
2023

A plain English guide to the ISO 7101:2023
Healthcare Organizations Management System

Guide to the
requirements of

gsc-co.com

ISO 
7101

https://www.gsc-co.com/en/home/
https://www.gsc-co.com/en/home/
https://www.gsc-co.com/en/home/


GU IDE TO THE REQUIREMENTS ISO 7 1 0 1 :2 0 2 3

02

002

 
 

 

Unlocking Excellence:
A Deep Dive into ISO 7101
for Healthcare Quality

 
 

 
 
 

 
 

The purpose of this guide
 

The Essence of ISO 7101's MandateISO 7101:2023, formally known as "Healthcare Organi-
zation Management – Systems for Quality in Healthcare 
Organizations," stands as a monumental achievement in 
global healthcare. Published in 2023, it is the first 
international standard of its kind, offerings dedicated 
framework for healthcare providers to deliver care that is 
not only safe and effective but also timely, efficient, 
equitable, and profoundly people-centered. 

This standard was meticulously developed by a consor-
tium of global experts, including representatives from 
the International Society for Quality in Health Care 
(ISQua), ensuring its relevance and applicability world-
wide. 

Its core purpose is to Elevate the global standard of 
healthcare delivery by establishing clear, systematic 

The standard mandates that healthcare organizations meet 
specific management system requirements across both clinical 
and operational dimensions. It emphasizes several critical 
pillars:

By focusing on these areas, ISO 7101 provides a Holistic 
approach to quality, moving beyond more compliance to foster 
a deeply ingrained culture of excellence

As you are probably aware, there is an entire global 
healthcare industry built on the back of ISO 7101. 
Helping to interpret,implement, maintain and audit 
Healthcare Management  Systems is a profession in 
itself. It’s unlikely that reading  any one document will 
turn you into an expert overnight.

Explore the first international standard for healthcare quality management, its 
benefits, implementation, and how it compares to ISO 9001

 

 

 

  

Patient-Centered Care: Prioritizing the patient's preferences, 
dignity, and overall experience.

Clinical Governance: Implementing Rigorous practices such 
as audits, peer reviews, and robust risk management to 
ensure clinical excellence

Continuous Quality Improvement: Fostering an organiza-
tional culture that constantly seeks to enhance processes 
and outcomes through feedback and data

Resource Optimization: Efficiently utilizing Staff, equipment, 
and facilities to deliver high-quality care

Regulatory Compliance: Adhering strictly to local and 
international healthcare laws and standards

Stakeholder Engagement: Actively Involving patients, 
families, staff, and regulators in the quality journey, promoting 
transparency and collaboration.
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Why do organizations get
ISO 7101 Certified?  

PATIENTS FOCUSED  
– Demonstrates Healthcare provider focus on patient

REDUCE COSTS  
– Improving efficiency and reducing errors,

ISO 7101 can contribute to cost savings
for healthcare organizations. 

Demonstrates Healthcare provider ability
to comply with national and international
industry’s regulations 

 

REGULATION COMPLIANCE 

–  
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The initial phase involves a thorough understanding 
of the ISO 7101 requirements and detailed assess-
ment of the organization's current practices.

This is typically achieved through "GAP analysis," 
where existing processes related to patient safety, 
clinical outcomes, and operational efficiency are 
evaluated against the standard's stipulations. 
Organizations should map out their current work- 
flows to pinpoint areas where quality might be 
lacking or inconsistent.

This comprehensive review forms the basis for a 
detailed implementation plan, complete with 
timelines, assigned roles, and measurable 
milestones. 

Implementing ISO 7101 is a strategic undertaking that requires careful planning, 
dedicated resources, and unwavering commitment. The journey involves several 
interconnected phases,each crucial for establishing a robust Healthcare Quality 
Management System (HQMS).

Charting the Course: 
ISO 7101 Implementation Guidance

Phased Approach to Adoption
Assessment and Planning: Laying the Foundation

Developing the Quality Management System (QMS):
Building the Framework
Once gaps are identified, the next step is to develop or 
refine policies, procedures, and documentation that align 
with ISO 7101's core elements.

This includes establishing systematic approaches to risk 
management, defining resource allocation strategies, and 
setting up mechanisms for performance monitoring. 

Integrating tools such as regular audit sand structured 
feedback loops is essential for tracking progress and 
ensuring accountability.

This phase also involves clearly defining the scope of the 
HQMS, identifying which services,.departments, and 
locations will be covered by the ISO 7101 compliance 
effort
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A critical aspect of successful implementation is comprehen-
sive training and education for all staff members.

This ensures that every employee understands the standard's 
principles, their specific responsibilities, and how their daily 
actions contribute to overall quality.

Training should emphasize the standard's focus on equitable 
and people-centered care, ensuring that healthcare profes-
sionals are aligned with the overarching goals of patient 
safety and positive outcomes.

Communication of quality goals across all staff Levels is vital 
to align efforts and foster a shared commitment to excellence.

Charting the Course: 
ISO 7101 Implementation Guidance
Training and Engagement: Empowering the Workforce

With the QMS developed and staff trained, the organization 
can begin rolling out the new processes. 

This phase involves putting the documented procedures into 
practice and continuously monitoring their effectiveness. 

Key Performance Indicators (KPIs) related to patient safety, 
clinical outcomes, satisfaction levels, and operational efficien-
cy must be tracked diligently.

Regular internal audits are indispensable for assessing 
compliance,identifying any deviations, and gathering data for 
informed adjustments. “This proactive monitoring ensures 
that the HQMS remains dynamic and responsive to evolving 
needs”.

Implementation and Monitoring: Operationalizing Quality

The culmination of the implementation journey is engaging an 
accredited body to conduct an external audit and assess 
compliance with ISO 7101.

Successful completion leads to certification, demonstrating 
the organization's commitment to international quality 
standards.

Certification and Continuous Improvement: 
Sustaining Excellence  
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Practical Tips for a Smooth Journey

EXPERT SUPPORT

 

 

 

 

 

PDSA

 

Charting the Course: 
ISO 7101 Implementation Guidance

Prioritize Inclusivity and Wellbeing

Plan-Do-Study-Act

Ensure quality initiatives consider diversity equity, and the 
wellbeing of both patients and staff.

Maintain Detailed Documentation

Foster Open Communication

Keep all policies, procedures, and records accessible and 
well-organized. Leveraging digital tools like Electronic 
Health Records (EHRs) integrated with QMS software can 
facilitate real-time monitoring.

Encourage Feedback from all stakeholders and conduct 
regular training sessions to reinforce quality principles

Start Small and Scale Up

Consider piloting the QMS in specific departments (e.g., 
emergency services) to test processes and refine them 
before a broader roll-out. 

Align with Local Regulations

Ensure ISO 7101 implementation complements existing 
local healthcare laws to streamline compliance efforts

By following these guidelines and tips, healthcare organizations 
can effectively implement. ISO 7101, leading to transformative 
improvements in quality and patient care

Study-Act (PDSA) cycle (or Plan-Do-Check-Act in some contexts). 
This iterative process involves planning changes, implementing 
them on a small scale, studying their effects, and then acting on 
the findings to embed improvements. 

Regular management reviews are crucial for evaluating system 
performance and identifying further areas for enhancement

Partnering with GlobalStandards can 
provide invaluable guidance and reduce 
the risk of non-compliance and reliable 
results.  We can save time and invest-
ments by the accurate direction on ISO 
7101 Implementation. 

Leadership
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The Power of Synergy: 
ISO 7101 and Accreditation Standards

Harmonizing Quality Frameworks

Examples of Integration
ISO 9001
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ISO 7101 is designed for seamless integration with existing local and international healthcare 
accreditation standards. This compatibility means that organizations can often implement and 
ISO 7101 compliant quality management system without requiring substantial additional 
resources, as many of its requirements align with existing accreditation criteria.

The standard provides a globally accepted framework for 
quality management that complements and strengthens 
other accreditation efforts.

Its focus on systemic quality improvement, robust risk 
management, and comprehensive regulatory compliance 
directly parallels many established accreditation benchmarks.

This integration helps healthcare organizations prepare for, 
and maintain, accreditation by embedding continuous quality 
and safety practices into their daily operations. 

While ISO 9001 is a generic quality management standard, its 
foundational principles of process-based approach, leader-
ship, and continuous improvement are mirrored in ISO 7101.

A hospital already certified under ISO9001 can integrate ISO 
7101's specific requirements for patient-centered care and 
healthcare-specific risk management into their existing ISO 
9001 framework. 

This could involve combining ISO 9001's emphasis on process 
control with ISO 7101's focus on equitable care, resulting in a 
more unified and effective Quality Management System 
(QMS). 

ISO 15189
For medical laboratories, ISO 7101 can be integrated with 
ISO15189, the standard for quality and competence in medical 
laboratories.

A healthcare facility could merge ISO 15189's technical 
competence requirements for diagnostic services with ISO 
7101's broader focus on patient safety, ensuring that labora-
tory processes not only meet technical benchmarks but also 
contribute to overall patient well-being and reduced errors.

Real-World
The case of Slav med Medical Center achieving ISO 7101 
certification demonstrates how existing accreditation efforts 
can be enhanced and streamlined by adopting ISO 7101, 
leading to improved overall compliance and patient safety.

Local Accreditation Bodies

Local Accreditation Bodies

Many national accreditation bodies and programs,such as 
those that align with for example UKASE accreditation (under 
ISO/ICE 17021-1), can incorporate ISO 7101 principles. 

Some organizations, like the American Accreditation Commis-
sion International (ACACIA), ACHE, or CHIS, offer ISO 7101 
certification as an integral part of their broader accreditation 
programs, simplifying the process for healthcare providers.
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The bar chart below illustrates the perceived impact of ISO 7101 implementation across key 
areas of healthcare quality. It highlights the significant improvements anticipated in patient 
safety, operational efficiency, patient satisfaction, regulatory compliance, and the establishment 
of continuous improvement culture, all on a scale of 0 to 10.

Patient Safety 

Operational Efficiency

Patient Satisfaction 

Regulatory Compliance

Continuous Improvement 

Impact of ISO 7101 implementation
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Impact of ISO 7101 implementation
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more than just  a  s logan 
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Adopting ISO 7101 brings a multitude of tangible and intangible benefits to healthcare organizations, 
transcending mere compliance to foster a culture of sustained excellence and patient trust. These advan-
tages collectively contribute to higher quality care, improved operational outcomes, and enhanced organi-
zational reputation.

Systematic risk management and clinical governance protocols significantly 
reduce medical errors and adverse events, leading to better clinical results 
and safer patient experiences.

Reaping the Rewards:
The Benefits of ISO 7101 Implementation

Transformative Outcomes for Healthcare:

Enhanced Patient Safety & 
Outcomes

Streamlining processes, optimizing resource utilization (staff,equipment, 
facilities), and reducing waste contribute to more effective and Cost-effi-
cient care delivery, potentially lowering costs and wait times

Improved Operational 
Efficiency

A strong emphasis on respecting patient preferences, promoting inclusivity, 
ensuring equity, and upholding dignity in service delivery significantly 
enhances the patient experience and satisfaction.

Patient-Centered Care 
Excellence

The standard encourages the use of performance monitoring, feedback 
loops, and iterative improvement cycles (like PDSA) to drive ongoing quality 
enhancements and foster a learning organization.

Cultivating continuous 
improvement Culture

Involving patients, their families, staff, and regulators collaboratively 
increases transparency, builds trust, and ensures that care delivery is 
responsive to diverse needs.

Strengthened Stakeholder 
Engagement

Achieving ISO 7101 certification demonstrates a clear commitment to 
high-quality care, boosting confidence among patients, partners, and 
regulators, and potentially facilitating global benchmarking

Increased Organizational 
Credibility

Aligning healthcare processes with international laws, regulations, and 
standards minimizes compliance risks and simplifies adherence to diverse 
regulatory landscapes, including potential international recognition.

Heightened Regulatory 
Compliance

Benefits Description

https://www.gsc-co.com/en/home/
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This table presents a clear comparison between ISO 7101 and ISO 9001, highlighting their distinct focuses, scopes, 
and applications within the realm of quality management systems.

A Clear Distinction: ISO 7101 vs. ISO 9001

Understanding the Nuances

 

 
 

 

 
 

Applicable to any organization in any 
industry (e.g., Manufacturing, services). 
Focuses on general product/ service 
quality.

Exclusively for healthcare-specific and 
the quality of care delivery Addresses 
medical errors, patient outcomes, and 
clinical safety

Tailored to healthcare laws and specific 
clinical and safety requirements (e.g., 
medication management, infection 
control)

Emphasizes clinical and non-clinical 
indicators directly related to health 
outcomes, patient safety, and satisfac-
tion. Focuses on health-specific metrics.

Broad quality management principles: 
customer focus,leadership, engagement 
of people,process approach, improve-
ment,evidence-based decision mak-
ing,.relationship management

General regulatory requirements, 
interpretation varies by sector. Less 
prescriptive on sector-specific legal 
compliance

Focuses on product/service quality, 
customer satisfaction metrics, and 
overall process efficiency.

Primarily focuses on customer and 
supplier relationships, with broader 
interested parties.

Explicitly engages patients, families, 
caregivers, and healthcare professionals 
in quality processes

Requires significant adaptation for 
specific industry contexts, less specific in 
guidance.

Specific guidelines and illustrative 
examples for clinical and administrative 
processes.

Utilizes the Plan-Do-Check-Act (PDCA) 
cycle for continuous improvement.

Often emphasizes the (PDSA) cycle, i.e 
Plan-Do-Study-Act, with a stronger 
focus on "Study" to evaluate effective-
ness and learn from results.

Patient-centered care, clinical gover-
nance, risk management-specific to 
healthcare, regulatory compliance for 
medical sectors. Emphasizes "safe, 
timely, efficient,effective, equitable, and 
people-".centered care

Scope

Core Focus

Regulatory Alignment 

Improvement Cycle

Performance Monitoring

Stakeholder Engagement

Implementation Guidance

While both ISO 7101 and ISO 9001 are foundational quality management system (QMS) standards, their 
scopes and specific applications differ significantly. ISO 9001 serves as a generic QMS framework applica-
ble to any organization in any sector, focusing on general customer satisfaction and process efficiency. 

In essence, while ISO 9001 provides a robust foundation for quality management in any sector, ISO 7101 offers a 
more specialized, granular, and healthcare-centric approach,making it the more relevant and impactful standard 
for hospitals, clinics, and other healthcare providers seeking to elevate their quality of care.

https://www.gsc-https://www.gsc-co.com/en/knowledge-center/
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Conclusion 

 

ISO 7101:2023 represents a pivotal advancement in 
global healthcare quality management. As the first 
international standard uniquely tailored for healthcare 
organizations, it provides a robust and comprehensive 
framework for delivering care that is safe, effective, 
equitable, and truly centered on the individual.

Its implementation guides organizations through a 
systematic process of assessment, development, 
training, and continuous improvement,leading to 
tangible benefits such as enhanced patient safety, 
improved operational efficiency,and increased stake-
holder confidence.

While sharing foundational principles with the more 
generic ISO 9001, ISO 7101's specialized focus 
addresses the unique complexities of the healthcare 
sector, making it an indispensable tool for achieving 
excellence. 

By integrating seamlessly with existing accreditation 
standards, ISO 7101 empowers healthcare providers to 
elevate their quality systems, fostering a sustainable 
culture of high-quality, patient-focused care world-
wide.

With a commitment to excellence, 
GlobalStandards empowers its customers to 
reach new heights through precision, 
passion, and unwavering expertise. 

As an international consulting firm, we 
proudly serve with a dedication to business 
planning, research and development, project 
management, and a suite of strategic 
consulting services.

ISO 7101:2023 provides a globally accepted framework for quality management that complements and strengthens 
other accreditation efforts. Its focus on systemic quality improvement, robust risk management, and comprehensive 
regulatory compliance directly parallels many established accreditation benchmarks.

The effective implementation of ISO 7101:2023 helps healthcare organizations prepare for, and maintain, accreditation 
by embedding continuous quality and safety practices into their daily operations.



At Global Standards Co., We strive to be a catalyst for success in
the business consulting industry. Through our integrated solutions,
we provide our clients with the tools they need to work
effectively and efficiently – helping them achieve their goals with
timely precision.‘

With a global presence spanning nine countries, we have partnered
with organizations of all types, drawing from wide-ranging
experience to break through barriers and create successful
outcomes.

As we look to the future, we are excited to introduce our newest
service; Carbon Foot-printing, CSR, SMETA SEDEX Consulting for
Manufacturers, Service Providers, traders, processors, and Farmers.
At Global Standards Co., we are passionate about helping our
clients grow, and we’re ready to help you take the next step.

Our Capabilities
How can we support your future

“We believe that together, we can create lasting change 
and build a brighter future”

Our clientele includes visionary leaders and innovative thinkers 
from multinational and regional corporations, as well as passionate 
entrepreneurs and craftsmen who are building a sustainable future. 

Let’s work together to make a difference!
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