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Professional Certificate in Global Health Product Compliance

Global Health Regulations

Adverse Event Reporting – The systematic collection, assessment, and transmission of information about
undesirable medical occurrences associated with the use of a health product. Related terms:
pharmacovigilance, signal detection. In practice, manufacturers submit reports to national competent
authorities within defined timelines after identifying a serious adverse event. Challenges include ensuring
timely detection across diverse markets and harmonizing reporting formats under the International Medical
Device Regulators Forum (IMDRF) guidelines.

Aerosol Containment – Engineering controls designed to prevent the release of airborne particles during
the manufacturing or testing of inhalation products. Related terms: cleanroom classification, negative
pressure. Example: Use of sealed glove boxes with HEPA filtration when compounding sterile powders. The
main challenge is maintaining containment integrity while allowing efficient workflow.

Alert Level System – A tiered framework used by regulatory agencies to classify the severity of public health
risks posed by a product, ranging from routine monitoring to emergency withdrawal. Related terms: risk
assessment, recall classification. Practical application: The U.S. FDA’s “Class I–III” recall categories guide
manufacturers on communication strategies. Challenges involve aligning international alert levels to avoid
mixed messages to health‑care providers.

Authorized Representative – An individual or legal entity appointed by a non‑EU manufacturer to act on its
behalf for regulatory compliance within the European Union. Related terms: EU MDR, CE marking. The
authorized representative holds the technical documentation and is responsible for post‑market
surveillance in the EU. A common challenge is ensuring the representative has sufficient authority and
resources to address non‑conformities promptly.

Batch Release – The formal approval by a national regulatory authority or an accredited laboratory that a
specific production batch meets all quality and safety specifications before distribution. Related terms:
certificate of analysis, good manufacturing practice (GMP). Example: In India, the Central Drugs Standard
Control Organization (CDSCO) conducts random sampling for batch release of vaccines. Challenges include
balancing rapid market access with thorough testing, especially during pandemics.

Bioburden Testing – Quantitative assessment of the microbial load present on a product or its packaging
before sterilization. Related terms: sterility assurance level, validation. Typical methods include membrane
filtration and plate count. Practical application: Determining the required sterilization cycle for surgical
instruments. The main challenge is variability in environmental contamination across manufacturing sites.

Biological Safety Cabinet (BSC) – A ventilated enclosure designed to protect the user, the environment, and
the product from exposure to infectious aerosols. Related terms: Class II, ISO 14644‑1. Example: Use of a
Class II, Type A2 BSC for handling live virus cultures. Challenges involve regular certification and maintaining
airflow integrity.
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Border Inspection – The examination of imported health products at points of entry to verify compliance
with national regulations. Related terms: customs clearance, import licensing. For instance, the U.S. Customs
and Border Protection collaborates with the FDA to detain shipments lacking proper labeling. A persistent
challenge is the limited capacity of border agencies to inspect high volumes of low‑risk items.

Certificate of Free Sale (CFS) – An official document issued by a national authority confirming that a product
is freely marketed in the country of origin and complies with local regulations. Related terms: export
documentation, regulatory dossier. Example: A CFS is required by many Asian regulators when importing
medical devices from the United States. Challenges include varying formats and translation requirements
across jurisdictions.

Certificate of Pharmaceutical Product (CPP) – A WHO‑issued document that attests to the quality, safety,
and efficacy of a pharmaceutical product, facilitating international trade. Related terms: WHO
Prequalification, regulatory harmonization. Practical use: The CPP is often requested by African National
Medicines Regulatory Authorities (NMRAs) before granting market authorization. Obtaining a CPP can be
time‑consuming due to differing national review processes.

Clinical Evaluation Report (CER) – A comprehensive analysis of clinical data supporting the safety and
performance of a medical device, required for conformity assessment under the EU MDR. Related terms:
post‑market clinical follow‑up, clinical investigation. Example: A CER for a Class IIa cardiovascular device
incorporates data from published literature, registries, and post‑market surveillance. Challenges include
limited availability of high‑quality evidence for novel devices.

Clinical Investigation – A systematic study involving human participants to generate clinical data on a health
product’s safety, efficacy, or performance. Related terms: good clinical practice (GCP), informed consent.
Example: Phase III trials for a new antimalarial drug assess cure rates in endemic regions. The primary
challenges are ethical oversight across multiple jurisdictions and ensuring data integrity.

Clinical Trial Authorization (CTA) – The formal permission granted by a national authority to commence a
clinical trial involving human subjects. Related terms: ethics committee approval, Regulatory Submission. In
Canada, the CTA is issued by Health Canada after review of the trial protocol and safety data. Challenges
include aligning CTA timelines with sponsor project plans, especially when conducting multi‑country
studies.

Compliance Gap Analysis – An assessment that compares an organization’s current practices against
applicable regulatory requirements to identify deficiencies. Related terms: audit checklist, corrective action
plan. Example: Conducting a gap analysis before transitioning a product from US FDA to EU MDR
jurisdiction. The main challenge is maintaining up‑to‑date knowledge of evolving regulations across
regions.

Conformity Assessment – The process by which a product is evaluated against applicable standards and
regulatory requirements to confirm it meets the necessary criteria for market entry. Related terms: Notified
Body, Declaration of Conformity. For medical devices in the EU, a Notified Body conducts a conformity
assessment for Class IIb devices. Challenges include selecting appropriate assessment routes and managing

Read online: https://certificates.lsba.org.uk/glossaries/7346603/global-
health-regulations

London School of Business and Administration · 27 Jul 2026



G LO S S A RY

documentation for multiple markets.

Controlled Substance – A drug or precursor regulated due to its potential for abuse, diversion, or
dependence. Related terms: SCHEDULE I‑V, DEA registration. Example: Opioid analgesics require strict
inventory controls and reporting to national drug monitoring programs. The challenge lies in balancing
legitimate medical use with preventing illicit distribution.

Customs Bonded Warehouse – A secured storage facility where imported health products can be held under
customs supervision while awaiting regulatory clearance. Related terms: import deferment, bonded
inventory. Practical use: Companies store high‑value biologics in bonded warehouses to defer duties until
the product is released for sale. Challenges include limited warehouse capacity and additional
administrative overhead.

Data Integrity – The assurance that data are accurate, complete, and reliable throughout their lifecycle.
Related terms: ALCOA+, audit trail. Example: Electronic batch records must retain an immutable audit trail to
satisfy FDA 21 CFR Part 11. The primary challenge is implementing robust controls across legacy systems and
ensuring staff adherence.

Decentralized Clinical Trials (DCTs) – Trial designs that use remote technologies, local sites, and
direct‑to‑patient logistics to reduce reliance on central trial centers. Related terms: e‑Consent, telemedicine.
Example: A DCT for a diabetes device employs wearable sensors and home‑based data capture. Challenges
include regulatory acceptance of remote data collection and ensuring patient privacy.

Design Dossier – The collection of technical documentation that demonstrates a medical device’s
compliance with design control requirements, including risk analysis, verification, and validation. Related
terms: ISO 14971, design history file. In the US, the design dossier aligns with 21 CFR 820.30. Challenges
involve maintaining traceability from user needs to final product specifications.

Device Master File (DMF) – A confidential submission to a regulatory authority containing detailed
information about the manufacturing, design, and performance of a medical device. Related terms: FDA
510(k), technical file. Example: A DMF for a novel polymer used in catheters provides data on
biocompatibility and stability. The challenge is protecting proprietary information while satisfying regulatory
scrutiny.

Electronic Product Information (ePI) – Digitally delivered labeling and product information that can be
accessed via electronic platforms. Related terms: e‑labeling, digital health. The EU MDR mandates ePI for
certain high‑risk devices to facilitate rapid updates. Challenges include ensuring interoperability across
health‑information systems and maintaining version control.

Emergency Use Authorization (EUA) – A regulatory mechanism that permits the use of unapproved medical
products or unapproved uses of approved products during public health emergencies. Related terms: public
health emergency, conditional approval. The FDA issued EUAs for several COVID‑19 vaccines and
therapeutics. Challenges revolve around post‑EUA data collection and transitioning to full licensure.

End‑to‑End Traceability – The ability to track a product’s journey from raw material acquisition through
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manufacturing, distribution, and final use. Related terms: serialization, blockchain. Example: Serialized
barcodes on vaccine vials enable verification at each supply‑chain node. Challenges include integrating
disparate IT systems and protecting data privacy.

Essential Medicines List (EML) – A WHO‑curated list of medicines deemed critical for meeting the health
needs of a population. Related terms: access to medicines, health technology assessment. Inclusion on the
EML can streamline procurement and regulatory approval in many low‑ and middle‑income countries. The
challenge is ensuring that listed products meet stringent quality standards.

Exemption Criteria – Specific conditions under which a product may be exempt from certain regulatory
requirements, such as full clinical data submission. Related terms: low‑risk devices, de minimis. For example,
the EU MDR provides exemption for custom‑made devices intended for a single patient. The challenge lies
in correctly interpreting and documenting exemption eligibility.

Export License – An official permit authorizing the shipment of regulated health products to foreign
markets. Related terms: controlled export, International Traffic in Arms Regulations (ITAR). In the United
States, the Department of Commerce’s BIS issues export licenses for certain biologics. Challenges include
navigating dual‑use regulations and meeting destination‑country import requirements.

Fast‑Track Review – An accelerated regulatory pathway that shortens review timelines for products
addressing unmet medical needs. Related terms: breakthrough therapy, priority review. The FDA’s Fast Track
designation allows for more frequent communication with the agency. Challenges involve ensuring that
speed does not compromise thorough safety evaluation.

GMP Inspection – A formal on‑site evaluation by a regulatory authority to verify that a manufacturing
facility complies with Good Manufacturing Practice standards. Related terms: cGMP, regulatory audit.
Example: The EMA’s GMP inspections include review of cleanroom qualification and personnel training
records. Challenges include coordinating inspections across multiple sites and addressing findings
promptly.

Health Technology Assessment (HTA) – A systematic evaluation of the clinical, economic, and social
implications of a health technology to inform reimbursement and policy decisions. Related terms:
cost‑effectiveness, value‑based pricing. Example: HTA bodies in the UK (NICE) assess new oncology drugs
for inclusion in the National Health Service formulary. Challenges include data availability and aligning HTA
outcomes with regulatory labeling.

Humanitarian Use Device (HUD) – A medical device intended to benefit patients with a disease or condition
that affects fewer than 8,000 individuals in the United States per year. Related terms: orphan device, FDA
HUD pathway. Example: A low‑cost ventilator designed for use in remote clinics may qualify as a HUD. The
challenge is demonstrating sufficient safety data while operating under limited market incentives.

Import Alert – A notice issued by a regulatory authority indicating that a specific product or batch is subject
to detention or additional scrutiny upon entry. Related terms: detention without physical examination,
product hold. The FDA’s Import Alert 66‑28, for instance, targets certain imported insulin products.
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Challenges include rapid communication to importers and mitigating supply disruptions.

Incoterms – International Commercial Terms that define responsibilities of buyers and sellers for the delivery
of goods, including risk transfer points. Related terms: FOB, DAP. In pharmaceutical logistics, Incoterms
influence who bears the cost of customs clearance and product testing. Challenges arise when terms are
misunderstood, leading to disputes over liability for non‑conformities.

International Medical Device Regulators Forum (IMDRF) – A collaborative group of medical device
regulatory authorities that develops harmonized standards and guidance documents. Related terms: global
convergence, regulatory guidance. Example: IMDRF’s “Principles of Medical Device Cybersecurity” inform
national policies. The challenge is translating consensus documents into enforceable national regulations.

Labeling Compliance – The adherence to mandatory content, format, and language requirements for
product labels and package inserts. Related terms: ULP (Unique Labeling Platform), Regulatory labeling. For
instance, the EU requires the inclusion of the CE mark, UDI, and risk class on device labels. Challenges
include updating labels quickly after post‑market changes and ensuring multilingual accuracy.

Lot Release – The official authorization that a specific lot of a biologic product meets all quality criteria
before distribution. Related terms: national lot release authority (NLRA), WHO prequalification. Example:
Many African countries require WHO‑approved lot release for vaccines. The primary challenge is the time
lag between manufacturing and lot release, which can affect vaccine rollout.

Manufacturing Authorization (MA) – A license granted by a national regulator permitting a facility to
produce a specific health product. Related terms: site licence, production certificate. In Japan, the PMDA
issues an MA after reviewing the facility’s GMP compliance. Challenges include maintaining the MA during
facility upgrades and addressing changes in product scope.

Medical Device Single Audit Program (MDSAP) – An internationally recognized audit program that allows a
single regulatory audit to satisfy the requirements of multiple participating countries. Related terms: auditor
qualification, audit scope. Example: A certified MDSAP audit can fulfill FDA, Health Canada, and Japan PMDA
inspection requirements. Challenges involve coordinating audit schedules and ensuring auditors are
up‑to‑date with each jurisdiction’s nuances.

Medical Product Lifecycle Management – The coordinated planning and execution of activities from product
conception through post‑market surveillance and eventual retirement. Related terms: product stewardship,
phase‑in/phase‑out strategy. Practical application includes integrating risk management early in design and
updating the technical file during post‑market changes. The challenge is maintaining continuity of
compliance across multiple product versions.

Microbial Limit Test (MLT) – A quantitative assay that determines the total viable microbial count in a
product sample. Related terms: USP , bioburden. Example: Sterile ophthalmic solutions undergo MLT to
confirm  limits. Challenges include variability in sampling methods and interpreting results for products with
inherent microbial flora.

Medical Product Registration – The formal process of obtaining market authorization for a health product
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within a specific jurisdiction. Related terms: dossier submission, regulatory authority. In Brazil, the ANVISA
registration includes a “Dossiê Técnico” containing clinical, manufacturing, and labeling data. Challenges
encompass divergent data requirements and lengthy review times.

Medication Error Reporting System (MERS) – A national database that collects information on medication
administration mistakes to improve patient safety. Related terms: pharmacovigilance, root cause analysis.
Example: The U.S. FDA’s MedWatch allows health‑care professionals to report dosing errors. Challenges
involve under‑reporting due to fear of litigation and ensuring actionable feedback.

Monoclonal Antibody (mAb) Biosimilarity – The demonstration that a biologic product is highly similar to an
already licensed reference mAb in terms of structure, function, and clinical performance. Related terms:
comparability, regulatory pathway. The EMA’s biosimilarity guidelines require analytical similarity,
non‑clinical studies, and at least one clinical trial. Challenges include the high cost of analytical
development and the need for robust immunogenicity assessment.

National Control Laboratory (NCL) – A government‑run facility responsible for testing imported health
products to verify compliance with national standards. Related terms: reference testing, quality assurance.
Example: The Indian NCL conducts batch testing for vaccines before market release. Challenges include
limited testing capacity and backlogs during high‑volume periods.

Notified Body (NB) – An organization designated by an EU member state to assess the conformity of certain
products before they are placed on the market. Related terms: CE marking, conformity assessment. For Class
III medical devices, an NB performs a Design Dossier review and audits the manufacturer’s QMS. Challenges
include NB capacity constraints and varying interpretation of the MDR requirements.

Orphan Drug Designation – A status granted to a medicinal product intended for the treatment, prevention,
or diagnosis of a rare disease, providing incentives such as market exclusivity. Related terms: rare disease,
regulatory incentives. The EU provides ten‑year market exclusivity for orphan drugs. Challenges include
demonstrating sufficient prevalence data and navigating post‑orphan transition when the disease
prevalence increases.

Pharmacovigilance System Master File (PSMF) – A comprehensive document describing the structure and
processes of a company’s pharmacovigilance system. Related terms: PV plan, risk management. Required by
the EU Clinical Trials Regulation for sponsors of clinical trials. Challenges involve keeping the PSMF
up‑to‑date with organizational changes and ensuring staff training.

Post‑Market Surveillance (PMS) – Ongoing activities conducted after a product is marketed to monitor its
safety and performance in real‑world use. Related terms: field safety notice, periodic safety update report
(PSUR). Example: The FDA’s Medical Device Reporting (MDR) system collects adverse events for devices.
Challenges include data collection from dispersed health‑care settings and timely signal detection.

Pre‑Qualification (PQ) – An assessment by the WHO that evaluates the quality, safety, and efficacy of a
health product, facilitating procurement by UN agencies. Related terms: WHO PQ, global procurement.
Example: A malaria vaccine achieving WHO PQ can be purchased by UNICEF for distribution in endemic
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countries. The challenge is meeting the stringent dossier requirements and maintaining compliance
post‑qualification.

Product Recall – The removal or correction of a marketed product that is found to be defective or
potentially harmful. Related terms: field corrective action, risk communication. Recall classifications (Class I–
III) dictate the urgency and scope of actions. Challenges include coordinating recall logistics across multiple
regions and preserving brand reputation.

Quality Management System (QMS) – A structured set of policies, processes, and procedures required to
plan and execute product development, manufacturing, and post‑market activities. Related terms: ISO
13485, CAPA. A robust QMS ensures consistent compliance and facilitates audit readiness. Challenges
involve integrating QMS across global sites and maintaining documentation integrity.

Regulatory Intelligence (RI) – The systematic collection and analysis of information about current and
emerging regulatory requirements to inform strategic decisions. Related terms: competitor monitoring,
policy tracking. Example: A pharmaceutical company uses RI to anticipate changes in the EU’s Medical
Device Regulation before they take effect. Challenges include data overload and translating intelligence into
actionable plans.

Risk Management Plan (RMP) – A proactive document outlining identified risks, mitigation strategies, and
monitoring activities for a health product throughout its lifecycle. Related terms: ISO 14971, risk mitigation.
For a novel gene‑therapy, the RMP includes long‑term follow‑up for oncogenicity. Challenges include
quantifying low‑probability risks and aligning RMP updates with post‑market data.

Regulatory Submission Dossier – The compiled set of technical, clinical, and administrative documents
submitted to a regulatory authority for product approval. Related terms: Common Technical Document
(CTD), eCTD. The dossier includes modules on quality, non‑clinical, and clinical information. Challenges
involve ensuring consistency across modules and managing electronic submission standards.

Unique Device Identification (UDI) – A system that assigns a unique numeric or alphanumeric code to each
medical device model and, where applicable, to individual units. Related terms: GS1, labeling. The UDI
enables traceability, adverse event reporting, and inventory management. Challenges include integrating
UDI data into legacy ERP systems and ensuring global barcode compatibility.

Validation (Process Validation) – The documented evidence that a process consistently produces a product
meeting its predetermined specifications. Related terms: IQ/OQ/PQ, statistical process control. Example:
Sterilization validation demonstrates that a cycle achieves a sterility assurance level of 10⁻⁶. Challenges
include defining acceptance criteria for complex biologics and managing re‑validation after process
changes.

Vaccine Cold Chain – The temperature‑controlled supply chain that ensures vaccines remain within required
temperature ranges from manufacturer to point of administration. Related terms: temperature excursion,
data logger. Example: WHO’s Controlled Temperature Chain (CTC) allows certain vaccines to be kept at 40 °C
for up to 3 days, expanding outreach in remote areas. Challenges include monitoring in low‑resource
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settings and preventing break‑points during transportation.

Waiver Request – A formal petition to a regulatory authority seeking exemption from a specific requirement
based on scientific justification. Related terms: regulatory flexibility, risk‑based approach. Example: A
manufacturer may request a waiver for a stability study duration for a drug with a well‑established shelf life.
Challenges include providing sufficient evidence to satisfy the authority and managing expectations if the
waiver is denied.

World Health Organization (WHO) Prequalification Programme – A service that assesses the quality, safety,
and efficacy of medicines, vaccines, diagnostics, and devices to facilitate procurement by UN agencies.
Related terms: global health security, quality assurance. Products that achieve prequalification are listed on
the WHO database, streamlining donor purchases. Challenges involve meeting the stringent dossier
requirements and maintaining compliance post‑qualification.
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