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Global Certificate Course in Healthcare Compliance: Global Perspectives

Regulatory Frameworks And Standards

ACA (Affordable Care Act) — United States legislation enacted in 2010 to expand health insurance coverage,
improve healthcare quality, and reduce costs.

Related terms: Marketplace, Essential Health Benefits, Medicaid Expansion.

The ACA established standards for health plan transparency, prohibited discrimination based on
pre-existing conditions, and introduced the Medical Loss Ratio requirement (minimum 80-85 % of premium
revenue must be spent on patient care).

Practical application: A hospital compliance officer must verify that payer contracts adhere to ACA reporting
timelines and that premium adjustments reflect the Medical Loss Ratio thresholds.

Challenges include navigating state-specific Medicaid expansion decisions, interpreting the “individual
mandate” repeal effects, and managing the administrative burden of ACA reporting for multi-state
providers.

ANVISA (Agéncia Nacional de Vigilancia Sanitaria) — Brazil's national regulatory authority responsible for the
supervision of medicines, medical devices, food, cosmetics, and health services.

Related terms: Registro de Produto, Boas Praticas de Fabricacdo (BPF), Certificado de Boas Praticas de
Distribuicdo (BPD).

ANVISA requires manufacturers to obtain product registration (Registro) before market entry, enforce Good
Manufacturing Practices (GMP) for pharmaceuticals, and conduct post-marketing surveillance.

Practical application: A multinational device company must submit a Technical Dossier in Portuguese,
including clinical data and risk analyses, to obtain a registration certificate for a cardiac monitor.

Challenges involve language translation, differing documentation formats from the FDA or EMA, and the
need to adapt to frequent updates in Brazilian regulatory guidance.

Bundled Payments for Care Improvement (BPCl) — A Medicare initiative that provides a single,
predetermined payment for all services associated with an episode of care (e.g., hip replacement) over a
defined period.

Related terms: Episode of Care, Advanced Alignment, Value-Based Purchasing.

BPCl incentivizes providers to coordinate care, reduce unnecessary services, and improve outcomes.
Practical application: A health system analyzes historical cost data, identifies high-volume procedures, and
negotiates a BPCl contract to receive a fixed amount per hip-replacement episode, sharing savings if actual
costs fall below the target.

Challenges include accurate episode attribution, managing data interoperability across providers, and
ensuring clinical quality does not decline while pursuing cost savings.

Read online: https://learnuni.com/glossaries/5202791/regulatory- LearnUNI - 16 Jul 2026
frameworks-and-standards



LearnlUINI GLOSSARY

LEARNING SHOULD BE FREE

CAP (Corrective Action Plan) — A structured, documented response to identified compliance deficiencies,
outlining remedial steps, responsible parties, timelines, and verification methods.

Related terms: Root-Cause Analysis, Remediation, Compliance Audit.

CAPs are commonly required after a regulatory inspection (e.g., FDA Form 483) or internal audit finding.
Practical application: Following an FDA inspection that noted inadequate sterile processing documentation,
a hospital develops a CAP that revises SOPs, retrains staff, and implements a quarterly audit schedule.
Challenges include securing sufficient resources for remediation, maintaining momentum after initial
corrective actions, and demonstrating sustained compliance to regulators.

CE Mark — The European conformity marking indicating that a product meets EU safety, health, and
environmental protection requirements and may be placed on the market.

Related terms: Directive, Regulation, Notified Body.

For medical devices, the CE Mark is granted after a conformity assessment based on the Medical Device
Regulation (MDR) or In-Vitro Diagnostic Regulation (IVDR).

Practical application: A manufacturer submits a Technical File, including a risk assessment, clinical evaluation,
and post-market surveillance plan, to a Notified Body for review before affixing the CE Mark to a new
infusion pump.

Challenges involve navigating the transition from the old Medical Device Directive to the MDR, meeting the
increased clinical evidence requirements, and maintaining vigilance on post-market data.

CMS (Centers for Medicare & Medicaid Services) — The U.S. federal agency that administers Medicare,
Medicaid, and the Children’s Health Insurance Program (CHIP), and oversees many quality reporting
programs.

Related terms: Hospital Inpatient Prospective Payment System (IPPS), Quality Payment Program (QPP),
Medicare Advantage.

CMS sets reimbursement policies, defines quality metrics (e.g., Hospital Compare), and enforces compliance
through audits and penalties.

Practical application: A provider must submit the Hospital Inpatient Quality Reporting (IQRP) data annually;
failure to report can trigger a 2% reduction in Medicare reimbursements.

Challenges include interpreting complex regulations, integrating reporting requirements into existing EHR
workflows, and managing the financial impact of value-based purchasing adjustments.

CFR (Code of Federal Regulations) — The codified collection of all U.S. federal regulations, organized by title
and part; Title21 governs food and drug law.

Related terms: 21 CFR Part 820, 21 CFR Part 11, Regulatory Guidance.

Key sections for healthcare compliance include 21 CFR Part 820 (Quality System Regulation for devices),
Part 11 (Electronic Records), and Part312 (Investigational New Drug Application).

Practical application: A biotech company must implement electronic signatures that comply with 21 CFR
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Part 11 to ensure data integrity for IND submissions.
Challenges arise from frequent amendments, cross-referencing between sections, and ensuring that
organizational policies reflect the most current regulatory language.

DICOM (Digital Imaging and Communications in Medicine) — An international standard for handling, storing,
and transmitting medical imaging information.

Related terms: PACS, HL7, Radiology Information System (RIS).

DICOM defines file formats, network communications, and metadata (e.g., patient ID, modality).

Practical application: A radiology department configures its imaging devices to automatically send
DICOM-formatted images to a PACS server, enabling clinicians to view studies within the EHR.

Challenges include ensuring interoperability across vendors, managing large data volumes, and complying
with privacy regulations when transmitting images across borders.

EMA (European Medicines Agency) — The EU agency responsible for the scientific evaluation, supervision,
and safety monitoring of medicines for human and veterinary use.

Related terms: European Public Assessment Report (EPAR), Conditional Marketing Authorization,
Pharmacovigilance Risk Assessment Committee (PRAC).

EMA coordinates the centralized marketing authorization procedure, allowing a single application to grant
market access in all EU member states.

Practical application: A pharmaceutical firm submits a Marketing Authorization Application (MAA) to the
EMA, including a comprehensive dossier (CTD format) and a risk management plan.

Challenges include aligning data packages with EMA expectations, meeting timelines for post-approval
safety reporting, and navigating the Brexit impact on UK-EU regulatory alignment.

FDA (Food and Drug Administration) — The United States federal agency that protects public health by
regulating food, drugs, medical devices, biologics, cosmetics, and tobacco products.

Related terms: 510(k), Pre-Market Approval (PMA), Investigational New Drug (IND).

The FDA enforces compliance through inspections, warning letters, and enforcement actions (e.g., seizures,
injunctions).

Practical application: A device manufacturer files a 510(k) submission demonstrating substantial equivalence
to a predicate device, and must address any FDA-identified deficiencies before clearance.

Challenges include staying current with evolving guidance (e.g., for digital health), managing the balance
between expedited pathways (e.g., Breakthrough Device) and rigorous post-market surveillance obligations.

GCP (Good Clinical Practice) — An international ethical and scientific quality standard for designing,
conducting, recording, and reporting clinical trials that involve human participants.
Related terms: ICH E6(R2), Informed Consent, Trial Master File (TMF).
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GCP ensures the rights, safety, and well-being of trial subjects and the credibility of trial data.

Practical application: A contract research organization (CRO) implements SOPs for source data verification,
monitors adherence to the protocol, and maintains a TMF that satisfies regulatory inspections.

Challenges include adapting GCP to decentralized trial models, integrating electronic informed consent, and
harmonizing local ethics committee requirements with ICH standards.

GDPR (General Data Protection Regulation) — The EU regulation governing personal data protection and
privacy for individuals within the European Economic Area (EEA).

Related terms: Data Controller, Data Processor, Data Subject Rights.

GDPR mandates lawful processing bases, data minimization, breach notification within 72 hours, and the
appointment of a Data Protection Officer (DPO) where required.

Practical application: A multinational hospital must map all patient data flows, implement a consent
management platform, and conduct Data Protection Impact Assessments (DPIAs) for new health-IT systems.
Challenges include reconciling GDPR with U.S. health-privacy laws (e.g., HIPAA), handling cross-border data
transfers post-Schrems|l, and ensuring staff awareness of data-subject rights.

HIPAA (Health Insurance Portability and Accountability Act) — U.S. legislation enacted in 1996 to protect the
privacy and security of individually identifiable health information.

Related terms: Protected Health Information (PHI), Security Rule, Privacy Rule.

HIPAA requires covered entities and business associates to implement safeguards, conduct risk analyses,
and report breaches.

Practical application: A clinic conducts an annual HIPAA risk assessment, updates its encryption protocols,
and trains staff on the minimum necessary standard for PHI disclosure.

Challenges involve interpreting the “reasonable and appropriate” standard for security measures, managing
third-party vendor compliance, and addressing evolving cyber-threat landscapes.

ICH (International Council for Harmonisation) — A global body that develops harmonized guidelines for the
registration of pharmaceuticals, fostering consistency across regions.

Related terms: E6(R2) — GCP, E8 — Clinical Trials, E9 — Statistical Principles.

ICH guidelines are adopted by regulatory agencies in the U.S., EU, Japan, and other regions, reducing
duplication of effort.

Practical application: A sponsor designs a Phase Il trial using ICH E8(R1) principles, ensuring the protocol
aligns with global statistical and ethical expectations.

Challenges include tracking updates to ICH guidelines, interpreting regional deviations, and applying ICH
principles to novel modalities such as gene therapies.

ISO 13485 — International standard specifying requirements for a quality management system (QMS) for the
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design and manufacture of medical devices.

Related terms: Risk Management, Design Controls, Post-Market Surveillance.

ISO 13485 aligns with regulatory requirements (e.g., FDA QSR, EU MDR) and emphasizes continual
improvement and customer satisfaction.

Practical example: A device company implements a documented QMS, conducts internal audits, and obtains
ISO 13485 certification to facilitate market entry in multiple jurisdictions.

Challenges include integrating I1SO 13485 with existing ISO9001 QMS, scaling documentation for complex
product families, and maintaining compliance during rapid product iterations.

JCI (Joint Commission International) — An independent, non-profit organization that accredits healthcare
organizations worldwide based on rigorous performance standards.

Related terms: Accreditation Survey, Patient Safety Goals, Continuous Quality Improvement (CQl).

JCl accreditation is recognized as a mark of quality and can influence payer contracts and patient trust.
Practical application: A hospital prepares for a JCl survey by conducting mock audits, updating infection
control policies, and training staff on the "Time Out” surgical safety checklist.

Challenges include aligning JCI standards with local regulatory requirements, sustaining improvements after
accreditation, and allocating resources for ongoing compliance.

LDT (Laboratory Developed Test) Regulation — U.S. regulatory framework governing in-house diagnostic
tests that are designed, validated, and used within a single clinical laboratory.

Related terms: CLIA, FDA Oversight, Analytical Validation.

Historically, LDTs have been subject primarily to Clinical Laboratory Improvement Amendments (CLIA)
standards, but the FDA has indicated intent to increase oversight for high-risk tests.

Practical example: A pathology lab validates a next-generation sequencing assay for hereditary cancer
panels, documenting analytical sensitivity, specificity, and precision per CLIA requirements.

Challenges include anticipating future FDA pre-market review expectations, managing cross-state
regulatory differences, and ensuring transparency with clinicians regarding test performance.

MIPS (Merit-Based Incentive Payment System) — A component of the Medicare Quality Payment Program
that adjusts provider payments based on performance in four categories: Quality, Promoting
Interoperability, Improvement Activities, and Cost.

Related terms: CMS 1500, MACRA, Performance Score.

MIPS incentivizes evidence-based care and data sharing.

Practical application: An outpatient physician submits Medicare claims with appropriate quality measure
codes, participates in an electronic health record (EHR) interoperability initiative, and documents
improvement activities to achieve a positive payment adjustment.

Challenges include selecting relevant quality measures, integrating reporting into existing practice
management systems, and predicting the financial impact of cost performance categories.
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NIST (National Institute of Standards and Technology) Cybersecurity Framework — A voluntary framework
that provides guidelines for managing cybersecurity risk, widely adopted in healthcare for protecting
health-information systems.

Related terms: Identify, Protect, Detect, Respond, Recover, Risk Management, Incident Response Plan.
The NIST framework aligns with HIPAA Security Rule requirements and supports compliance audits.
Practical example: A health network conducts a NIST-based risk assessment, implements multi-factor
authentication, and establishes a continuous monitoring program for its EHR infrastructure.

Challenges involve tailoring the framework to specific organizational size, integrating with existing
governance structures, and maintaining compliance amidst evolving threats.

OHRP (Office for Human Research Protections) — The U.S. federal office within the Department of Health
and Human Services that oversees the protection of human subjects in research.

Related terms: IRB, Common Rule, Informed Consent.

OHRP enforces the Federal Policy for the Protection of Human Subjects (the “Common Rule”) and issues
guidance on topics such as data monitoring and vulnerable populations.

Practical application: A university researcher submits a study protocol to an Institutional Review Board (IRB)
for OHRP compliance, ensuring the consent form meets required elements and that a Data Safety
Monitoring Board (DSMB) is in place for a phasell trial.

Challenges include reconciling OHRP requirements with international ethical standards, managing multi-site
IRB approvals, and addressing emerging issues like artificial-intelligence-driven research.

QMS (Quality Management System) — A structured system of procedures, processes, and resources needed
to implement quality management. In healthcare, QMS often integrates ISO 13485, FDA QSR, and internal
policies.

Related terms: Document Control, CAPA, Internal Audit.

A robust QMS ensures product safety, regulatory compliance, and continuous improvement.

Practical example: A medical device manufacturer uses a QMS software platform to track design change
requests, perform corrective and preventive actions (CAPA), and generate audit reports for regulatory
submissions.

Challenges include maintaining documentation consistency across global sites, aligning QMS with multiple
regulatory standards, and ensuring staff competence in quality processes.

RWE (Real-World Evidence) — Clinical evidence regarding the usage and potential benefits or risks of a
medical product derived from analysis of real-world data (RWD) such as electronic health records, registries,
or claims databases.

Related terms: RWD, Post-Market Surveillance, FDA Guidance on RWE.
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Regulators increasingly accept RWE to support label expansions, safety assessments, and health-technology
assessments.

Practical application: A pharmaceutical company conducts a retrospective cohort study using claims data to
assess the cardiovascular safety of a new diabetes drug, submitting the findings to the FDA as part of a
supplemental indication request.

Challenges involve ensuring data quality, addressing confounding variables, and navigating privacy
regulations when accessing patient data across jurisdictions.

SA (Safety Alert) — An urgent communication issued by a regulatory authority or manufacturer to inform
healthcare providers of a product safety issue that may require immediate action.

Related terms: Recall, Field Correction, Post-Market Surveillance.

Safety alerts can be disseminated via FDA's MedWatch, EMA's Safety Communications, or manufacturer
newsletters.

Practical example: A device manufacturer issues a safety alert after discovering a firmware flaw that could
cause unintended dosing; the alert includes instructions for software updates and patient monitoring.
Challenges include rapid dissemination to all affected users, ensuring compliance with corrective actions,
and tracking the effectiveness of the alert in mitigating risk.

TGA (Therapeutic Goods Administration) — Australia’s regulatory agency responsible for the assessment,
registration, and monitoring of therapeutic goods, including medicines, medical devices, and biologics.
Related terms: Australian Register of Therapeutic Goods (ARTG), Medical Device Listing (MDL), Post-Market
Monitoring.

The TGA requires manufacturers to obtain an ARTG registration before supplying products in Australia and
mandates compliance with the Essential Principles for safety and performance.

Practical application: A biotech firm submits a Clinical Evaluation Report and risk management file to gain
ARTG inclusion for a novel biologic, then establishes a post-market surveillance plan as required by the TGA.
Challenges include aligning with the TGA’s unique labeling requirements, managing the transition to the
new Medical Device Regulation (MDR)-like framework, and navigating the Therapeutic Goods (Medical
Devices) Regulations for high-risk devices.

UDI (Unique Device Identifier) — A global system for marking medical devices with a unique numeric or
alphanumeric code that enables traceability throughout the supply chain.

Related terms: GS1, FDA UDI Rule, Device Identifier (DI).

In the United States, the FDA requires UDI labeling for most devices, with submission of device information
to the Global Unique Device Identification Database (GUDID).

Practical example: A device manufacturer applies a GS1-compliant barcode containing the UDI on the
device label and updates its product catalog in the GUDID to reflect the new identifier.

Challenges include integrating UDI into existing inventory systems, ensuring consistent labeling across
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multiple manufacturing sites, and meeting international UDI harmonization timelines.

VBP (Value-Based Purchasing) — A Medicare program that adjusts hospital payments based on performance
on quality and efficiency measures, incentivizing high-value care.

Related terms: Hospital Compare, Quality Measures, Penalty Threshold.

VBP scores are derived from domains such as patient safety, clinical processes, and patient experience.
Practical application: A hospital improves its VBP score by implementing a sepsis early-recognition protocol,
reducing mortality rates, and thereby receiving a higher Medicare reimbursement adjustment.

Challenges include data collection accuracy, aligning clinical initiatives with VBP metrics, and managing the
financial risk associated with potential penalties for under-performance.

WHO (World Health Organization) Guidelines — Evidence-based recommendations issued by the WHO to
assist countries in developing health policies, standards, and clinical practices.

Related terms: Essential Medicines List (EML), International Health Regulations (IHR), Global Health Security
Agenda.

WHO guidelines influence national regulatory frameworks, especially in low- and middle-income countries,
and serve as reference points for international harmonization.

Practical example: A national health authority adopts the WHO Antimicrobial Stewardship guidelines to
develop a national policy, integrating it into hospital accreditation standards.

Challenges include adapting global recommendations to local contexts, ensuring stakeholder buy-in, and
updating policies as WHO releases new evidence-based revisions.
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