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About ICTQual AB’s

ICTQual AB is a distinguished awarding body based in the United Kingdom, dedicated to fostering excellence in
education, training, and skills development. Committed to global standards, ICTQual AB’s provides
internationally recognized qualifications that empower individuals and organizations to thrive in an increasingly
competitive world. Their offerings span diverse industries, including technical fields, health and safety,
management, and more, ensuring relevance and adaptability to modern workforce needs.

ICTQual AB’s delivers high-quality educational solutions through a network of Approved Training Centres
worldwide. Their robust standards and innovative teaching methodologies equip learners with practical
knowledge and skills for personal and professional growth. With a mission to inspire lifelong learning and drive
positive change, 1ICTQual AB’s continuously evolves its programs to stay ahead of industry trends and

technological advancements.

Course Overview

The ICTQual AB Level 6 Diploma in Healthcare Compliance and Regulations is an advanced, specialised
qualification for professionals aspiring to or currently holding senior roles in healthcare governance and risk
management. This program is meticulously designed to provide expert knowledge of the complex regulatory
frameworks, compliance strategies, and governance principles essential for modern healthcare organisations.
Learners will engage with core subjects such as healthcare laws, specific regulatory requirements, risk
management methodologies, policy development, and ethical practices. The curriculum places a strong
emphasis on integrating compliance into both operational and strategic decision-making, thereby ensuring
services consistently meet legal, ethical, and professional standards to safeguard patient safety and promote

organisational accountability.
Objectives

Upon successful completion of this ICTQual AB Level 6 Diploma in Healthcare Compliance and Regulations,

learners will be able to:
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e Analyse and interpret national and international healthcare laws and regulatory requirements
pertinent to healthcare service provision.

e Design, implement, and manage robust compliance programmes within a healthcare setting.

e Conduct comprehensive risk assessments and develop effective risk mitigation strategies related to
compliance failures.

e Develop and evaluate healthcare policies and procedures to ensure adherence to statutory obligations
and best practices.

e Perform compliance audits and manage accurate compliance reporting to internal and external
stakeholders.

e Advise leadership teams on complex regulatory matters and strategic governance decisions.

e Foster a culture of continuous improvement and ethical practice within the organisation to maintain
high standards of governance.

e Monitor regulatory changes and proactively adapt organisational practices and policies accordingly.

Aims

The primary aims of the ICTQual AB Level 6 Diploma in Healthcare Compliance and Regulations are to:

e Elevate Professional Competence: Equip learners with the advanced theoretical knowledge and
practical skills necessary to perform effectively in senior roles focused on compliance, governance,
and risk management in the healthcare sector.

e Ensure Organisational Integrity: Enable graduates to establish and maintain systems that ensure
healthcare organisations operate ethically and legally, thereby enhancing accountability and
protecting patient and staff well-being.

e Promote Best Practice: Encourage the implementation of not just statutory minimums, but also
internationally recognised best practices and ethical standards across all facets of healthcare delivery.

e Facilitate Career Progression: Provide a credible, recognised qualification that serves as a foundation
for progression into strategic and leadership roles within compliance, audit, and quality assurance, as

well as further academic study.

Targeted Audience

This ICTQual AB Level 6 Diploma in Healthcare Compliance and Regulations is best suited for experienced

professionals and ambitious individuals who are:
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e Current or Aspiring Compliance Managers/Officers: Individuals looking to formalise their expertise
and advance to leadership positions in compliance departments.

¢ Risk and Governance Professionals: Those responsible for developing, monitoring, and managing
organisational risk and governance frameworks within healthcare.

¢ Healthcare Auditors and Quality Assurance Managers: Professionals involved in assessing service
quality and regulatory adherence.

e Policy Advisors and Consultants: Individuals who advise on or develop healthcare policies for internal
teams, government bodies, or external clients.

e Senior Healthcare Administrators and Managers: Those whose roles require a deep understanding of

regulatory impact on operational and strategic decision-making.
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Certification Framework

Qualification title ICTQual AB Level 6 Diploma in Healthcare Compliance and Regulations

Course ID HCMo0429

Grading Type Pass / Fail

Competency Evaluation ~ Coursework / Assignments / Verifiable Experience

Assessment The assessment and verification process for ICTQual AB’s qualifications involves

two key stages:
Internal Assessment and Verification:
v Conducted by the staff at the Approved Training Centre (ATC) to ensure
learners meet the required standards through continuous assessments.
v"Internal Quality Assurance (IQA) is carried out by the centre’s IQA staff
to validate the assessment process.
External Quality Assurance:
v" Managed by ICTQual AB’s verifiers, who periodically review the centre's
assessment and IQA processes.
Verifies that assessments are conducted to the required standards and
ensures consistency across centres

Entry Requirements

To enrol in ICTQual AB Level 6 Diploma in Healthcare Compliance and Regulations, learner must meet the

following entry requirements:

v' Age Requirement: Learners must be at least 21 years old at the time of registration.

v Educational Background: Learners should hold a Level 5 qualification or equivalent in Healthcare
Management, Healthcare Compliance, Law, Risk Management, or a related field.

v" Work Experience: Prior experience in healthcare administration, compliance, auditing, or risk
management is highly recommended.

v' English Proficiency: Learners must demonstrate proficiency in English, including reading, writing, and
comprehension, to fully engage with course materials and complete assessments.

v" Additional Requirements: Strong analytical, problem-solving, and decision-making skills to evaluate
compliance risks and develop effective mitigation strategies.
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Qualification Structure

This qualification comprises 10 mandatory units for the complete qualification. Candidates must successfully
complete all mandatory units to achieve the qualification.

Mandatory Units
Unit Ref# Unit Title
HCM0429-01 Principles of Healthcare Compliance and Regulations
HCMo0429-02 Legal and Ethical Frameworks in Healthcare
HCMo0429-03 Risk Management and Regulatory Auditing
HCM0429-04 Policy Development and Implementation in Healthcare Settings
HCM0429-05 Monitoring, Reporting, and Quality Assurance in Compliance
HCM0429-06 Emerging Trends and Continuous Improvement in Healthcare Governance

Centre Requirements

To ensure quality training delivery, centres must adhere to the following standards:
1. Centre Approval
v Centres must be formally approved by ICTQual AB’s before delivering this qualification.

v Approval involves a review of facilities, policies, and staff qualifications.

2. Qualified Staff

v" Tutors: Must hold a minimum of a Level 6 qualification (or its equivalent) in a field directly relevant to

the Healthcare Management, Healthcare Law, Risk Management, Clinical Governance, or Public Health.
Assessors: Must hold a recognized assessor qualification (e.g., CAVA, AVRA) or equivalent)

v Internal Quality Assurers (IQAs): Must hold a recognized IQA qualification (e.g. Level 4 Award in the
IQA and Level 4 Certificate in Leading the IQA) and experience to oversee assessment standards.

3. Learning Facilities

Centre must offer:

v' Private study areas and internet-enabled workspaces (for blended or physical delivery)

v" Academic and pastoral support for learners

v Administrative support must be available to manage enrolment, tracking, and learner queries efficiently
4. Health and Safety Compliance

v All training facilities must comply with health and safety regulations.

v Centres must conduct regular risk assessments for practical activities.

5. Learning Resources
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v' Course Materials: Approved textbooks, study guides, and digital content must align with the
qualification standards.

v Assessment Tools: Templates and guidelines must be provided to ensure standardized evaluation
processes.

v' E-Learning Support: Centres offering online or blended learning must implement an effective Learning
Management System (LMS).

6. Assessment and Quality Assurance
v Centres must ensure assessments meet ICTQual AB’s competency standards.

v Internal quality assurance (IQA) must be conducted to maintain consistency.
v External verifiers from ICTQual AB’s will review assessment and training practices.
7. Learning Support

v" Qualification Guidance: Support for coursework and assignments.
v’ Career Pathway Assistance: Information on progression opportunities in sustainability and energy
sectors.

v" Accessibility Support: Accommodations for learners with disabilities or language barriers.

8. Policies and Compliance
Centres must uphold the following policies in accordance with ICTQual AB’s standards:
v Equality, Diversity, and Inclusion Policy.
v' Health and Safety Policy.
v Safeguarding and Learner Protection Policy.
v" Complaints and Appeals Procedure.
v Data Protection and Confidentiality Policy.
9. Reporting Requirements

e Centres must provide ICTQual AB’s with regular reports on learner registrations, progress, and
certification outcomes.

e Assessment records must be maintained for external auditing and quality assurance purposes.
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Support for Candidates

Centres should ensure that materials developed to support candidates:

v' Facilitate tracking of achievements as candidate’s progress through the learning outcomes and
assessment criteria.

v Include information on how and where ICTQual AB’s policies and procedures can be accessed.

v Provide mechanisms for Internal and External Quality Assurance staff to verify and authenticate
evidence effectively.

This approach ensures transparency, supports candidates' learning journeys, and upholds quality assurance
standards.

Assessment

This qualification is competence-based, requiring candidates to demonstrate proficiency as defined in the
qualification units. The assessment evaluates the candidate's skills, knowledge, and understanding against the
set standards. Key details include:

1. Assessment Process:

v Must be conducted by an experienced and qualified assessor.
v Candidates compile a portfolio of evidence that satisfies all learning outcomes and assessment
criteria for each unit.

2. Types of Evidence:

Observation reports by the assessor.
Assignments, projects, or reports.
Professional discussions.

Witness testimonies.
Candidate-produced work.

Worksheets.

Records of oral and written questioning.
Recognition of Prior Learning (RPL).

AN N N NN

3. Learning Outcomes and Assessment Criteria:

v Learning Outcomes: Define what candidates should know, understand, or accomplish upon
completing the unit.

v' Assessment Criteria: Detail the standards candidates must meet to demonstrate that the
learning outcomes have been achieved.

This framework ensures rigorous and consistent evaluation of candidates' competence in line with the
qualification's objectives.
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Unit Descriptors

HCMo0429-01- Principles of Healthcare Compliance and Regulations

This unit establishes the foundational concepts of compliance and regulation within the global healthcare
sector. Learners will explore the importance of compliance in safeguarding patient safety, maintaining public
trust, and ensuring organisational accountability. Key topics include the scope of healthcare regulatory bodies,
the historical development of compliance mandates, and the core components of an effective compliance
programme. The unit contrasts proactive compliance measures with reactive response strategies, preparing
learners to understand the strategic necessity of integrating compliance into all operational and decision-
making processes across a healthcare organisation.

Learning Outcome: Assessment Criteria:

1. Understand the core concepts, 1.1 Critically analyse the major global and national
frameworks, and principles of healthcare compliance frameworks (e.g., HIPAA, GDPR, local
compliance. regulations) and their underlying philosophical

principles.

1.2 Differentiate between the core concepts of clinical,
operational, and financial compliance.

1.3 Synthesise the relationship between corporate
governance, risk management, and healthcare
compliance.

1.4 Evaluate the historical evolution of a selected
compliance principle and its current impact on the
healthcare sector.

1.5 Determine how organisational culture influences the
adoption and effectiveness of compliance principles.

2. Analyse the importance of compliance in 2.1 Determine the potential financial, legal, and
operational and strategic decision- reputational consequences of non-compliance for a
making. healthcare organisation.

2.2 Appraise the role of compliance leadership (e.g., Chief
Compliance Officer) in strategic planning.

2.3 Formulate an argument justifying the integration of
compliance metrics into Key Performance Indicators
(KPIs) for operational units.

2.4 Analyse a case study of a major compliance failure to
identify root causes in operational decision-making.

2.5 Develop a decision-making model that prioritises
compliance requirements over short-term operational
gains.

2.6 Evaluate how proactive compliance efforts contribute
to competitive advantage and stakeholder trust.

3. Develop strategies to implement effective 3.1 Design the essential components of a robust, multi-year
compliance programmes across compliance programme structure.
healthcare organisations. 3.2 Formulate a plan for conducting a comprehensive,
organisation-wide compliance risk assessment.

www.ictqualab.co.uk Page | 9
support@ictqualab.co.uk ICTQual AB’s Qualification Specification



ICTQual AB Level 6 Diploma in Healthcare * )
Qual.

Compliance and Regulations

3.3 Propose appropriate training and communication
strategies tailored for different levels of staff (e.g.,
clinical, administrative, executive).

3.4 Justify the selection of specific technology tools (e.g.,
GRC software) to support programme implementation.

3.5 Establish a reporting structure and disciplinary process
for addressing confirmed violations.

4. Evaluate the impact of compliance on 4.1 Critically evaluate the direct correlation between
patient safety, organisational adherence to clinical guidelines and patient safety
performance, and service quality. outcomes.

4.2 Analyse data to demonstrate how investment in
compliance  programmes affects measures of
organisational efficiency and service quality.

4.3 Appraise the use of Quality Improvement (Ql)
methodologies in reinforcing compliance measures.

4.4 Determine the unintended negative impacts or
"burden" of compliance on front-line staff and suggest
mitigation strategies.

4.5 Develop a framework for measuring the return on
investment (ROI) of a compliance programme,
considering intangible benefits.

4.6 Assess the role of whistle-blower protection
mechanisms in maintaining high service quality and
ethical standards.
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HCMo0429-02- Legal and Ethical Frameworks in Healthcare

This unit provides an in-depth analysis of the legal landscape and ethical obligations that govern healthcare
services. Learners will study major international and national healthcare legislation, focusing on areas like
patient rights, consent, data privacy (HIPAA, GDPR equivalents), and anti-fraud laws. The unit addresses
complex ethical dilemmas and the role of professional codes of conduct in practice. It equips learners to
interpret legal requirements, apply ethical reasoning to organisational policies, and ensure that all healthcare
operations are conducted in a manner that is both legally sound and morally justifiable.

Learning Outcome: Assessment Criteria:

1. Understand the legal and ethical
frameworks relevant to healthcare
operations.

2. Learn to ensure adherence to
healthcare legislation, policies, and
governance standards.

www.ictqualab.co.uk
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1.1

1.2

1.3

1.4

1.5

2.1

2.2

2.3

Analyse the fundamental principles of medical
malpractice law and its influence on care standards.
Differentiate between key ethical theories (e.g.,
Utilitarianism, Deontology) and their application in
clinical practice.

Determine the scope and limitations of patient
confidentiality and data protection legislation in
cross-border healthcare.

Evaluate the legal obligations surrounding informed
consent for various types of medical procedures
and research.

Synthesise the requirements of anti-bribery and
corruption laws  relevant to  healthcare
procurement.

Develop a methodology for monitoring changes in
relevant national and international healthcare
legislation.

Critically design and justify an internal audit
checklist aligned with specific regulatory
requirements (e.g., facility licensing, infection
control).

Develop and critically evaluate a procedure for staff
to report suspected non-adherence to
organisational policies without fear of retribution.

2.4 Analyse the governance roles of the Board,

2.5

executive management, and compliance functionin
legislative adherence.

Justify the use of specific training programmes to
embed knowledge of a selected piece of complex
legislation.

2.6 Evaluate the effectiveness of a policy manual

structure in  making governance standards
accessible and actionable for staff.
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3. Develop skills to address ethical
challenges while maintaining patient
rights and organisational
accountability.

4. Evaluate the application of legal and
ethical standards in decision-making
and service delivery.
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3.1 Apply a recognised ethical decision-making model
(e.g., the Four Principles approach) to a complex
patient care scenario.

3.2 Develop a framework for balancing resource
allocation decisions with the ethical principle of
justice.

3.3 Critically design and justify a policy addressing
potential conflicts of interest for clinical staff and
researchers.

3.4 Evaluate mechanisms for protecting vulnerable
patient populations (e.g., minors, mentally
incapacitated) and ensuring their rights are upheld.

3.5 Formulate a communication strategy for addressing
internal or public ethical controversies.

4.1 Critically analyse a court ruling or regulatory action
to determine the success or failure of legal standard
application.

4.2 Assess the consistency between an organisation’s
stated ethical values and its actual service delivery
practices.

4.3 Determine how cultural and religious factors
influence the application of ethical standards in
diverse patient populations.

4.4 Develop a set of metrics to quantify the impact of
ethical standards (e.g., patient experience scores,
complaint resolution time).

4.5 Evaluate the effectiveness of a designated Ethics
Committee or Review Board in influencing clinical
decision-making.

4.6 Recommend improvements to an organisation's
consent process based on an evaluation of current
legal requirements and best ethical practice.
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HCMo0429-03- Risk Management and Regulatory Auditing

This unit focuses on developing the practical skills necessary to identify, assess, and mitigate regulatory risk
within healthcare environments. Learners will master systematic risk management methodologies, including
risk registers and heat maps, specifically tailored for compliance issues. A major focus is on regulatory auditing,
covering the planning, execution, and reporting phases of internal and external audits. The unit prepares
learners to critically evaluate an organisation's adherence to standards, manage audit findings, and implement
corrective action plans to effectively reduce exposure to legal and financial penalties.

Learning Outcome: Assessment Criteria:
1. Understand principles of risk management 1.1 Critically analyse the I1SO 31000 standard and its
and regulatory auditing in healthcare. relevance to healthcare risk management

methodologies.

1.2 Differentiate between the key phases of the risk
management cycle (identification, assessment,
mitigation, monitoring).

1.3 Synthesise the purpose and scope of different

audit types:
e Internal
e External

e Regulatory
e Financial audits.

1.4 Determine the core competencies required for a
lead auditor in the healthcare regulatory
environment.

1.5 Evaluate the role of Enterprise Risk Management
(ERM) in providing a holistic view of compliance

risks.
2. Learn to identify, assess, and mitigate 2.1 Apply a recognised risk assessment tool (e.g.,
compliance risks effectively. Failure Mode and Effects Analysis - FMEA) to a

specific healthcare process.

2.2 Critically evaluate and develop a risk matrix that
categorises compliance risks based on likelihood
and impact for a hospital department.

2.3 Formulate appropriate control measures (e.g.,
detective, preventative) for two high-priority
compliance risks.

2.4 Justify the process for determining the
acceptable level of residual risk for critical
operations.

2.5 Design a communication plan to ensure that
identified risks are escalated to the appropriate
level of management.

2.6 Analyse the specific risks associated with
outsourcing or engaging third-party vendors in
the healthcare sector.
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3. Develop skills to conduct audits,
inspections, and compliance evaluations.

4. Evaluate the effectiveness of risk
management strategies and audit
outcomes for continuous improvement.
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3.1 Design an audit plan, including scope, objectives,
timeline, and resource allocation, for a regulatory
inspection.

3.2 Critically formulate and justify interview
strategies and document sampling methods to
strengthen audit reliability.

3.3 Apply best practices for documenting audit
evidence and maintaining a clear, comprehensive
audit trail.

3.4 Develop a process for the prompt and fair
communication of audit findings, including areas
of non-conformance.

3.5 Demonstrate the ability to interpret and apply
complex regulatory texts to assess compliance
status during an inspection.

4.1 Critically evaluate a completed audit report to
determine the sufficiency and relevance of the
findings.

4.2 Analyse the long-term impact of previously
implemented risk mitigation strategies on
reducing recurrence of incidents.

4.3 Develop a Corrective Action Preventive Action
(CAPA) plan based on a non-conformance finding
from an audit.

4.4 Assess the effectiveness of training and
communication efforts following a major audit,
using quantifiable data.

4.5 Justify the integration of audit outcomes directly
into the organisation's strategic planning and
budget cycles.

4.6 Determine a set of key metrics (e.g., Audit Score
Trend, CAPA closure rate) for monitoring the
continuous effectiveness of the risk system.
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HCMo0429-04- Policy Development and Implementation in Healthcare Settings

This unit covers the crucial process of translating legal and regulatory mandates into enforceable

organisational policies and procedures. Learners will gain expertise in policy lifecycle management,

including needs assessment, drafting clear and unambiguous guidelines, securing stakeholder

approval, and effective dissemination across diverse healthcare departments. The unit emphasises

strategies for successful policy implementation and adoption, focusing on training, communication,

and embedding compliance requirements into operational workflows. The goal is to ensure policies

are practical, sustainable, and directly support high-quality, compliant care delivery.

Learning Outcome: Assessment Criteria:

1. Understand the process of developing
and implementing healthcare policies.

2. Learn to align policies with regulatory
requirements, organisational
objectives, and best practices.

www.ictqualab.co.uk
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1.1 Critically analyse the stages of the policy lifecycle
(initiation, drafting, approval, implementation,
review).

1.2 Differentiate between the purposes and structures
of policies, procedures, and protocols in a clinical
setting.

1.3 Determine the appropriate internal and external
stakeholders who must be consulted during the
policy drafting phase.

1.4 Evaluate a policy's clarity, comprehensiveness, and
enforceability based on established drafting
standards.

1.5 Synthesise the legal requirements for policy
documentation and retention in a regulated
environment.

2.1 Apply a regulatory mapping process to ensure all
clauses of a new policy align with relevant
legislation.

2.2 Formulate clear policy objectives that directly
support the organisation's overall strategic goals
and mission.

2.3 Develop an evidence-based justification for
incorporating a new clinical best practice guideline
into an existing policy.

2.4 Analyse how conflicting requirements from
multiple regulatory bodies can be resolved during
policy alignment.

2.5 Justify the use of a phased implementation
approach for a complex, organisation-wide policy
change.

2.6 Evaluate the use of benchmarking data from peer
organisations to inform policy content and scope.
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3. Develop skills to communicate, 3.1 Design a multi-channel communication plan to
enforce, and monitor  policy disseminate a new policy to all relevant staff
adherence across teams. segments.

3.2 Design and critically evaluate a training module that
translates complex policy requirements into simple,
actionable steps for a specific team.

3.3 Formulate a fair and progressive disciplinary
framework for addressing instances of policy non-
adherence.

3.4 Critically design and justify a system for tracking and
verifying employee  acknowledgement and
understanding of critical policies.

3.5 Propose  methods for integrating policy
requirements directly into operational workflows
and electronic health records (EHR) systems.

4. Evaluate policy effectiveness and 4.1 Critically evaluate a set of compliance audit findings
recommend improvements to to determine specific policy weaknesses or gaps.
enhance compliance. 4.2 Develop a quantitative and qualitative data

collection strategy to assess user experience and
practical application of a policy.

4.3 Formulate evidence-based recommendations for
policy revision, prioritising those that mitigate the
highest compliance risks.

4.4 Analyse the impact of policy complexity and length
on staff adherence rates.

4.5 Justify a scheduled review cycle (e.g., 2 years) for all
major compliance policies based on regulatory
stability.

4.6 Assess the cost-benefit ratio of a specific policy in
terms of compliance risk reduction versus
implementation cost.
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HCMo0429-05- Monitoring, Reporting, and Quality Assurance in Compliance

This unit focuses on establishing robust systems for the continuous oversight and measurement of
compliance effectiveness. Learners will explore key performance indicators (KPIs), metrics, and
technological tools used for ongoing compliance monitoring. A significant portion of the unit covers
mandatory and voluntary compliance reporting to governing bodies and internal leadership.
Furthermore, it integrates Quality Assurance (QA) principles with compliance, ensuring that corrective
actions lead to sustained improvements in service quality and regulatory adherence.

Learning Outcome: Assessment Criteria:
1. Understand the role of monitoring, 1.1 Critically analyse the relationship between effective
reporting, and quality assurance in monitoring and the identification of systemic
healthcare compliance. compliance weaknesses.

1.2 Differentiate between proactive monitoring (e.g.,
surveillance) and reactive monitoring (e.g.,
investigation).

1.3 Determine the core requirements for compliance
reports that satisfy both internal management and
external regulatory bodies.

1.4 Evaluate the role of Quality Assurance (QA)
standards (e.g., I1SO, internal metrics) in verifying
the reliability of compliance data.

1.5 Synthesise how the principles of a Plan-Do-Check-
Act (PDCA) cycle underpin the continuous
compliance reporting process.

2. Learn to design and implement 2.1 Design a system of Key Risk Indicators (KRIs) and
systems for tracking compliance Key Performance Indicators (KPIs) specifically for
performance and outcomes. monitoring compliance performance.

2.2 Critically design a compliance data flow framework,
including diagrammatic representation, that
ensures data accuracy, security, and regulatory
alignment.

2.3 Formulate a clear threshold definition for 'material
non-compliance' that triggers mandatory internal
and external reporting.

2.4 Justify the selection of specific data visualisation
tools (e.g., dashboards) for presenting compliance
performance trends.

2.5 Establish a protocol for the secure handling,
storage, and retention of all compliance monitoring
data.

2.6 Analyse the challenges of integrating compliance
tracking systems with existing Electronic Health
Records (EHRs) and IT infrastructure.
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3. Develop skills to produce accurate
reports and communicate findings to
stakeholders.

4. Evaluate monitoring and reporting
processes to support continuous
improvement and governance.
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3.1 Critically produce and justify an Executive Summary
compliance report tailored to the strategic
needs of the Board.

3.2 Develop a communication strategy for conveying
sensitive compliance findings to non-expert
operational staff in a constructive manner.

3.3 Formulate clear, evidence-based recommendations
within a report to facilitate immediate corrective
action.

3.4 Apply principles of data accuracy and integrity to
verify the reliability of reported compliance metrics.

3.5 Demonstrate the ability to present complex
quantitative data (e.g., investigation statistics) in a
visually clear and unambiguous format.

4.1 Critically evaluate a current compliance reporting
process to identify inefficiencies, biases, or gaps in
data coverage.

4.2 Analyse stakeholder feedback (e.g.,, from
management, regulators) to determine the utility
and effectiveness of compliance reports.

4.3 Develop a mechanism for systematically
incorporating lessons learned from compliance
reports into future risk assessments.

4.4 Determine how a failure in the monitoring process
led to a significant, unaddressed complianceissue in
a case study.

4.5 Justify the periodic independent review of the
entire monitoring and reporting system by a third-
party expert.

4.6 Assess the alignment between the information
provided in compliance reports and the
organisation’s stated governance objectives.
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HCM0429-06- Emerging Trends and Continuous Improvement in Healthcare Governance

This unit explores the future landscape of healthcare compliance and the concept of sustainable
governance. Learners will analyse the impact of emerging trends, such as Artificial Intelligence (Al) in
diagnostics, telemedicine, and evolving cybersecurity threats, on existing regulatory frameworks. The
unit places strong emphasis on Continuous Improvement (Cl) models (e.g., PDCA, Six Sigma) applied
to compliance processes. It prepares learners to proactively drive organisational change, adapt
governance structures to innovation, and lead initiatives that ensure long-term ethical integrity and

regulatory resilience in a dynamic healthcare environment.

Learning Outcome: Assessment Criteria:

1. Understand emerging trends, 1.1 Critically analyse the compliance implications of a
innovations, and challenges in major technological innovation (e.g., Al in
healthcare compliance and diagnostics, telemedicine, blockchain for data).
governance. 1.2 Differentiate between the governance challenges

posed by global public health crises and those
posed by routine regulatory changes.

1.3 Determine the ethical and legal risks associated
with a selected emerging trend (e.g., genetic data
privacy).

1.4 Evaluate the impact of current geopolitical factors
and trade agreements on international healthcare
governance.

1.5 Synthesise the role of patient activism and
consumer expectations in shaping future
compliance requirements.

2. Learn to integrate new regulatory 2.1 Develop a structured process for conducting a
requirements and best practices into regulatory impact assessment on a newly
organisational frameworks. introduced piece of legislation.

2.2 Formulate a gap analysis plan to compare current
organisational practices against a new industry best
practice.

2.3 Justify the allocation of resources (budget, training)
needed to successfully implement a major
regulatory change.

2.4 Design a communication and training cascade to
embed new regulatory knowledge across all
affected departments.

2.5 Analyse the interdependencies between a new
regulatory requirement and existing policies to
avoid conflict and duplication.

2.6 Evaluate the use of pilot programmes or phased
rollouts for integrating complex new best practices.
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3. Develop strategies for continuous 3.1 Apply a recognised quality improvement
improvement and organisational methodology (e.g., Six Sigma, Lean) to streamline a
learning in compliance management. compliance-related process.

3.2 Develop a framework for benchmarking the
organisation's compliance performance against
industry leaders.

3.3 Formulate a plan for establishing a lessons learned
database from all compliance incidents and near-
misses.

3.4 Designareward and recognition system to promote
a culture of proactive compliance and ethical
behaviour among staff.

3.5 Determine the role of executive leadership and
middle management in driving a culture of
continuous compliance improvement.

4. Evaluate the impact of emerging 4.1 Critically evaluate the long-term governance model
trends on governance, patient care, required to manage the risks and opportunities of a
and operational efficiency. specific emerging technology.

4.2 Analyse data to quantify the effect of a major
emerging trend (e.g., shift to value-based care) on a
key operational metric.

4.3 Assess the potential for a new regulatory trend to
either enhance or detract from the quality of
patient care delivered.

4.4 Determine  necessary adjustments to the
organisational structure or roles (e.g., creation of a
Data Ethics Officer) to address emerging
governance challenges.

4.5 Justify strategic investment in specific compliance
tools or training based on an evaluation of future
trend impact.

4.6 Formulate a set of key questions for the Board of
Directors to address the organisation's
preparedness for future regulatory disruption.
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