
auditors of the registrar you select and is a “dry run”. Whatever is discovered not fully
implemented and described as a major finding and these can happen if say the design of
processes does not demonstrate fully rolled out or the audit program was incomplete, or the
management review was not done. This can also happen if there are documents in various
departments that are not demonstrating being controlled.

Customer’s Typical Date Flow

Target pre-assessment and/or scope audit date: September 8, 2025
Scope Audit: September 22, 2025
Target registration audit date: October 18, 2025
Milestone Completion Dates

Kick-off & strategic planning: Feb 24, 2025
Documentation completed: Plan every 10 days to have process interviews. June 6, 2025 (This is a
critical path point in that if documents get held up during reviewing and approving overall
schedule is impacted).
a Group 1interviews - week of Mar 10, 2025 (QMS core processes)
Group 2 & 4 interviews - week of Mar 24, 2025 (Leadership and HR)
Group 3 part 1 interviews - week of Apr 14, 2025 (operations)
Group 3 part 2 interviews - week of Apr 28, 2025 (operations ie facilities mgmt)
Group 5 interview - week of May 12, 2025 (design of services)

All training & Implementation

o Overview Training - week of June 23, 2025 (this is mandatory all employee training and is subject to all procedures posted on
the network)

o Internal Audit Training - (typically MSI customers opt out of this 2 day training course and assigns MSI to perform required
Internal Audits)

Internal Audits completed: August 4, 2025
Management Review meeting August 18, 2025
Management Review supplement of internal audit results September 1, 2025

0O 0 o o
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Primary Procedures Mgmt Procedure Operational Human Resources
(Grp 1) (Grp 2) Procedures (Grp 3) Procedure (Grp 4)
Eng. Design (Grp
5 opt)
1 day 6 wk 4 hr 4-6 wk
KICK-OFF ®f
DOCUMENTATION ISO OVERVIEW
MEETING & # DEVELOPMENT OOA TRAINING IMPLEMENTATION
PLANNING
2 days prep for 4hr mtg, 2 days (If MSI is not
START EARLY 1-5 days @ doing IAs)

MANAGEMENT INTERNAL AUDITS Sl Zieed
BEMIEW COMPLETED
. *x e
3-5 days é

REGISTRATION EIVE\\ ONGOING “Forever”
AUDIT -‘ REQISAFRA TION. ACTIVITIES

N

30

MANAGEMENT SYSTEMS ¢ o
INTERNATIONAL

Milestone Breakdown and Explanation
1. Kick-Off Meeting & Planning (1 Day, otherwise timeline is for representation only)

e Objective:
o Launch the project with clear goals, roles, and timelines.
o Establish a project team and ensure alignment on QMS objectives.
o Activities:
o Introduce the implementation roadmap to stakeholders.
o Define responsibilities and assign procedural groups (Primary, Management,
Operational, Human Resources, and optional Engineering Design).
o Set expectations for timelines and deliverables.
e Outcome:
o A clear action plan for the QMS implementation process.
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2. Documentation Development (6-12 Weeks)

Objective:
o Create the foundational documentation for the QMS, including policies,
procedures, and processes.
Procedural Groups:
o Group 1: Primary Procedures (e.g., Document Control, Internal Audit,
Nonconformities).
o Group 2: Management Procedures (e.g., Management Review, Objectives, and
Planning).
o Group 3: Operational Procedures (e.g., Core processes like Operations, Facilities
or Service Delivery).
o Group 4: Human Resources Procedures (e.g., Training and Competency).
Activities:
o Draft and review documents with input from cross-functional teams.
o Ensure alignment with ISO standards or other relevant requirements.
Outcome:
o A complete set of draft procedures ready for implementation and training.

3. ISO Overview Training (4 Hours)

e Objective:
o Educate staff and leadership on the purpose, benefits, and requirements of the
QMS.
o Activities:
o Provide an overview of ISO standards or the chosen QMS framework.
o Highlight the importance of their roles in implementation and maintenance.
e Outcome:
o A workforce that understands the QMS and is prepared to support its
implementation.

4. Implementation (6-12 Weeks)

e Objective:

o Roll out the QMS by integrating the documented procedures into daily operations.
o Activities:

o Train staff in newly developed procedures.

o Begin following and enforcing documented practices.

o Address any gaps or resistance during the transition.
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e Outcome:
o A fully operational QMS that aligns with documented procedures.

5. Internal Audit Training and Completion (2 Days Training, 1-5 Days Auditing)

e Objective:
o Develop internal auditing skills and conduct initial audits to ensure the QMS is
functioning as intended.
o Activities:
o Internal Audit Training:
= Train designated staff to conduct audits, focusing on impartiality and
objectivity.
» Provide guidance on audit planning, execution, and reporting.
o Internal Audits:
» Conduct internal audits of the implemented QMS.
* Identify nonconformities and improvement opportunities.
e Outcome:
o Audit findings provide valuable insights to refine the QMS before external
certification.

6. Management Review (2 Days Prep for a 4-Hour Meeting)

e Objective:
o Evaluate the performance and effectiveness of the QMS in a formal review with
top management.
e Activities:
o Prepare a comprehensive report summarizing audit findings, QMS performance,
and progress toward objectives.
o Conduct a management review meeting to discuss improvements, resource needs,
and the next steps.
e QOutcome:
o Leadership buy-in and commitment to addressing gaps and enhancing the QMS.

7. Scope Audit

e Objective:
o Undergo an external scope audit to ensure readiness for the final certification
audit.
e Activities:
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o Invite an external auditor to assess the implementation of the QMS.
o Address any findings or recommendations before the registration audit.
e Outcome:
o Confirmation that the QMS meets certification standards and is ready for the final
audit.

8. Registration Audit

e Objective:

o Achieve official certification for the QMS through a formal registration audit.
e Activities:

o Host external auditors for a detailed review of the QMS.

o Provide evidence of compliance with all requirements.
e  QOutcome:

o Official certification and recognition of the QMS.

9. Ongoing Activities (“Forever”)

e Objective:
o Maintain and continuously improve the QMS to ensure its long-term effectiveness
and relevance.
o Activities:
o Conduct regular internal audits and management reviews.
o Monitor and refining processes, ensuring alignment with changing needs and
standards.
o Foster a culture of continuous improvement across the organization.
e Outcome:
o A sustainable QMS that drives quality, compliance, and operational excellence.

Key Benefits of This Approach

1. Structured Progression:
o The roadmap breaks down the implementation process into manageable
milestones, ensuring steady progress.
2. Team Collaboration:
o Cross-functional involvement ensures all departments contribute to the QMS,
creating ownership and reducing resistance.
3. Expert Support:
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o ISO Overview Training and Internal Audit Training equip the organization with
the skills and knowledge to maintain the system independently.
4. Built-In Continuous Improvement:
o Ongoing activities ensure the QMS evolves with the organization, supporting
long-term success.
5. Efficient Preparation for Certification:
o The Scope Audit and Management Review prepare the organization thoroughly
for certification, minimizing surprises during the registration audit.

Conclusion

Our aspiration is that healthcare companies become confident after reading this because
executives are more informed. We are looking to partner with our first few projects to gain
insights into the implementation efforts required in a healthcare environment. Ideally, the
organization will be in the range of 100 employees and on the east coast of the USA. Lastly, all
of the management is eager to see through to completion. This milestone-based approach
provides a clear, systematic roadmap for implementing a QMS in a healthcare organization (or
other industries). By focusing on key procedural groups, engaging all levels of the organization,
and leveraging training and audits, the process ensures successful implementation, timely
certification, and long-term sustainability of the QMS.
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CHAPTER 27: TRAINING OBJECTIVES

The Significance of Training Objectives in Shaping Successful Training Programs

In this chapter, we will delve into the significance of training objectives and how they
play a crucial role in shaping successful training programs. Understanding the
importance of setting clear objectives is essential for trainers and organizations alike,
as it allows for targeted and effective training sessions that yield desired outcomes.
Understanding Training Objectives

Training objectives serve as guiding principles that outline what individuals or teams
should be able to achieve upon completing a specific training program. These
objectives provide a roadmap for trainers, helping them structure their sessions in a
way that ensures participants acquire the necessary knowledge and skills.

Identifying Needs and Requirements

The first step in establishing effective training objectives is to identify the specific
needs and requirements of the training program. By conducting a comprehensive
analysis, trainers can gain insights into the knowledge gaps or performance issues that
need to be addressed. This analysis may include assessing current skill levels,
identifying areas of improvement, and understanding the desired outcomes.

Defining Clear and Measurable Objectives

Once the needs have been identified, trainers can then proceed to define clear and
measurable training objectives. These objectives should be specific, realistic, and
aligned with the overall goals of the organization. By setting tangible targets, trainers
can track progress and evaluate the effectiveness of the training program.

Relevance and Engagement

Moreover, training objectives should be relevant and relatable to the participants. It is
crucial to consider the background, experience, and job roles of the individuals
undergoing training. By tailoring the objectives to their specific needs, trainers can
ensure that participants are engaged and motivated to learn.

Time-Bound Targets

Another essential aspect of training objectives is ensuring they are time-bound. By
establishing a timeframe for achieving the objectives, trainers can create a sense of
urgency and prioritize learning activities accordingly. This time-bound approach
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fosters a structured learning environment and prevents procrastination, leading to
better retention and application of knowledge.

Clear Communication and Accountability

Furthermore, training objectives should be communicated clearly to all stakeholders
involved in the training process. By sharing objectives with participants, trainers can
set expectations and create a sense of purpose. Additionally, this transparency fosters
accountability and encourages active participation from both trainers and trainees.
Ongoing Assessment and Adjustment

Throughout the training program, it is crucial to regularly assess and reassess the
progress towards the objectives. Trainers should incorporate methods for evaluating
participants' achievements and identifying areas that may require additional focus.
This ongoing assessment ensures that the training remains on track and allows for
adjustments to be made if necessary.

Conclusion

In conclusion, training objectives are a fundamental component of successful training
programs. By setting clear and measurable objectives, trainers and organizations can
guide their efforts towards achieving specific outcomes. Through comprehensive
analysis, tailored objectives, time-bound targets, and regular assessment, training
programs can maximize their effectiveness and empower participants to acquire the
necessary skills and knowledge.

Pursuit of Excellence | Created methodologies that led companies earning ISO
Certification for 25 years | Driving Business Forward with ISO | Let's Talk Systems
Stay tuned as we explore more facets of the Design and Development Process and
how you can harness its power to drive innovation and success in your projects.

CONCLUSION

In conclusion, we have embarked on a journey together to explore the power of
excellent planning out the QMS in the healthcare industry. Throughout this ebook, we
have explored the intricacies of developing the QMS, emphasizing the importance of
strategic planning, continuous improvement, and effective collaboration. By
integrating best practices and leveraging robust methodologies, healthcare
organizations can achieve excellence in your organization’s success.
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KEY FINDINGS

Key Findings #1

Structured milestones

streamline
implementation and
ensure a comprehensive
approach.

www.msi-international.com

Key Findings #2

T

Cross-functional
collaboration drives
engagement and creates
a sustainable system.

Key Findings #3

Continuous

improvement ensures
the QMS remains
relevant, effective, and
aligned with
organizational goals.
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Key Takeaways
Clear Milestones and Structured Roadmap Lead to Systematic Implementation

e The milestone chart demonstrates that breaking the QMS implementation process into
manageable steps—such as documentation development, training, audits, and
management reviews—ensures steady progress and reduces the risk of overlooking
critical components.

o Finding: A structured roadmap is essential for efficiently navigating the complexities of
QMS implementation, fostering alignment, and maintaining focus.

Cross-Functional Involvement Enhances Buy-In and Collaboration

e The involvement of cross-functional teams in both the planning and execution
phases ensures that the QMS is inclusive, addresses organizational needs
comprehensively, and minimizes resistance to change.
Finding: Engaging representatives from various departments and providing
targeted training (e.g., Executive Brief, ISO Overview and Internal Audit Training)
fosters ownership, builds competency, and creates a culture of accountability.
What I have stood by since the beginning is that the 4-hour ISO Overview is only
beneficial after the system has been built because it builds on all of the interview
discussions; otherwise, doing it at the start has minimal value and creates more
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overwhelm than anything else. Most other consulting firms start with this, and
companies hardly do anything from there.

Ongoing Maintenance and Continuous Improvement Sustain Success

e The roadmap emphasizes the importance of post-certification activities, such as regular
audits, management reviews, and process refinements, to maintain and enhance the QMS
over time.

o Finding: Ongoing activities are critical for adapting the QMS to evolving organizational
needs, ensuring long-term compliance, and embedding a culture of continuous
improvement.
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