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Masterclass Certificate in ELISA Assays

Regulatory and Compliance Standards

AAAL — The American Association for Laboratory Accreditation provides accreditation programs that assess
laboratory competence. Related terms: ISO 17025, CAP. In ELISA labs, AAAL accreditation demonstrates
adherence to quality management and technical standards, helping secure contracts with clinical research
organizations. Challenges include maintaining documentation and undergoing periodic audits.

ABG - Acronym for “Assay Background.” Related terms: Signal-to-noise, Limit of detection. Background
signal arises from non-specific binding or reagent impurities and must be quantified to set assay cut-offs.
Practical application: subtracting ABG from sample readings improves result accuracy. High ABG can mask
low-level analytes, requiring optimization of blocking buffers.

Accreditation — Formal recognition that a laboratory meets defined standards. Related terms: AAAL, ISO
15189. Accreditation ensures regulatory compliance, facilitates data acceptance by health authorities, and
supports market access for diagnostic kits. Maintaining accreditation demands continuous staff training and
internal audits.

Adverse Event Reporting — Mandatory notification of unexpected medical occurrences linked to a diagnostic
test. Related terms: FDA 21 CFR Part 11, Pharmacovigilance. ELISA manufacturers must submit reports within
specified timelines to agencies such as the FDA. Failure to report can result in product recalls or penalties.

Analytical Validation — Process of confirming that an assay measures what it claims with acceptable
performance. Related terms: Precision, Accuracy, Specificity. Validation includes studies for linearity, range,
robustness, and interference. Practical example: demonstrating that a SARS-CoV-2 ELISA retains sensitivity
after storage at 4 °C for six months. Documentation of validation is required for regulatory submissions.

Assay Qualification — Limited validation performed when an assay is used for a specific study rather than as
a marketed product. Related terms: Fit-for-purpose, SOP. Qualification focuses on reproducibility within a
single project, allowing quicker deployment while still meeting sponsor requirements. Challenges include
ensuring traceability of reagents and data.

Assay Development — The systematic design of an ELISA, including antigen selection, antibody pairing, and
detection chemistry. Related terms: Optimization, Validation. Early documentation of development decisions
aids later regulatory review. Common pitfalls involve cross-reactivity and unstable conjugates.

CAP — The College of American Pathologists accreditation program for clinical laboratories. Related terms:
AAAL, CLIA. CAP standards address proficiency testing, personnel competency, and instrument
maintenance. ELISA laboratories seeking CAP accreditation must demonstrate proficiency in quantitative
immunoassays and undergo site inspections.

CLIA - Clinical Laboratory Improvement Amendments regulate U.S. laboratory testing. Related terms: CAP,

Read online: https://certificates.Isba.org.uk/glossaries/3997477/ London School of Business and Administration - 20 Jun 2026
regulatory-and-compliance-standards



LSBA GLOSSARY

¥/ 1L.ONDON SCHOOL OF BUSINESS
AND ADMINISTRATION

FDA. ELISA tests performed in CLIA-certified labs must meet analytical performance criteria and undergo
regular proficiency testing. Non-compliance can lead to loss of certification and legal action.

CMS - Centers for Medicare & Medicaid Services, the agency that enforces CLIA. Related terms: CLIA,
Medicare. CMS inspections verify that ELISA laboratories maintain proper quality control, documentation,
and staff qualifications. Preparation includes mock audits and reviewing QC logs.

COA - Certificate of Analysis, a document that certifies product specifications. Related terms: Batch record,
GMP. For ELISA kits, the COA lists antigen concentration, antibody potency, and expiration date. Accurate
COA information is essential for downstream regulatory filings and customer trust.

Compliance — Adherence to laws, regulations, and guidelines governing laboratory activities. Related terms:
Regulation, SOP. In ELISA contexts, compliance spans data integrity, device labeling, and post-market
surveillance. Implementing a compliance program often involves risk assessments and corrective action
plans.

Confidentiality — Protection of proprietary assay information and patient data. Related terms: HIPAA, NDA.
Regulatory submissions require safeqguarding trade secrets while providing sufficient detail for review.
Breaches can result in legal penalties and loss of competitive advantage.

Controlled-Document Management — System for creating, revising, and archiving SOPs, protocols, and
reports. Related terms: SOP, Change control. Effective management ensures that the most current version of
an ELISA procedure is used, supporting audit readiness. Electronic systems must comply with 21 CFR 11 for
traceability.

CRP —Clinical Research Protocol, a document outlining study design and assay requirements. Related terms:
GCP, ICH. ELISA assays used in clinical trials must align with the CRP’s acceptance criteria, including
sensitivity and specificity thresholds. Deviations must be documented and justified.

CTD - Common Technical Document, the standardized format for regulatory submissions. Related terms:
eCTD, FDA. ELISA kit dossiers include Module4 (non-clinical) and Module 5 (clinical) data, each requiring
detailed validation reports. Proper organization of the CTD expedites review by agencies.

CRO - Contract Research Organization that may perform ELISA testing on behalf of sponsors. Related terms:
GCP, GLP. CROs must maintain certifications such as ISO 15189 and demonstrate assay competence through
proficiency testing. Sponsors rely on CRO compliance for data integrity.

Data Integrity — Assurance that data are complete, consistent, and accurate throughout its lifecycle. Related
terms: 21 CFR 11, Audit trail. ELISA data must be captured in systems with electronic signatures,
time-stamped entries, and restricted editing. Violations can trigger regulatory warning letters.

eCTD - Electronic Common Technical Document, the digital version of the CTD. Related terms: CTD, FDA.
Submitting ELISA validation data via eCTD improves traceability and reduces filing errors. Vendors must
ensure that PDFs, spreadsheets, and XML files are properly linked.
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EMA - European Medicines Agency, responsible for evaluating medicinal products in the EU. Related terms:
ICH, EU MDR. ELISA assays used in clinical trials submitted to the EMA must comply with EU AnnexVI
guidelines on bioanalytical method validation. The EMA may request raw data re-analysis during inspection.

FDA — U.S. Food and Drug Administration, the primary regulator of diagnostic devices. Related terms:
21CFR809, 510(k). ELISA kits classified as in-vitro diagnostics (IVDs) require pre-market clearance or
approval, supported by analytical validation, clinical performance, and labeling documentation.
Non-compliance can result in product seizure.

GLP — Good Laboratory Practice, a quality system for non-clinical studies. Related terms: GMP, ICH Q7. GLP
governs study planning, conduct, recording, and reporting. ELISA assays performed under GLP must be
validated, with documented SOPs, and data reviewed by a qualified person.

GMP - Good Manufacturing Practice, standards for production of medical devices and reagents. Related
terms: ISO 13485, QMS. ELISA kit manufacturers must implement GMP to control raw material sourcing,
batch consistency, and sterility. GMP audits assess facility design, equipment calibration, and deviation
handling.

GMP-Certified — Designation indicating that a facility meets GMP requirements. Related terms: GMP, ISO
13485. Certified status facilitates market entry in jurisdictions that recognize GMP compliance, such as the
EU and Canada. Ongoing surveillance audits verify continued conformity.

ICH — International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human
Use. Related terms: GCP, GLP. ICH guidelines (e.g., Q2(R1) for analytical validation) provide globally
accepted criteria for ELISA performance, enabling cross-border submissions.

ICH Q2(R1) — Guideline on validation of analytical procedures. Related terms: Validation, Accuracy. The
document outlines parameters such as specificity, precision, linearity, range, detection limit, and robustness.
ELISA developers reference ICH Q2(R1) when designing validation plans for regulatory dossiers.

ISO 13485 — International standard for medical device quality management systems. Related terms: GMP,
QMS. Certification demonstrates a manufacturer's ability to design, produce, and service ELISA kits that
meet regulatory requirements. Audits focus on risk management, design controls, and post-market
surveillance.

ISO 15189 — Standard for medical laboratory quality and competence. Related terms: CAP, CLIA.
Laboratories performing diagnostic ELISA tests adopt ISO 15189 to ensure accurate patient results, proper
staff competence, and equipment calibration. Accreditation bodies assess compliance through on-site
inspections.

ISO 17025 - Standard for testing and calibration laboratory competence. Related terms: AAAL,
Accreditation. ELISA reference laboratories may seek ISO 17025 accreditation to demonstrate proficiency in
assay verification and proficiency testing. The scope includes method validation, uncertainty estimation, and
traceability to standards.
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ISO 9001 — General quality management system standard. Related terms: ISO 13485, QMS. While not
specific to medical devices, ISO 9001 provides a framework for continuous improvement and customer
satisfaction, useful for ELISA service providers.

Labeling Requirements — Regulations governing the content and format of product labels. Related terms:
FDA, IEC 60601. ELISA kit labels must include intended use, instructions, warnings, and performance
characteristics. Inaccurate labeling can trigger FDA warning letters or product recalls.

Legislation — Statutory laws that govern health-care products. Related terms: Regulation, Directive. Examples
include the U.S. Federal Food, Drug, and Cosmetic Act and the EU In-Vitro Diagnostic Regulation (IVDR).
Understanding legislation is essential for global market access of ELISA kits.

Lot Release — Process of reviewing and approving a production batch before distribution. Related terms:
COA, GMP. Release includes review of QC data, sterility testing, and stability studies. Failure to perform
proper lot release can lead to non-conforming products reaching end-users.

MSA — Measurement System Analysis, a statistical tool to evaluate assay precision. Related terms: Gage
R&R, Repeatability. Conducting an MSA on ELISA plate readers identifies sources of variability and informs
corrective actions. Results are documented in validation reports.

NIH Guidelines — Policies from the National Institutes of Health on recombinant DNA and biosafety. Related
terms: IRB, Biosafety. Laboratories using recombinant antigens in ELISA must comply with NIH guidelines for
containment, training, and record-keeping.

NSF — National Sanitation Foundation standards for laboratory equipment. Related terms: ISO, GMP.
Selecting NSF-certified plate washers and incubators helps meet hygiene and performance expectations
during ELISA assay execution.

OPQ - Operational Qualification, part of equipment qualification. Related terms: IQ, PQ. OPQ confirms that
an ELISA instrument operates within defined parameters under routine conditions. Documentation includes
temperature mapping and reagent dispensing accuracy.

OTC - Over-the-counter diagnostic devices, including some ELISA kits sold directly to consumers. Related
terms: FDA, 510(k). OTC status requires compliance with FDA's self-testing regulations, including clear
labeling, user instructions, and performance claims supported by data.

Patient Consent — Ethical requirement for collecting biological specimens. Related terms: IRB, HIPAA.
Consent forms must detail the purpose of ELISA testing, data handling, and potential risks. Lack of proper
consent can invalidate clinical trial data.

Pharmacovigilance — Ongoing monitoring of product safety after market launch. Related terms: Adverse
Event Reporting, FDA. ELISA manufacturers must establish systems to capture post-market complaints,
false-positive rates, and lot-specific issues. Data feed into risk management plans.

Post-Market Surveillance — Activities to assess product performance in real-world use. Related terms:
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Pharmacovigilance, FDA. Surveillance may involve collecting field data on ELISA sensitivity, user feedback,
and stability deviations. Findings can trigger corrective actions or label updates.

QC - Quality Control, routine checks to ensure assay performance. Related terms: QC charts, SOP. ELISA QC
includes running positive/negative controls, monitoring plate uniformity, and applying Westgard rules.
Out-of-specification results trigger investigation and corrective action.

Regulatory Affairs — Department responsible for navigating laws and submissions. Related terms:
Submission, Compliance. Professionals in Regulatory Affairs coordinate with R&D to compile validation
data, prepare labeling, and respond to agency queries for ELISA products.

Regulation — Formal rule issued by a governmental authority. Related terms: Legislation, Directive. In the
United States, the FDA's 21 CFR Part809 governs IVDs; in the EU, the IVDR (Regulation (EU) 2017/746) sets
requirements for ELISA kits.

Risk Management — Systematic process to identify, assess, and mitigate hazards. Related terms: ISO 14971,
FMEA. For ELISA Kkits, risk analysis may address mis-labeling, cross-reactivity, and instrument failure.
Documentation is required for regulatory submissions.

Stability Testing — Evaluation of product performance over time under defined conditions. Related terms:
Shelf life, Accelerated stability. ELISA kits undergo real-time and accelerated studies to establish expiration
dates and storage recommendations. Deviations can affect assay sensitivity.

Standard Operating Procedure (SOP) — Documented step-by-step instructions for routine tasks. Related
terms: Controlled-Document Management, Training. SOPs for ELISA plate preparation, washing, and reading
must be version-controlled and reviewed annually to meet audit expectations.

Supply Chain Integrity — Assurance that all components meet quality standards from source to final product.
Related terms: GMP, Vendor Qualification. Monitoring raw-material certificates, conducting supplier audits,
and implementing traceability tags help prevent contamination of ELISA reagents.

Traceability — Ability to link assay results back to original samples, reagents, and equipment. Related terms:
Lot number, Data integrity. Bar-coding and electronic logging enable investigators to reconstruct the assay
pathway during investigations.

USAN — United States Adopted Name for drug substances, sometimes referenced in ELISA assays targeting
therapeutic agents. Related terms: INN, FDA. Using the USAN in assay documentation ensures consistency
with regulatory filings.

Validation — Formal confirmation that a method meets predefined criteria. Related terms: ICH Q2(R1),
Accuracy. Validation activities for ELISA include specificity testing against related proteins, limit of
quantitation studies, and robustness experiments. A validation master plan outlines scope and acceptance
criteria.

Verification — Confirmation that a product or process meets design specifications. Related terms:
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Qualification, SOP. In ELISA manufacturing, verification may involve confirming that a new coating process
yields the same antigen density as the approved method.

Vigilance Reporting — Reporting system for safety concerns in diagnostic devices. Related terms:
Pharmacovigilance, FDA. Manufacturers must submit vigilance reports within stipulated timelines when a
defect or false result is identified in an ELISA kit.

WHO Pre-Qualification — Program that assesses the quality, safety, and efficacy of diagnostic products for
use in low-resource settings. Related terms: Regulatory, WHO. ELISA kits seeking WHO PQ must provide
extensive validation data, including field performance and stability under tropical conditions.

WHO Guidelines — Technical documents that outline best practices for assay development. Related terms:
WHO PQ, SOP. WHO immunoassay guidelines advise on antigen selection, assay cut-off determination, and
reference standard usage, aiding manufacturers aiming for global acceptance.

elLab — Electronic laboratory notebook system supporting data capture and compliance. Related terms:
21CFR 11, Audit trail. eLab platforms enforce user authentication, time-stamped entries, and immutable
records, facilitating regulatory inspections of ELISA experiments.

Electronic Signature — Digital equivalent of a handwritten signature, required under 21 CFR 11. Related
terms: Audit trail, Data integrity. ELISA data entry and result approval must be signed electronically, with the
system capturing signer identity and date/time.

Environmental Monitoring — Routine checks of laboratory conditions such as temperature, humidity, and
particulate levels. Related terms: GMP, ISO 14644. Maintaining controlled environments prevents assay drift
caused by temperature-sensitive reagents or equipment.

Export Control — Regulations governing the shipment of dual-use goods and technologies. Related terms:
ITAR, EAR. ELISA reagents containing recombinant antigens may be subject to export restrictions, requiring
licenses before international distribution.

Fit-for-Purpose — Validation approach tailored to the intended use of an assay. Related terms: Qualification,
Validation. A diagnostic ELISA intended for screening may require less stringent performance criteria than
one used for definitive diagnosis, allowing a more streamlined validation.

Gage R&R - Study to assess repeatability and reproducibility of a measurement system. Related terms: MSA,
Precision. Performing a Gage R&R on ELISA plate readers quantifies variability contributed by the
instrument, operator, and assay reagents.

Good Documentation Practice (GDP) — Set of principles ensuring records are accurate, legible, and
attributable. Related terms: GMP, SOP. GDP requires that ELISA logs be written in real time, corrections be
made with a single line, initial, and date, and originals be retained for the required retention period.

Harmonized Standards — Standards adopted by regulatory bodies to demonstrate conformity. Related
terms: ISO, IEC. In the EU, using harmonized standards such as EN ISO 13485 simplifies conformity
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assessment for ELISA IVDs under the IVDR.

IEC 62366 — Standard for usability engineering of medical devices. Related terms: Human factors, Risk
Management. ELISA kit instructions must be tested for clarity and ease of use to reduce user error,
especially for point-of-care applications.

I[EC 61010 — Safety requirements for laboratory equipment. Related terms: GMP, Equipment Qualification.
ELISA plate readers and washers must meet IEC 61010 to ensure electrical safety and prevent hazards
during routine operation.

Immunogenicity Assessment — Evaluation of whether a therapeutic protein induces an immune response
detectable by ELISA. Related terms: ADA, Validation. Regulatory submissions for biologics often require
validated ELISA methods to measure anti-drug antibodies, with defined cut-offs and specificity controls.

In-Vitro Diagnostic Regulation (IVDR) - EU regulation governing IVDs, including ELISA kits. Related terms:
EU MDR, Annex VI. IVDR introduces a risk-based classification system, requiring conformity assessment by a
notified body for Class C and D ELISA devices.

Indeterminate Result — Test outcome that cannot be classified as positive or negative. Related terms: Cut-off,
Re-testing. ELISA protocols often define an indeterminate range (e.g., 0.9-1.1 x cut-off) and require repeat
testing or alternative methods to resolve.

International Standard — Reference material established by WHO or other bodies for assay calibration.
Related terms: WHO Standard, Traceability. Using an International Standard enables comparability of ELISA
results across laboratories and supports regulatory acceptance.

IRB — Institutional Review Board, committee that reviews human-subject research. Related terms: Patient
Consent, GCP. ELISA studies involving patient samples must obtain IRB approval, with protocols detailing
sample handling, privacy, and risk mitigation.

Laboratory Information Management System (LIMS) — Software that tracks samples, results, and workflow.
Related terms: eLab, Data integrity. A LIMS configured for ELISA data captures plate layout, control values,
and audit trails, facilitating compliance with 21 CFR11.

Label Claim — Statement on a product label describing its performance. Related terms: Regulation,
Validation. ELISA kit labels may claim “>95 % sensitivity for IgG antibodies,” a claim that must be
substantiated by validation data submitted to regulators.

Lot Number — Unique identifier assigned to a batch of product. Related terms: Traceability, COA. Recording
lot numbers on ELISA plates and reagents enables traceability during investigations of out-lier results or
field complaints.

Manufacturing Release — Authorization to distribute a product after meeting all quality criteria. Related
terms: Lot Release, GMP. Release documentation includes batch records, QC data, and sign-off by a
qualified person.
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Method Transfer — Process of moving an ELISA from one laboratory to another while preserving
performance. Related terms: Qualification, SOP. Successful transfer requires comparative studies, training,
and verification that the receiving lab can reproduce the original results.

Microbial Contamination — Unwanted presence of microorganisms in reagents or samples. Related terms:
Sterility, GMP. ELISA reagents are typically filtered and stored under aseptic conditions; routine sterility
testing helps detect contamination early.

NDA — New Drug Application, a submission to the FDA for marketing approval. Related terms: CTD, FDA.
ELISA data supporting immunogenicity or biomarker measurement may be included in the NDA's clinical
section.

Notification of Change (NOC) — Formal notice to regulators about modifications to a product or process.
Related terms: Regulatory, GMP. Minor changes (e.g., new plate supplier) may require an NOC, while major
changes (e.g., assay redesign) could trigger a new submission.

OOS - Out-of-Specification result, indicating a test result that falls outside predefined limits. Related terms:
QC, Investigation. OOS findings in ELISA runs trigger root-cause analysis, corrective actions, and
documentation per SOP.

Post-Approval Change Management (PACM) — System for controlling changes after product approval.
Related terms: NOC, GMP. PACM ensures that any alteration to the ELISA kit (e.g., new buffer formulation) is
evaluated for impact on performance and communicated to regulators.

Pre-Analytical Variables — Factors affecting sample quality before assay execution. Related terms: Specimen
handling, Stability. Temperature, anticoagulant type, and time to processing can influence ELISA outcomes;
SOPs must control these variables.

Proficiency Testing (PT) — External assessment where laboratories analyze unknown samples. Related terms:
CAP, CLIA. Participation in PT programs for ELISA demonstrates competence and satisfies accreditation
requirements.

Quality Management System (QMS) — Integrated framework of policies, processes, and resources to achieve
quality objectives. Related terms: ISO 13485, GMP. A robust QMS supports continual improvement, risk
management, and regulatory compliance for ELISA operations.

Regulatory Submission — Package of documents presented to a health authority for product approval.
Related terms: CTD, eCTD. Submissions for ELISA kits include technical files, validation reports, labeling, and
risk analyses.

Risk Assessment — Systematic evaluation of potential hazards and their likelihood. Related terms: FMEA, ISO
14971. Conducting a risk assessment on ELISA assay steps helps prioritize controls for critical parameters
such as antibody specificity.

Sample Matrix — Biological fluid (e.g., serum, plasma) in which the analyte resides. Related terms: Matrix
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effect, Validation. Matrix effects can cause signal suppression or enhancement; validation must include
spiking experiments to quantify impact.

Standard Curve — Plot of known concentrations versus measured signal used for quantification. Related
terms: Calibration, Linear regression. Proper construction and verification of the standard curve are essential
for accurate ELISA results; deviations may indicate reagent degradation.

Stability Indicating Assay — Test that can detect changes in product potency over time. Related terms:
Stability testing, Degradation. ELISA kits are often designed as stability-indicating assays to monitor antigen
integrity during shelf-life studies.

Supplier Qualification — Process of evaluating and approving vendors of critical materials. Related terms:
GMP, Audit. Qualification includes reviewing certificates of analysis, conducting on-site audits, and
performing incoming material testing for ELISA reagents.

System Suitability — Set of tests confirming that the analytical system is performing correctly before sample
analysis. Related terms: QC, Calibration. In ELISA, system suitability may involve running a control plate with
known positive and negative samples to verify plate reader performance.

Technical File - Compilation of documentation demonstrating conformity with regulatory requirements.
Related terms: IVDR, QMS. The technical file for an ELISA IVD includes design specifications, validation data,
risk analysis, and labeling.

Traceability Matrix — Document linking requirements to verification activities. Related terms: Requirement,
Validation. A traceability matrix ensures that each regulatory requirement for an ELISA assay is addressed by
testing or documentation.

US FDA 510(k) — Premarket notification pathway for devices deemed substantially equivalent to a predicate.
Related terms: Regulatory, IVD. Many ELISA kits undergo a 510(k) submission, providing performance data,
labeling, and comparison to a legally marketed device.

Validation Master Plan (VMP) — High-level document outlining the overall validation strategy. Related terms:
VMP, SOP. The VMP defines scope, responsibilities, acceptance criteria, and timelines for ELISA method
validation, serving as a roadmap for the project team.

Verification Protocol — Detailed plan for confirming that a change meets predefined specifications. Related
terms: Method Transfer, Qualification. Protocols include test procedures, acceptance limits, and statistical
analysis methods for ELISA verification activities.

Vigilance System — Structured process for collecting, evaluating, and responding to safety information.
Related terms: Pharmacovigilance, Reporting. ELISA manufacturers must maintain a vigilance system that
captures field complaints, adverse event reports, and corrective actions.

WHO International Standard for Antibodies — Reference material used to calibrate ELISA assays measuring
antibody concentrations. Related terms: Traceability, Standard Curve. Using the WHO standard enables
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comparability of serological data across studies and geographic regions.

Workplace Safety — Policies ensuring a safe environment for laboratory personnel. Related terms: OSHA,
Biosafety. Safety training includes handling of chemicals (e.g., TMB substrate), proper use of personal
protective equipment, and waste disposal procedures relevant to ELISA work.

Zero-Defect Policy — Organizational commitment to eliminate non-conformities. Related terms: Continuous
Improvement, GMP. While aspirational, a zero-defect mindset drives rigorous QC, root-cause analysis, and
preventive maintenance in ELISA production and testing.
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