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Introduction

Laboratories play a critical role in ensuring safety, accuracy, and trust across
healthcare, environmental, pharmaceutical, and many other industries. But behind
every reliable result and validated process lies a complex web of regulatory
requirements that labs must navigate. From CLIA and ISO 17025 to FDA, EPA, and
HIPAA, today'’s labs face increasing pressure to meet evolving standards, avoid costly
penalties, and maintain audit readiness—all while delivering timely and accurate
data. Laboratory compliance is no longer optional; it is foundational to a lab's success
and reputation.

This guide was created to help labs confidently manage the challenges of
compliance. It explores the essential elements of a strong compliance program,
identifies common risks and gaps that can lead to non-conformance, and outlines
how LabLynx'’s suite of configurable LIMS and compliance tools help labs streamline
their quality and regulatory processes. Whether you're working through document
control, CAPA tracking, or regulatory audits, LabLynx solutions are designed to
support a proactive, structured approach to compliance across your lab operations.

Achieving compliance is more than just meeting a checklist—it's about building a
resilient, future-ready lab that operates with transparency, accountability, and quality
at its core. With the right tools and systems in place, your lab can reduce risk, boost
operational confidence, and meet regulatory demands without sacrificing efficiency.
Whether you're preparing for your next inspection or strengthening your compliance
framework, this guide will give you the insights you need to move forward with clarity
and control.
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Clinical & Diagnostic Laboratories

Clinical and diagnostic laboratories play a vital role in modern healthcare by providing timely,
accurate data to guide patient diagnosis and treatment. Because these labs work directly
with human specimens and sensitive patient information, they must operate under a strict
regulatory framework. Compliance in this field is not just about meeting legal obligations—it's
essential for protecting patient safety, ensuring result accuracy, and maintaining trust with
healthcare providers and the public.

Laboratories in this space are expected to meet both national and international standards
that govern testing procedures, data management, equipment calibration, privacy, biosafety,
and more. Whether it's ensuring secure electronic records, maintaining proper sample
handling protocols, or preparing for audits and inspections, each regulation addresses a
specific aspect of laboratory quality and accountability. Understanding how each requirement
fits into the larger compliance picture is essential for labs that want to remain competitive and
audit-ready.

CLIA (Clinical Laboratory Improvement Amendments)

CLIA sets federal quality standards for all laboratories in the United States that test human
specimens for health assessment or diagnosis. It outlines requirements for personnel
qualifications, proficiency testing, quality assurance, and documentation, ensuring that labs
produce accurate, reliable, and timely results.

CAP (College of American Pathologists)

CAP accreditation is a peer-based program that goes beyond CLIA to provide a
comprehensive framework for laboratory quality and excellence. It includes detailed
checklists, inspections, and best practices that help labs continuously improve operations,
reduce errors, and stay ahead of regulatory expectations.

ISO 15189

ISO 15189 is an international standard that specifies quality management and competence
requirements for medical laboratories. It emphasizes a patient-focused approach, with clear
guidelines on process control, traceability, and continual improvement, making it especially
valuable for labs working in global or multi-site networks.

HIPAA (Health Insurance Portability and Accountability Act)

HIPAA is the U.S. law that protects sensitive patient health information. Labs must ensure that
all protected health information (PHI)—whether stored electronically or shared in reports—is
securely handled, accessed only by authorized personnel, and safeguarded against
breaches.



FDA 21CFRPart 11

This regulation governs the use of electronic records and electronic signatures in labs
regulated by the FDA. It ensures that digital data systems are secure, traceable, and
trustworthy, providing the same level of integrity and accountability as paper records in
regulated environments.

OSHA (Occupational Safety and Health Administration)

OSHA sets workplace safety standards to protect laboratory personnel from hazards such as
chemical exposure, infectious materials, and repetitive motion injuries. Compliance involves
proper training, use of personal protective equipment (PPE), and adherence to lab safety
protocols.

CDC Guidelines

The CDC provides biosafety recommendations for handling infectious agents in clinical labs
through resources like the Biosafety in Microbiological and Biomedical Laboratories (BMBL)
manual. These guidelines help labs minimize exposure risks, implement proper containment
strategies, and maintain a safe environment for staff and the public.




CLIA (Clinical Laboratory Improvement
Amendments)

The Clinical Laboratory Improvement Amendments (CLIA) establish federal quality standards
for all U.S. laboratories that test human specimens for health assessment, diagnosis, or
treatment. Administered by the Centers for Medicare & Medicaid Services (CMS) in
partnership with the FDA and CDC, CLIA ensures that laboratory results are accurate, reliable,
and timely—regardless of the lab's size or location. Laboratories are classified based on the
complexity of their testing (waived, moderate, or high complexity), with increasing regulatory
requirements at each level.

CLIA compliance centers on three main areas: personnel qualifications, quality control
procedures, and proficiency testing. Labs must ensure that testing personnel meet specific
education and training requirements. They must also implement rigorous quality control
protocols, document all test activities, and participate in approved proficiency testing
programs to verify result accuracy. Failure to meet these standards can result in fines, license
suspension, or loss of certification—making ongoing compliance a critical priority for clinical
and diagnostic labs.

How LabLynx Supports Compliance

Automated Quality Control Documentation

LabLynx helps labs standardize and record quality control processes with automated logging,
scheduled checks, and real-time data capture. This ensures compliance with CLIA's stringent
QC requirements while minimizing human error.

User Access and Personnel Tracking

Integrated role-based access controls and credential tracking features help labs enforce
personnel qualifications. The system can restrict test access based on certifications, ensuring
only authorized staff perform CLIA-defined procedures.

Audit Trails and Change Logs

Every action in the system is time-stamped and tracked, creating a complete audit trail. This
supports CLIA's emphasis on accountability and makes labs inspection-ready with full
transparency into test results, user actions, and revisions.

Standard Operating Procedure (SOP) Management

Version-controlled SOPs and testing protocols are stored directly in the system, ensuring that
staff always follow the most current procedures. Alerts and document review tools further
support SOP adherence and compliance consistency.



CAP (College of American Pathologists)

The College of American Pathologists (CAP) provides one of the most rigorous and respected
laboratory accreditation programs in the world. While CLIA sets the federal baseline for
laboratory quality, CAP accreditation goes several steps further, offering detailed checklists,
peer inspections, and continuous improvement standards. Participation in CAP's Laboratory
Accreditation Program is often voluntary but highly valued by clinical and diagnostic
laboratories seeking to demonstrate their commitment to excellence.

CAP's standards cover a wide range of operational areas, including test validation, specimen
handling, equipment maintenance, personnel qualifications, and quality management
systems. The program emphasizes both documentation and real-world application, with on-
site inspections conducted by fellow laboratory professionals. CAP updates its requirements
regularly to align with emerging technologies, regulatory changes, and industry best
practices. Maintaining compliance requires ongoing attention to detail and a system that
supports thorough documentation, audit readiness, and continuous quality improvement.

How LabLynx Supports Compliance

Checklist and Inspection Readiness Tools

LabLynx provides built-in tools to help labs align with CAP's extensive inspection checklists.
Labs can track readiness, assign responsibility, and monitor progress across all required
categories to stay fully prepared for peer inspections.

Documented Quality Management System

LabLynx supports the creation and maintenance of a robust quality management system with
modules for incident tracking, non-conformance reporting, and CAPA (Corrective and
Preventive Action) management—core components of CAP accreditation.

Test Validation and Method Tracking

Customizable LIMS and ELN workflows enable detailed tracking of test validation procedures,
including documentation of accuracy, precision, and reportable ranges, all in compliance with
CAP requirements.

Staff Competency and Continuing Education Records

With centralized personnel tracking, LabLynx allows labs to document qualifications,
certifications, and ongoing training for each employee. Alerts can be configured to notify
managers of expiring credentials or overdue competency assessments.



ISO 15189

ISO 15189 is the international standard that specifies the quality management and technical
competence requirements for medical laboratories. Developed by the International
Organization for Standardization (ISO), this standard is widely adopted by clinical labs around
the world seeking to demonstrate both operational excellence and the ability to consistently
produce valid results. Unlike many other regulatory frameworks, I1SO 15189 integrates both
quality system principles and technical requirements into a unified, lab-specific standard.

The standard emphasizes a patient-centered approach, focusing on the accuracy and
reliability of test results, traceability, process control, risk management, and continual
improvement. It requires labs to have documented procedures for everything from equipment
calibration to specimen handling, as well as strong internal audit and management review
processes. ISO 15189 is often pursued voluntarily but is a key requirement in many countries
for lab accreditation, especially for labs operating in international or multi-site contexts.
Achieving and maintaining compliance with ISO 15189 demonstrates a lab’'s commitment to
global best practices in quality and competence.

How LabLynx Supports Compliance

Integrated Quality and Technical Management

LabLynx offers tools to manage both the quality and technical aspects of lab operations in a
single platform, supporting ISO 15189's dual focus on system performance and result
accuracy.

Traceability and Chain of Custody Features

The system enables full traceability of specimens, reagents, instruments, and results.
Barcode tracking, chain of custody logs, and automated sample histories ensure complete
data integrity from intake to reporting.

Risk and Nonconformance Management

With built-in tools for documenting nonconformities, performing root cause analysis, and
managing corrective actions, LabLynx supports labs in addressing risk and fostering continual
improvement—core pillars of ISO 15189.

Internal Audit and Document Control Tools

LabLynx helps labs plan and track internal audits, maintain version-controlled documentation,
and schedule periodic reviews. This makes it easier to demonstrate a working quality
management system during accreditation reviews.



HIPAA (Health Insurance Portability and
Accountability Act)

HIPAA is a U.S. federal law enacted in 1996 to protect the privacy and security of individuals'
health information. For laboratories, especially those in clinical and diagnostic settings, HIPAA
compliance is critical when handling any form of Protected Health Information (PHI)—
including test results, patient demographics, billing data, and communications. The law
mandates both administrative and technical safeguards to ensure that PHI is accessed,
stored, and transmitted securely.

HIPAA's Privacy Rule governs how PHI can be used and shared, while the Security Rule sets
standards for protecting electronic PHI (ePHI) through access controls, encryption, audit
trails, and breach notification procedures. Non-compliance can result in substantial penalties,
reputational harm, and loss of trust with patients and healthcare partners. For labs that
manage data electronically or interact with healthcare providers, maintaining HIPAA
compliance is essential not just for legal reasons, but also for maintaining operational integrity
and client confidence.

How LabLynx Supports Compliance

Role-Based Access and Permission Controls

LabLynx allows granular control over who can view, edit, or transmit PHI, ensuring only
authorized personnel can access sensitive data in accordance with HIPAA's minimum
necessary access standard.

Secure Data Encryption and Storage

All electronic PHI stored within LabLynx platforms is protected through encryption at rest and
in transit. This helps prevent unauthorized access or data breaches across internal systems
and external integrations.

Comprehensive Audit Trails

LabLynx automatically logs user actions, access events, and system changes, creating a
complete audit trail that supports compliance and helps labs investigate potential breaches or
suspicious activity.

Integrated Breach Detection and Notifications

Custom alerts and system monitoring features allow labs to detect potential security
incidents early. Breach response tools help meet HIPAA's requirement for timely notification in
the event of unauthorized data access.



FDA 21CFRPart 11

21 CFR Part 11is a regulation issued by the U.S. Food and Drug Administration (FDA) that sets
the requirements for electronic records and electronic signatures in laboratories and other
regulated environments. It applies to any lab that submits data to the FDA—such as those in
pharmaceutical development, clinical trials, or medical device testing—and ensures that
electronic systems are trustworthy, secure, and equivalent to traditional paper records.

The regulation outlines specific criteria for system validation, data integrity, audit trails, secure
user access, and signature authentication. Part 11is not about how data is collected, but
rather how that data is stored, verified, and protected within digital systems. Compliance
ensures that electronic records can be relied on during regulatory inspections, product
submissions, or legal proceedings. Labs that fail to comply risk data rejection, delays in
product approvals, and potential enforcement actions from the FDA.

How LabLynx Supports Compliance

System Validation Support

LabLynx provides tools and documentation to support system validation, ensuring that
electronic records perform consistently and accurately. This helps labs meet FDA
requirements for validated software used in regulated workflows.

Secure Electronic Signatures

Electronic signatures in LabLynx are unique to each user, password-protected, and fully
traceable. Signature controls meet FDA standards and are linked to actions and records to
ensure authentication and accountability.

Tamper-Proof Audit Trails

All electronic records are paired with unalterable audit trails that log who accessed or
modified data, when changes occurred, and why. This ensures full traceability and
transparency, key principles of Part 11 compliance.

User Authentication and Access Controls

LabLynx supports multi-level user authentication and customizable role-based permissions to
prevent unauthorized access to regulated records or workflows. This secures the system and
ensures only qualified users can execute critical actions.



OSHA (Occupational Safety and Health
Administration)

The Occupational Safety and Health Administration (OSHA) establishes and enforces
workplace safety regulations to protect employees from hazards on the job. In laboratory
settings, OSHA regulations are especially important due to the presence of biological agents,
chemicals, sharps, and specialized equipment that can pose serious risks if not properly
managed. OSHA compliance is essential not only for legal adherence, but for creating a safe,
efficient, and sustainable work environment.

For laboratories, key OSHA standards include the Hazard Communication Standard (HCS),
the Bloodborne Pathogens Standard, the Laboratory Standard (29 CFR 1910.1450), and
Personal Protective Equipment (PPE) requirements. These rules mandate proper labeling,
training, exposure control plans, chemical hygiene programs, and documentation of incidents
and safety procedures. Labs must also maintain Safety Data Sheets (SDS), provide regular
employee training, and conduct risk assessments to remain in compliance. Failure to do so
can result in fines, employee harm, and reputational damage.

How LabLynx Supports Compliance

Chemical and Hazard Tracking Tools

LabLynx allows labs to digitally manage chemical inventories, including hazard classifications,
quantities, storage locations, and expiration dates. This supports OSHA's Hazard
Communication Standard and helps ensure safe handling.

Incident and Exposure Logging

The system includes modules for documenting workplace incidents, employee exposures,
near misses, and corrective actions. This ensures compliance with OSHA reporting
requirements and supports internal safety reviews.

Training and Certification Management

LabLynx tracks employee training records, certifications, and retraining schedules. Automated
alerts help ensure labs remain up to date on mandatory OSHA safety programs such as PPE
use and chemical hygiene.

Documented SOPs and Safety Data Sheets (SDS)

LabLynx enables version-controlled storage of SOPs and SDS documentation, making it easy
for staff to access critical safety information at any time. This promotes awareness and
preparedness across all lab personnel.



CDC Guidelines

The Centers for Disease Control and Prevention (CDC) provides critical guidance for
laboratory biosafety, particularly through its widely recognized publication, Biosafety in
Microbiological and Biomedical Laboratories (BMBL). These guidelines are a cornerstone for
laboratories handling infectious agents and hazardous biological materials, outlining best
practices for lab design, containment procedures, personal protective equipment, and risk
assessment. While not regulatory in nature, CDC guidelines are considered authoritative
standards in biosafety and are often referenced by accrediting bodies and government
agencies.

Labs that follow CDC guidelines demonstrate a strong commitment to safety and risk
mitigation. Key recommendations include defining biosafety levels (BSL-1through BSL-4),
implementing engineering controls such as biosafety cabinets, maintaining exposure control
plans, and providing ongoing staff training. Whether working with clinical samples,
environmental pathogens, or research organisms, adhering to CDC biosafety guidance helps
prevent laboratory-acquired infections, cross-contamination, and public health risks. For
many labs, especially those regulated by CLIA, CAP, or the NIH, compliance with CDC
guidelines is an essential component of overall operational integrity.

How LabLynx Supports Compliance

Biosafety Protocol Management

LabLynx allows labs to document and enforce biosafety protocols aligned with CDC
recommendations. From sample intake to waste disposal, workflows can be configured to
prompt required procedures and containment steps.

Biosafety Level (BSL) Assignment and Controls

Labs can assign BSL classifications to processes, rooms, or organisms, and configure system
alerts or restrictions based on those levels. This helps enforce appropriate procedures, PPE,
and safety controls for each biosafety tier.

Training and Exposure Control Documentation

LabLynx tracks staff biosafety training, exposure control participation, and competency
assessments. Automated alerts ensure that certifications and safety briefings are kept
current and auditable.

Incident Reporting and Risk Assessments

Built-in tools allow labs to log exposures, accidents, or safety violations and link them to root
cause analyses and CAPAs. Risk assessments can also be documented and reviewed as part
of a proactive biosafety culture.



Research & Academic Laboratories

Research and academic laboratories include everything from university departments to
private biotech research and development facilities. These labs operate at the forefront of
scientific discovery and often handle a wide range of materials, including recombinant DNA,
hazardous chemicals, live animals, and human subjects. This creates a complex compliance
environment where labs must follow strict guidelines for ethics, biosafety, and good
laboratory practices. While they may not always be subject to clinical regulations, these labs
still face high expectations for operational integrity and accountability.

Compliance in these settings is often driven by funding agency requirements, institutional
review processes, and national or international standards. Researchers must demonstrate
ethical handling of subjects, proper containment of biohazards, adherence to validated
methodologies, and accurate, reproducible documentation. Whether developing new
therapies, exploring genetic materials, or testing environmental chemicals, maintaining
compliance is critical for protecting research integrity, securing grants, and ensuring both
public and environmental safety.

NIH Guidelines for Research Involving Recombinant or Synthetic Nucleic Acid Molecules

These guidelines, issued by the National Institutes of Health, apply to research involving
genetic engineering and synthetic nucleic acids. Labs must form Institutional Biosafety
Committees (IBCs) and apply risk-based containment strategies to ensure safe handling and
prevent environmental exposure.

GLP (Good Laboratory Practice), 21 CFR Part 58 and OECD GLP

Good Laboratory Practice standards promote the reliability and integrity of non-clinical
research. Both the FDA's 21 CFR Part 58 and the OECD GLP guidelines define requirements
for study design, data recording, equipment maintenance, and documentation—especially for
labs submitting data to regulatory agencies.

IACUC and AAALAC

Labs conducting animal research must follow Institutional Animal Care and Use Committee
(IACUC) protocols and, when applicable, seek accreditation from the Association for
Assessment and Accreditation of Laboratory Animal Care (AAALAC). These frameworks
promote humane care, proper housing, and ethical study design.



EPA FIFRA GLP

Labs studying environmental chemicals or pesticides must comply with the EPA's Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA) GLP standards. These guidelines ensure
scientific rigor, reproducibility, and compliance with EPA reporting requirements for
environmental testing.

Biosafety in Microbiological and Biomedical Laboratories (BMBL), CDC and NIH

The BMBL is a foundational document for biosafety in labs handling infectious agents. It
defines biosafety levels, outlines containment protocols, and provides best practices for
facility design and personal protective equipment. These guidelines are commonly adopted
by academic and research institutions.

Institutional Review Board (IRB)

Any research involving human subjects must receive IRB approval. The IRB process ensures
ethical study design, informed consent, and protection of participant rights in accordance
with federal requirements such as the Common Rule.



NIH Guidelines for Research Involving
Recombinant or Synthetic Nucleic Acid Molecules

The NIH Guidelines outline the standards for safe and ethical research involving recombinant
and synthetic nucleic acid molecules. These guidelines apply to any institution that receives
NIH funding for research in this area, but they are widely adopted by academic, government,
and private research labs regardless of funding source. The purpose of the guidelines is to
ensure responsible conduct in molecular biology research, protect lab personnel and the
public, and prevent unintended environmental release of genetically modified materials.

Key provisions of the NIH Guidelines include the formation of an Institutional Biosafety
Committee (IBC) to oversee relevant research activities, a requirement for risk assessments
of proposed experiments, and the implementation of appropriate biosafety levels for
containment. The guidelines also specify training requirements, reporting obligations for
accidents or noncompliance, and approval processes for higher-risk experiments. While the
guidelines are not legally binding for all institutions, adherence is considered a best practice
and is often a prerequisite for funding or collaboration.

How LabLynx Supports Compliance

Institutional Biosafety Committee Documentation

LabLynx provides tools to track IBC membership, meeting notes, approvals, and review
schedules. This ensures transparency and centralized oversight of projects involving
recombinant or synthetic nucleic acids.

Experiment Registration and Risk Assessment

Labs can log proposed research projects, classify them by risk level, and attach
corresponding risk assessments and containment procedures. This helps meet NIH
expectations for documentation and review before experiments begin.

Biosafety Level Assignment and Workflow Controls

LabLynx allows labs to define biosafety levels and associate them with specific rooms,
protocols, or organisms. Workflows can include checks that prompt appropriate containment
measures and enforce biosafety compliance.

Incident Reporting and Compliance Monitoring

Built-in reporting tools allow staff to log laboratory incidents, near misses, or protocol
deviations. Linked corrective actions and audit trails support institutional reporting obligations
and promote continuous improvement.



GLP (Good Laboratory Practice)

Good Laboratory Practice (GLP) is a set of principles that ensures the quality, integrity, and
reliability of non-clinical laboratory studies used to support research and regulatory
submissions. Originally developed by the U.S. Food and Drug Administration (FDA) under 21
CFR Part 58 and adopted internationally through the OECD GLP framework, these standards
apply to preclinical testing of pharmaceuticals, chemicals, pesticides, and other substances.
GLP is not about how research is conducted scientifically but about how it is documented,
controlled, and reported to ensure data can be trusted by regulators and sponsors.

GLP compliance requires clearly defined study protocols, validated methods, trained
personnel, proper equipment maintenance, and thorough documentation of all activities.
Facilities must maintain an organizational structure that separates scientific conduct from
quality assurance, and all raw data, samples, and final reports must be archived and
auditable. Whether regulated by the FDA, EPA, or international agencies, laboratories that
operate under GLP must demonstrate full transparency, accountability, and reproducibility
across the entire lifecycle of a study.

How LabLynx Supports Compliance

Study Planning and Protocol Management

LabLynx enables structured study design with version-controlled protocols, scheduled
milestones, and role-based task assignments. This ensures that GLP studies are consistently
planned and executed according to approved procedures.

Controlled Data Capture and Audit Trails

All data entries in LabLynx are time-stamped and traceable, preserving raw data integrity and
supporting FDA and OECD requirements. Automated audit trails document every change to
maintain full transparency and compliance.

Equipment Calibration and Maintenance Logs

LabLynx includes tools to track instrument calibrations, maintenance events, and validation
records. This helps labs demonstrate that all equipment used in studies is functioning
properly and within required tolerances.

Personnel Qualifications and Role Assighments

Training records, certifications, and assigned roles can be managed within the system to
ensure that only qualified personnel participate in GLP-regulated studies. Automated alerts
help labs stay on top of retraining and documentation requirements.



IACUC / AAALAC

Laboratories that conduct research involving animals must adhere to rigorous ethical and
regulatory standards to ensure humane treatment and scientific integrity. The Institutional
Animal Care and Use Commiittee (IACUC) is a federally mandated oversight body
responsible for reviewing and approving all animal research protocols at institutions in the
United States. IACUC compliance is required by the Animal Welfare Act and Public Health
Service Policy, and applies to any research facility receiving federal funding or conducting
regulated animal studies.

In addition to IACUC oversight, many institutions pursue voluntary accreditation through
AAALAC International (Association for Assessment and Accreditation of Laboratory Animal
Care). AAALAC accreditation demonstrates a lab's commitment to the highest standards of
animal welfare, often exceeding minimum regulatory requirements. Together, IACUC and
AAALAC help ensure that animal studies are ethically justified, scientifically necessary, and
conducted using methods that minimize pain and distress. Compliance includes detailed
protocol reviews, facility inspections, training documentation, and continuous monitoring of
animal care practices.

How LabLynx Supports Compliance

Protocol Submission and Review Tracking

LabLynx provides digital tools to manage animal research protocols, track IACUC review
timelines, and log approvals or required modifications. This ensures transparent and auditable
oversight of all study activities.

Animal Use Logs and Study Records

Each animal or group can be tracked throughout the course of a study. Logs can include
procedures performed, dosages, health observations, and endpoint criteria, supporting both
internal tracking and external reporting requirements.

Personnel Training and Certification Management

LabLynx helps document training and qualifications for all personnel involved in animal
research. Automatic reminders can notify staff and administrators when retraining or
certifications are due to maintain ongoing compliance.

Facility and Housing Monitoring

Environmental monitoring records, housing conditions, and sanitation schedules can be
managed within LabLynx. This supports facility inspections and helps demonstrate
adherence to AAALAC's care and housing standards.



EPA FIFRA GLP (Federal Insecticide,
Fungicide, and Rodenticide Act)

The Environmental Protection Agency (EPA) enforces Good Laboratory Practice (GLP)
standards under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) for
laboratories conducting studies that support the registration of pesticides and other
regulated chemical substances. These regulations ensure that the data submitted to the EPA
is scientifically valid, consistent, and trustworthy for use in environmental risk assessments,
product approvals, and labeling decisions.

EPA FIFRA GLP requirements mirror many principles found in FDA and OECD GLP guidelines
but focus specifically on environmental testing, such as studies on toxicity, residue analysis,
and environmental fate. Compliance includes maintaining a formal study protocol, archiving
raw data, validating analytical methods, tracking sample chain of custody, and implementing
a separate quality assurance unit (QAU). Labs that do not meet these standards may face
data rejection or enforcement action, making meticulous recordkeeping and process control
essential.

How LabLynx Supports Compliance

Protocol and Study Management

LabLynx enables labs to create, revise, and manage study protocols with clearly defined
roles, timelines, and objectives. Version control ensures that any changes are fully
documented, supporting EPA requirements for transparency.

Sample Tracking and Chain of Custody

Samples can be barcoded and tracked throughout their lifecycle, from collection and storage
to testing and disposal. Chain-of-custody logs provide time-stamped documentation of every
transfer or action taken.

Raw Data Integrity and Audit Trails

All raw data is recorded in a secure and structured format, with built-in audit trails that
capture who accessed, entered, or modified data. This ensures traceability and full
compliance with EPA's documentation standards.

Quality Assurance and Corrective Action Tools

Dedicated QA modules allow quality teams to perform independent audits, log findings, and
manage corrective or preventive actions. This supports the GLP requirement for an
operationally distinct Quality Assurance Unit.



Biosafety in Microbiological and Biomedical
Laboratories (BMBL)

The Biosafety in Microbiological and Biomedical Laboratories (BMBL) manual, developed
by the CDC and NIH, serves as the foundational reference for biosafety practices in
laboratories handling infectious agents or biological hazards. While not a regulatory
document, the BMBL is widely adopted by academic, clinical, and research laboratories as
the standard for implementing effective biosafety programs. It is frequently cited in funding
requirements, institutional safety policies, and accreditation criteria.

The BMBL outlines recommended practices for containment, laboratory design, risk
assessment, and the proper use of personal protective equipment (PPE). One of its core
features is the definition of Biosafety Levels (BSL 1through BSL 4), each with specific
controls based on the risk posed by the agent or procedure. In addition to addressing routine
biosafety protocols, the BMBL also covers emergency response, training, sharps safety, and
waste management. By following its guidance, labs can minimize occupational exposure,
prevent cross-contamination, and ensure the safe handling of biological agents in both
clinical and research settings.

How LabLynx Supports Compliance

Biosafety Level Assignment and Enforcement

LabLynx allows administrators to assign biosafety levels to lab spaces, organisms, or
experiments. System rules and alerts can enforce BSL-specific procedures, PPE use, and
access restrictions based on containment requirements.

Procedure and SOP Documentation

All biosafety-related procedures and standard operating protocols can be stored in a
centralized, version-controlled repository. Staff can access the most current protocols,
helping ensure alignment with BMBL recommendations.

Training and Competency Records

LabLynx tracks biosafety training, certifications, and periodic refresher sessions for all lab
personnel. Reminders and audit logs support institutional efforts to ensure everyone working
with biohazards is qualified and current.

Incident Logging and Exposure Reporting

The system includes tools for reporting biosafety incidents, accidental exposures, or near
misses. Each report can be linked to follow-up actions, investigations, and any necessary
changes to protocols or containment practices.



Institutional Review Board (IRB)

An Institutional Review Board (IRB) is a federally mandated ethics committee responsible for
reviewing and approving research involving human participants. Its primary purpose is to
ensure that studies are designed and conducted in a way that protects the rights, safety, and
well-being of participants. IRB oversight is required for any research funded or regulated by
the U.S. Department of Health and Human Services (HHS), and it is widely used across
academic, healthcare, and private research organizations.

IRB compliance involves rigorous documentation of informed consent, risk-benefit analysis,
privacy safeguards, and ongoing study monitoring. Researchers must submit protocols,
consent forms, recruitment materials, and progress reports for review. The IRB ensures that
each study meets the ethical standards outlined in the Common Rule (45 CFR 46) and, when
applicable, complies with additional protections for vulnerable populations such as children or
prisoners. Maintaining IRB approval is essential for lawful and ethical human subjects research
and for continued funding and publication.

How LabLynx Supports Compliance

Protocol Submission and Review Tracking

LabLynx allows researchers to submit IRB protocols, amendments, and annual renewals for
internal tracking and review status updates. This helps ensure studies remain in active
compliance with IRB requirements.

Informed Consent Documentation

Digital storage of signed consent forms, consent version control, and secure access
permissions allow labs to document participant authorization accurately and ensure
compliance with consent regulations.

Study Audit Trails and Reporting Logs

Time-stamped logs track all changes to research protocols, participant data, and study
documentation. This audit functionality supports transparency during IRB audits or sponsor
reviews.

Participant Privacy and Data Security Tools

LabLynx includes access controls and data encryption options to protect personal
information in accordance with privacy standards such as HIPAA and the Common Rule's
confidentiality requirements.



Environmental Testing Laboratories

Environmental testing laboratories play a critical role in monitoring and protecting public
health, natural resources, and regulatory compliance. These labs analyze samples such as
water, soil, air, and hazardous waste to detect contaminants, assess safety, and support
government and industry standards. Whether operated by state agencies, utility companies,
or private organizations, environmental labs must follow rigorous scientific procedures while
adhering to multiple layers of federal, state, and international regulations.

Compliance in environmental labs ensures that results are scientifically valid, traceable, and
accepted by regulatory bodies like the EPA. Standards are often focused on method
validation, laboratory accreditation, quality assurance, and defensible reporting. With
requirements differing across jurisdictions and testing types, labs must maintain detailed
documentation, validated processes, and audit-ready systems. Meeting these expectations is
not only essential for legal and contractual purposes—it's fundamental to environmental
stewardship and public trust.

NELAC/NELAP (National Environmental Laboratory Accreditation Program)

The NELAC Institute oversees NELAP, a national program for accrediting environmental
laboratories. It provides standardized requirements across states for personnel qualifications,
method validation, proficiency testing, and quality systems. NELAP accreditation ensures labs
produce defensible data accepted across multiple jurisdictions.

EPA Methods and QA/QC Guidelines

Environmental labs must follow EPA-approved analytical methods specific to sample types
and contaminants. These include detailed instructions for preparation, detection limits,
instrumentation, and reporting. EPA QA/QC (Quality Assurance and Quality Control) guidelines
ensure labs maintain method accuracy, consistency, and reproducibility.

ISO/IEC 17025

This international standard defines general requirements for the competence of testing and
calibration laboratories. It covers all aspects of lab operation, from staff qualifications and
method validation to equipment calibration and data traceability. ISO/IEC 17025 is often
required for labs serving global markets or regulated industries.



State-Specific Environmental Agency Requirements

Many states, such as California, have their own environmental lab certification programs (e.g.,
California ELAP) that must be met in addition to national standards. These often include
unique reporting formats, documentation rules, and additional testing requirements based on
local regulations.

Resource Conservation and Recovery Act (RCRA)

RCRA governs the handling, treatment, and analysis of hazardous waste in the United States.
Labs performing waste characterization must comply with EPA's RCRA rules, including
documentation of proper sample collection, storage, analysis, and disposal procedures.



NELAC/NELAP (National Environmental
Laboratory Accreditation Program)

The National Environmental Laboratory Accreditation Program (NELAP) is the primary
system for accrediting environmental testing laboratories in the United States. It is managed
by The NELAC Institute (TNI) and adopted by many state and federal agencies to ensure
consistent, high-quality data across environmental monitoring programs. NELAP establishes a
standardized set of requirements for laboratory accreditation, including technical procedures,
personnel qualifications, quality management systems, and proficiency testing.

NELAP is based on the TNI Standards, which are rooted in ISO/IEC 17025 but expanded to
address the specific needs of environmental labs. Accreditation bodies recognized by NELAP
assess laboratories through document reviews and on-site audits to verify that labs are
capable of producing scientifically valid and defensible data. Laboratories accredited under
NELAP are trusted by regulators and clients for their ability to meet stringent QA/QC protocols
and maintain regulatory readiness across a wide range of environmental testing scopes.

How LabLynx Supports Compliance

Integrated Quality Management System (QMS)

LabLynx provides a comprehensive digital quality system that supports NELAP's
requirements, including SOP management, document control, corrective actions, and internal
audits—all in one centralized platform.

Proficiency Testing Tracking and Reporting

LabLynx enables labs to log, review, and track results from required proficiency testing
programs. Historical records and performance summaries help demonstrate ongoing
compliance and identify areas for improvement.

Personnel Qualifications and Role Documentation

The platform maintains records for staff training, certifications, and technical roles. Alerts can
notify labs when retraining or qualification updates are due, supporting NELAP's requirement
for documented personnel competency.

Method and Instrument Validation Records

LabLynx allows for detailed tracking of method validation activities, instrument calibrations,
and maintenance schedules. This ensures that every test method is supported by
documented accuracy, precision, and traceability.



EPA Methods and QA/QC Guidelines

Environmental laboratories conducting regulatory testing in the United States must follow
EPA-approved analytical methods that define how samples are collected, prepared, analyzed,
and reported. These methods are developed to ensure the accuracy, reproducibility, and
defensibility of data used in environmental decision-making. Whether testing drinking water,
soil, air, or hazardous waste, labs must adhere strictly to the methods outlined by the U.S.
Environmental Protection Agency (EPA) to ensure their results are accepted by state and
federal agencies.

In addition to using prescribed methods, laboratories are expected to implement
comprehensive Quality Assurance and Quality Control (QA/QC) procedures. These include
running blanks, duplicates, spikes, and calibration checks to monitor performance and
identify potential sources of error. EPA QA/QC guidelines are documented in various agency
publications such as the EPA Quality System (EPA QA/R-5) and SW-846 for hazardous waste
analysis. Failure to follow these procedures can result in data rejection, regulatory penalties,
or compromised public health decisions.

How LabLynx Supports Compliance

Method Standardization and Enforcement

LabLynx allows labs to configure EPA-approved methods directly into their workflows,
ensuring consistency across analysts and sample runs. System validations help ensure that
only authorized methods are used for specific sample types.

Automated QA/QC Checks and Flags

The platform can automatically track QC samples such as method blanks, matrix spikes, and
duplicates. Alerts can flag out-of-spec results, prompting corrective actions before data is
reported or submitted.

Instrument Calibration and Performance Logs

LabLynx helps labs maintain calibration records, instrument certifications, and performance
checks in alignment with EPA method requirements. This supports defensible data and
prevents invalid results due to equipment issues.

Sample Handling and Chain of Custody Tracking

EPA methods require strict adherence to sample preservation, holding times, and handling
procedures. LablLynx tracks each step from sample collection to final report, ensuring full
traceability and compliance.



ISO/IEC 17025

ISO/IEC 17025 is the internationally recognized standard for the competence of testing and
calibration laboratories. It applies to any lab that wants to demonstrate technical competence
and the ability to produce valid, reliable results. The standard covers both management
system requirements and technical requirements, including personnel qualifications, method
validation, equipment calibration, data traceability, and continual improvement. ISO/IEC 17025
is applicable across industries—environmental, pharmaceutical, food, materials testing, and
more—and is often required for contract work, international recognition, and regulatory
submissions.

What sets ISO/IEC 17025 apart is its focus on the entire laboratory process, not just the test
result. Labs must demonstrate consistent control over sample handling, test methods,
equipment maintenance, data integrity, and reporting. Accreditation to ISO/IEC 17025 involves
rigorous assessments by third-party bodies to ensure compliance with the standard.
Maintaining accreditation requires continuous documentation, internal audits, and proof that
the lab operates with impartiality and integrity. For environmental labs especially, ISO/IEC
17025 often works in conjunction with NELAC, EPA, or state-specific requirements.

How LabLynx Supports Compliance

Quality System and Document Control

LabLynx provides version-controlled SOPs, policies, and quality manuals in a centralized
repository. This helps labs implement and maintain the documented management system
required under ISO/IEC 17025.

Competency and Training Records

Track staff qualifications, training history, and competency assessments directly within the
system. Automated reminders ensure personnel remain qualified for the methods and
instruments they use.

Method Validation and Equipment Traceability

LabLynx supports the full documentation of method validation studies, as well as
maintenance and calibration records for all laboratory instruments. These logs ensure that
results are based on validated and traceable methods.

Internal Audit and Nonconformance Management

Audit scheduling, findings tracking, and corrective action tools allow labs to carry out
continuous improvement activities as required by the standard. Labs can assign tasks, track
resolution, and retain a full audit history.



State-Specific Environmental Agency
Requirements

While national standards like NELAP and ISO/IEC 17025 provide a strong foundation for
environmental lab operations, many U.S. states have their own certification and accreditation
programs that labs must meet to operate within their jurisdiction. These state-specific
requirements are often overseen by environmental or public health departments and may
introduce additional criteria related to approved methods, reporting formats, audit
procedures, and operational documentation.

One prominent example is California’s Environmental Laboratory Accreditation Program
(ELAP), which requires labs to follow specific method lists, maintain rigorous data integrity
practices, and report in state-defined formats. Other states may require additional QA/QC
elements, state-specific training, or the use of localized regulatory limits. Failing to meet a
state's unique requirements can result in loss of accreditation, delayed approvals, or exclusion
from government contracts. For labs working across state lines, maintaining clear compliance
with multiple agency frameworks can be complex and demanding.

How LabLynx Supports Compliance

Custom Method and Parameter Configuration

LabLynx allows labs to configure state-specific test methods and regulatory limits based on
jurisdiction. This ensures that all testing and calculations align with local agency expectations.
Regulatory Report Format Templates

The platform supports customizable reporting formats to match state-required templates.
Whether it's California ELAP or another state's submission structure, LabLynx enables easy
export and validation before submission.

Audit and Inspection Preparation Tools

LabLynx helps labs prepare for state-level inspections by maintaining clear audit trails,
document version histories, and digital access to compliance documentation required during
on-site reviews.

Multi-Jurisdiction Sample Management

For labs operating in multiple states, LabLynx enables tagging of samples and workflows by
location or jurisdiction. This ensures that appropriate methods, QA/QC protocols, and
reporting rules are automatically applied.



RCRA (Resource Conservation and
Recovery Act)

The Resource Conservation and Recovery Act (RCRA) is a U.S. federal law that governs the
generation, handling, treatment, and disposal of hazardous waste. For laboratories—
particularly those involved in environmental testing, chemical analysis, or waste
characterization—RCRA establishes strict standards to ensure that hazardous waste is
managed safely and responsibly throughout its entire lifecycle. Labs that analyze waste
samples or generate hazardous waste as part of testing activities must understand and
comply with RCRA requirements to avoid legal penalties and environmental risks.

RCRA compliance for laboratories includes accurate sample classification, proper
documentation of waste characteristics, adherence to waste handling protocols, and
compliance with EPA test methods specified in SW-846. Labs must also maintain detailed
records of waste analysis results, container labeling, storage timelines, and manifests.
Facilities generating waste are classified as small or large quantity generators, each with its
own set of compliance thresholds and documentation responsibilities. Maintaining full
traceability and defensible data is essential for passing audits and supporting regulatory
reporting obligations under RCRA.

How LabLynx Supports Compliance

Hazardous Waste Sample Logging and Classification

LabLynx enables labs to log and track waste samples, including their origin, classification, and
associated analytical methods. This supports accurate identification of waste according to
RCRA criteria.

EPA SW-846 Method Integration

The platform supports configuration of EPA SW-846 methods, ensuring standardized testing
procedures for hazardous waste characterization. Labs can automate calculations and ensure
proper method selection for each sample type.

Chain of Custody and Container Tracking

LabLynx maintains full chain-of-custody records for all waste samples, including transfer logs
and container details. This helps ensure that hazardous materials are stored, transported, and
analyzed in compliance with EPA regulations.

Regulatory Recordkeeping and Retention

The system archives all test results, reports, manifests, and compliance documentation in a
secure, searchable environment. Time-stamped audit trails ensure records are defensible
during EPA inspections or legal reviews.



Pharmaceutical & Biotech Laboratories

Pharmaceutical and biotechnology laboratories play a central role in drug discovery,
development, manufacturing, and quality control. These labs must meet some of the most
rigorous regulatory and documentation standards in the world to ensure the safety, efficacy,
and consistency of medical products. Whether conducting early-stage research, producing
clinical trial materials, or performing stability testing, every step of the process must be
carefully validated, traceable, and audit-ready.

Compliance in this space requires alignment with global Good Practices (GxP), harmonized
guidelines, and strict national regulations. Laboratories must manage everything from
validated analytical methods and data integrity to equipment calibration and secure electronic
records. Regulatory agencies like the FDA, EMA, and WHO demand clear documentation and
robust quality systems. In such a high-stakes environment, regulatory readiness is more than
a box to check—it is essential for product approval, market access, and patient safety.

GxP (GLP, GMP, GCP)

GxP encompasses Good Laboratory Practice, Good Manufacturing Practice, and Good
Clinical Practice. These standards guide how pharmaceutical labs handle research,
production, and clinical trial data. Compliance ensures data integrity, product consistency,
and ethical handling of clinical data.

ICH Guidelines (e.g., Q7, Q10, M4)

The International Council for Harmonisation (ICH) provides globally harmonized guidelines for
pharmaceutical quality, safety, and efficacy. Key documents like Q7 (GMP for APIs), Q10
(Pharmaceutical Quality System), and M4 (submission structure) help streamline compliance
across regions.

FDA 21CFR Parts 210, 211, 11

These regulations from the U.S. Food and Drug Administration set current Good
Manufacturing Practice (cGMP) requirements (Parts 210 and 211) and define how electronic
records and signatures must be managed (Part 11). Compliance ensures product quality and
regulatory acceptance.

USP (United States Pharmacopeia) Standards

USP publishes public standards for the identity, strength, quality, and purity of drugs and raw
materials. Labs rely on USP monographs, reference standards, and testing protocols as part
of their quality control and validation processes.



EMA/EU GMP

European Union GMP guidelines, enforced by the European Medicines Agency (EMA), align
closely with ICH and FDA frameworks. Labs serving global markets must ensure compliance
with both U.S. and EU standards to maintain market access.

ISO 17025 & 1SO 9001

ISO 17025 ensures testing and calibration labs are technically competent and produce valid
results. ISO 9001 focuses on quality management systems and continual improvement. Many
pharma labs adopt both to reinforce operational excellence.



GxP (Good Laboratory, Manufacturing, and
Clinical Practices)

GxP refers to a collection of “Good Practice” quality guidelines and regulations intended to
ensure that products in the pharmaceutical, biotechnology, and life sciences industries are
safe, effective, and consistently manufactured. The “x" in GxP is a placeholder for specific
practices, most commonly GLP (Good Laboratory Practice), GMP (Good Manufacturing
Practice), and GCP (Good Clinical Practice). These frameworks govern how data is
generated, how processes are executed, and how quality is managed from discovery to
production to clinical use.

Each component of GxP serves a different stage in the product lifecycle. GLP focuses on
non-clinical laboratory research, ensuring that studies are scientifically valid and well-
documented. GMP governs manufacturing processes, requiring validated procedures,
equipment controls, and quality assurance systems to ensure product consistency and
safety. GCP applies to clinical trials, protecting human subjects and ensuring data integrity in
studies used to support regulatory submissions. Together, GxP standards form the foundation
of compliance for pharmaceutical and biotech organizations and are enforced by regulatory
bodies such as the FDA, EMA, and WHO.

How LabLynx Supports Compliance

Audit-Ready Recordkeeping and Data Integrity

LabLynx maintains time-stamped audit trails, secure electronic signatures, and traceable data
entries to meet GLP, GMP, and GCP expectations. This ensures data is complete, accurate,
and tamper-proof across all regulated workflows.

Validated Workflow Controls

The system supports the creation and validation of standard operating procedures (SOPs),
analytical methods, and manufacturing processes. Built-in controls help enforce consistency
and reduce risk during regulated activities.

Training and Qualification Management

LabLynx tracks personnel roles, training certifications, and competency assessments to
ensure that only qualified staff perform tasks in compliance with GxP guidelines. Automatic
alerts flag expired or overdue training.

Equipment and Facility Monitoring

Maintain calibration schedules, equipment logs, and environmental monitoring data in a
centralized system. LabLynx helps ensure that instruments and facilities meet GxP
expectations for validated, controlled conditions.



FDA 21CFR Parts 210 and 211

21 CFR Parts 210 and 211 are U.S. Food and Drug Administration (FDA) regulations that define
the Current Good Manufacturing Practice (cGMP) requirements for drug manufacturers.
Part 210 outlines the general provisions for manufacturing, processing, and packing of drug
products, while Part 211 provides specific requirements for the finished product. These rules
ensure that pharmaceutical products are consistently produced and controlled to meet
quality standards appropriate for their intended use.

Compliance with these regulations is mandatory for any laboratory or facility involved in drug
production within the United States or supplying products to the U.S. market. Key elements
include proper documentation of processes, validated equipment and methods,
environmental controls, accurate labeling, and thorough testing of raw materials and finished
products. A critical focus of cGMP is data integrity—ensuring that records are complete,
consistent, and accurate at every stage of manufacturing. Violations can lead to FDA warning
letters, product recalls, import bans, or legal action.

How LabLynx Supports Compliance

Batch Record Management and Lot Traceability

LabLynx enables electronic batch record creation with automated data capture and full
traceability of raw materials, intermediates, and finished goods. Each lot is linked to its full
production history for audit and recall readiness.

Process Validation and Documentation

The system supports documentation of process validations, cleaning procedures, and
equipment qualification. This ensures labs can demonstrate repeatability, consistency, and
control in their manufacturing workflows.

Environmental and Equipment Monitoring Logs

LabLynx allows for continuous recording of equipment status, calibration, and environmental
conditions such as temperature and humidity. Alerts help ensure deviations are addressed
before affecting product quality.

Change Control and Deviation Reporting

Integrated change management tools document any changes to processes, equipment, or
materials. Linked deviation logs and CAPA workflows help lalbs maintain control and resolve
issues in line with FDA expectations.



USP (United States Pharmacopeia)
Standards

The United States Pharmacopeia (USP) sets public quality standards for the identity,
strength, purity, and consistency of medications, dietary supplements, and raw
pharmaceutical ingredients. These standards are enforceable by the U.S. Food and Drug
Administration (FDA) and serve as a foundational reference for laboratories involved in
pharmaceutical manufacturing, quality control, research, and regulatory submissions.
Compliance with USP standards ensures that products are safe for consumers and perform
as intended.

USP publishes detailed monographs and general chapters that define test methods,
reference materials, acceptance criteria, and handling procedures for thousands of
substances and formulations. Laboratories must follow these methods for analytical testing,
validation, and stability studies unless an alternative has been validated and approved. In
addition to chemical testing, USP provides standards for microbiology, dissolution, packaging,
and more. Keeping up with updates to USP chapters and ensuring lab practices align with
current standards is essential for regulatory compliance and product quality.

How LabLynx Supports Compliance

Standardized Method Management

LabLynx allows labs to store and implement USP methods directly within the system,
ensuring consistency in testing and documentation across batches and analysts.
Reference Standard and Reagent Tracking

Track lot numbers, expiration dates, and usage of USP reference standards and reagents to
maintain compliance with documentation and quality control requirements.

Real-Time Validation and Result Review

The platform supports automated data checks, result validation, and review workflows. Out-
of-specification results can be flagged immediately, helping labs comply with USP’s rigorous
testing expectations.

Stability Study Management

LabLynx provides tools to manage long-term and accelerated stability studies in line with USP
requirements. Labs can schedule pulls, log environmental conditions, and generate reports
for regulatory submission.



EMA / EU GMP (European Union Good
Manufacturing Practice)

EU Good Manufacturing Practice (GMP) guidelines, enforced by the European Medicines
Agency (EMA), set the quality standards for the manufacture and testing of medicinal
products in the European Union. These regulations ensure that pharmaceutical products are
consistently produced and controlled according to quality standards appropriate for their
intended use. While closely aligned with FDA GMP rules, the EU GMP framework includes
additional expectations around data integrity, quality risk management, and product release
procedures that labs must understand and apply.

EU GMP compliance is mandatory for pharmaceutical labs operating in or supplying to the EU
market. It applies to drug substance manufacturing, finished product production, packaging,
and quality control testing. The EMA's GMP guidelines are organized into detailed chapters
and annexes, covering areas such as validation, materials management, premises,
documentation, and computerized systems. Adherence is critical for market authorization,
continued product distribution, and passing inspections from EU regulatory authorities.

How LabLynx Supports Compliance

Modular Documentation and SOP Management

LabLynx enables centralized storage and version control of SOPs, GMP manuals, validation
protocols, and annexes. This ensures documentation is always accessible, up to date, and
compliant with EU GMP expectations.

Batch Release and Certificate of Analysis Generation

LabLynx supports electronic batch record management with automated tracking of release
criteria, test results, and approval workflows. Labs can generate compliant Certificates of
Analysis (CoAs) aligned with EU submission requirements.

Computerized System Validation (CSV) Support

EU GMP Annex 11 outlines specific controls for computerized systems. LabLynx offers
validation documentation, audit trails, user access controls, and system testing tools to
support full CSV compliance.

Change Control and Deviation Tracking

Integrated modules for logging changes, recording deviations, and linking CAPAs help labs
demonstrate quality oversight and continuous improvement, as required by EU GMP Chapters
Tand 8.



ISO 17025 & ISO 9001

ISO/IEC 17025 and ISO 9001 are two of the most widely recognized international standards for
laboratory and quality management. While they serve different purposes, they are often
implemented together in pharmaceutical and biotech laboratories to demonstrate both
technical competence and overall quality assurance. ISO 17025 focuses specifically on the
ability of testing and calibration laboratories to produce valid and reliable results, while ISO
9001 provides a broader framework for quality management systems across any organization
or industry.

For pharmaceutical and biotech labs, ISO 17025 supports compliance with regulatory
requirements by ensuring robust method validation, equipment control, and result traceability.
ISO 9001 emphasizes continuous improvement, customer satisfaction, and risk-based
thinking—factors that are increasingly important in global pharmaceutical supply chains.
Together, these standards help labs demonstrate credibility to clients, regulatory bodies, and
partners while improving internal operations and minimizing the risk of errors or
noncompliance.

How LabLynx Supports Compliance

Integrated Quality Management System (QMS)

LabLynx provides a centralized environment for managing SOPs, quality manuals,
nonconformance records, audits, and corrective actions. This helps labs meet documentation
and continual improvement expectations under both standards.

Method Validation and Equipment Qualification

The platform supports full documentation of method validations and equipment qualifications.
Calibration schedules, performance checks, and maintenance logs are stored securely and
can be retrieved for audits.

Personnel Competency and Training Logs

Track staff training, certifications, and roles within LabLynx to ensure compliance with ISO
17025's personnel requirements and ISO 9001's commitment to organizational knowledge and
awareness.

Internal Audit and Management Review Tools

LabLynx includes tools to schedule, document, and track internal audits and management
reviews—core requirements for both ISO standards. Linked actions and findings can be used
to support quality improvement initiatives.



Food & Beverage Testing Laboratories

Food and beverage testing laboratories play a vital role in protecting public health and
maintaining trust across the global food supply chain. These labs are responsible for
detecting contaminants, verifying nutritional content, identifying allergens, and supporting
quality control efforts from farm to shelf. Whether serving manufacturers, regulators, or
retailers, food labs must deliver fast, accurate, and defensible results in compliance with
evolving food safety standards and customer requirements.

To achieve this, food testing labs must align with a complex regulatory landscape that spans
both government and private-sector expectations. From U.S. mandates like the Food Safety
Modernization Act (FSMA) to internationally recognized frameworks such as ISO 17025,
HACCP, and GFSI certification schemes, laboratories must manage validated testing
methods, detailed documentation, and strict traceability across all operations. Compliance
ensures that food products are not only safe and legal, but also meet the demands of
increasingly quality-conscious consumers and global markets.

FSMA (Food Safety Modernization Act)

FSMA is a U.S. law focused on preventive controls and proactive risk management in the food
industry. It requires food labs to follow scientifically valid methods, maintain records, and
support manufacturers' preventive control programs for food safety.

ISO 17025

This international standard ensures that laboratories conducting food and beverage testing
are technically competent and operate under a quality management system. It covers
method validation, equipment calibration, data integrity, and staff qualifications.

FDA and USDA Regulations

Labs conducting animal research must follow Institutional Animal Care and Use Committee
(IACUC) protocols and, when applicable, seek accreditation from the Association for
Assessment and Accreditation of Laboratory Animal Care (AAALAC). These frameworks
promote humane care, proper housing, and ethical study design.

HACCP (Hazard Analysis and Critical Control Point)

HACCP is a systematic approach to identifying and controlling potential hazards in food
production. Labs support HACCP programs by verifying critical control points and testing for
contaminants at key stages of the food processing cycle.



AOAC International Standards

AOAC develops and approves validated testing methods for food, beverages, and
supplements. These methods are widely used by labs to ensure accuracy and regulatory
acceptance of analytical results.

GFSI Schemes (e.g., SQF, BRCGS)

The Global Food Safety Initiative (GFSI) recognizes several certification schemes such as
Safe Quality Food (SQF) and BRCGS. Laboratories supporting certified facilities must
demonstrate compliance with additional quality, traceability, and audit requirements.



FSMA (Food Safety Modernization Act)

The Food Safety Modernization Act (FSMA) is a landmark U.S. law enacted in 2011 that
shifted the focus of food safety from reaction to prevention. Overseen by the U.S. Food and
Drug Administration (FDA), FSMA requires food producers and their supporting laboratories to
implement proactive safety measures aimed at preventing contamination before it occurs. For
laboratories, this means aligning with preventive control frameworks, using scientifically
validated methods, and maintaining comprehensive, auditable records that support a
manufacturer’s food safety plan.

Key components of FSMA that impact laboratories include the Preventive Controls for Human
Food Rule, Foreign Supplier Verification Programs (FSVP), and Accredited Third-Party
Certification programs. Laboratories must support manufacturers in verifying critical control
points, testing for microbial and chemical hazards, and ensuring that imported food meets
U.S. safety standards. FSMA also places a strong emphasis on documentation, method
traceability, and the use of accredited labs for regulatory testing. Failing to meet FSMA
requirements can lead to product recalls, import holds, or facility shutdowns.

How LabLynx Supports Compliance

Validated Method Management

LabLynx allows food labs to implement and document scientifically validated test methods for
pathogens, allergens, and contaminants. This supports FSMA's requirement for reliable,
repeatable data to verify preventive controls.

Traceable Sample and Result Tracking

Each sample in LabLynx is barcoded and tracked from receipt to result. Chain of custody logs
and audit trails provide full traceability, ensuring labs can support investigations or FDA audits
with defensible data.

Integration with Preventive Control Workflows

LabLynx workflows can be configured to align with food manufacturers' preventive control

plans, helping labs verify testing at critical control points and meet verification or validation
requirements under FSMA.

Documented Quality System Support

The system provides centralized document management for SOPs, QA procedures, and
method documentation—essential for meeting FSMA's expectations for lab quality systems
and third-party accreditation.



ISO 17025

ISO 17025 is the international standard that specifies the requirements for the competence of
testing and calibration laboratories. In the food and beverage industry, ISO 17025
accreditation is a benchmark for laboratory quality, ensuring that test results are scientifically
valid, traceable, and generated under a robust quality system. Laboratories performing
testing for nutrition, contaminants, allergens, and other safety parameters rely on ISO 17025
to demonstrate technical reliability and regulatory compliance.

The standard covers essential areas such as method validation, equipment calibration,
personnel qualifications, and data integrity. It also emphasizes impartiality, documented
procedures, and ongoing performance monitoring. For food testing labs, ISO 17025 is often a
prerequisite for regulatory submissions, third-party audits, and client contracts. Maintaining
accreditation under this standard allows laboratories to build trust with regulators, industry
partners, and consumers alike.

How LabLynx Supports Compliance

Method Validation and Performance Documentation

LabLynx allows laboratories to document method validation studies, including accuracy,
precision, detection limits, and uncertainty. This ensures that all testing meets ISO 17/025's
requirements for scientific reliability.

Instrument Calibration and Maintenance Tracking

The system logs equipment calibrations, maintenance events, and performance checks.
Time-stamped records provide the traceability required to demonstrate that instruments are
operating within specification.

Personnel Training and Competency Records

LabLynx tracks training completion, certifications, and staff competency assessments.
Access to test workflows can be restricted to qualified personnel, supporting ISO 17025's
focus on staff competence.

Controlled Documentation and SOP Management

All procedures, methods, and quality documents can be version-controlled and securely
stored. LabLynx ensures that staff always follow the latest approved procedures in line with
ISO 17025 expectations.



FDA and USDA Regulations

Food and beverage testing laboratories in the United States are subject to oversight from
both the Food and Drug Administration (FDA) and the United States Department of
Agriculture (USDA), depending on the type of products being tested. The FDA regulates
foods such as produce, dairy (except certain aspects of meat and poultry products),
packaged goods, beverages, and dietary supplements, while the USDA oversees meat,
poultry, and egg products. Labs supporting these industries must follow agency-specific
testing methods, documentation practices, and reporting standards to ensure public health
and regulatory compliance.

FDA and USDA regulations require laboratories to use validated methods, maintain accurate
and complete records, and ensure testing is performed under controlled, qualified conditions.
This includes following established protocols such as those found in FDA's Bacteriological
Analytical Manual (BAM) or USDA's Microbiology Laboratory Guidebook (MLG). In addition,
labs may be required to support inspections, generate traceable reports, and contribute to
outbreak investigations or import/export certifications. Failure to comply with regulatory
testing requirements can result in enforcement actions, rejected shipments, or product
recalls.

How LabLynx Supports Compliance

Agency-Approved Method Configuration

LabLynx allows labs to configure and enforce FDA and USDA-approved analytical methods
such as those found in BAM and MLG. This ensures that testing follows official protocols
recognized by federal regulators.

Sample Tracking and Chain of Custody

Track samples from receipt through reporting with detailed chain of custody records. LabLynx
helps ensure sample integrity, which is essential for regulatory inspections and audits.

Secure and Compliant Reporting Tools

Generate reports that align with FDA and USDA expectations, including required data
elements, units, and metadata. Reports can be exported in formats suitable for submission or
audit review.

Training and Role-Based Access Controls

Maintain documentation of staff training specific to FDA or USDA regulatory areas. LabLynx
restricts access to workflows based on qualifications, ensuring only trained personnel
perform regulated testing.



HACCP (Hazard Analysis and Critical
Control Point)

HACCP (Hazard Analysis and Critical Control Point) is a systematic, science-based approach
to food safety that focuses on identifying, evaluating, and controlling biological, chemical, and
physical hazards in food production. Originally developed for space missions and now used
worldwide, HACCP is a foundational framework in the food industry. Laboratories play a
critical role in supporting HACCP plans by verifying that food products are safe and that
critical control points are operating as intended.

Under HACCP, food producers are required to assess risks at every stage of the production
process—from raw material intake to packaging and distribution—and define Critical Control
Points (CCPs) where hazards can be prevented, eliminated, or reduced to acceptable levels.
Testing labs are responsible for providing accurate, timely data to confirm that preventive
measures are effective. Whether testing for pathogens, contaminants, or allergens, labs must
use validated methods, maintain traceable records, and support continuous monitoring
efforts to ensure food safety goals are met.

How LabLynx Supports Compliance

CCP-Aligned Testing Workflows

LabLynx allows labs to build testing workflows that align directly with the critical control
points defined in a HACCP plan. This ensures that the right tests are triggered at the right
process stages, supporting continuous hazard control.

Result Validation and Rapid Reporting

The system supports real-time result validation and flagging of out-of-spec data. Alerts can
be configured to notify users when CCP thresholds are breached, allowing for immediate
corrective actions.

Traceable Sample and Data Management

Each sample is logged with metadata tied to its process step, CCP, and testing outcome.
LabLynx maintains full traceability from sample intake through reporting to support HACCP
audits and corrective action reviews.

Documented SOPs and HACCP Integration

Store and manage standard operating procedures (SOPs), HACCP plans, and control point
documentation in one centralized system. This ensures lab practices are fully aligned with
food producers' HACCP strategies.



AOAC International Standards

AOAC International is a globally recognized authority that develops and validates analytical
methods used in food, beverage, agriculture, and dietary supplement testing. Laboratories
around the world rely on AOAC Official Methods of Analysis (OMA) and Performance Tested
Methods (PTM) to ensure data integrity, regulatory acceptance, and comparability across the
food supply chain. These standards are widely adopted by government agencies, including
the FDA and USDA, as well as by companies seeking third-party certification or global market
access.

AOAC methods are developed through rigorous scientific review and collaborative studies to
ensure accuracy, repeatability, and reproducibility. They are used for testing everything from
nutritional content and contaminants to pesticides, mycotoxins, and foodborne pathogens.
Laboratories that apply AOAC methods are better equipped to meet regulatory requirements,
support HACCP plans, and provide defensible results to clients and auditors. Compliance with
AOAC standards also increases confidence in data used for label claims, import/export
verification, and third-party audits.

How LabLynx Supports Compliance

Validated Method Management

LabLynx allows labs to configure and document AOAC-approved methods directly in the
system. Version control ensures that only current, validated procedures are used in testing
workflows.

Instrument and Reagent Traceability

The system tracks the use of instruments, reagents, and reference standards linked to
specific AOAC methods. This helps labs demonstrate method compliance during audits and
investigations.

Result Verification and Documentation

Automated data validation tools and audit trails ensure that results generated from AOAC
methods are reviewed, approved, and traceable. This supports regulatory and client
expectations for method consistency.

Support for Collaborative and Reference Studies

LabLynx can be used to organize and document method performance data during internal
validation or collaborative studies, enabling labs to support ongoing method development or
verification efforts.



GFSI Schemes (e.g., SQF, BRCGS)

The Global Food Safety Initiative (GFSI) is a global benchmarking organization that
recognizes and approves third-party food safety certification programs. GFSI does not create
its own standards but endorses well-established schemes such as Safe Quality Food (SQF),
BRCGS (Brand Reputation Compliance Global Standards), FSSC 22000, and others that meet
rigorous benchmarking criteria. Laboratories that support GFSlI-certified facilities must
operate with high levels of transparency, traceability, and data integrity to maintain
certification.

Each GFSI-recognized scheme requires labs to demonstrate method validation, training,
traceable results, and adherence to strict documentation protocols. For example, SQF and
BRCGS both call for the use of accredited laboratories, validated test methods, and detailed
records that align with facility-level HACCP and food safety plans. Laboratory support is
essential not only during production but also in preparation for certification audits, supplier
verification, and corrective action processes. GFSI certification is often a prerequisite for
doing business with major retailers and global brands.

How LabLynx Supports Compliance

Scheme-Aligned Testing Workflows

LabLynx can configure workflows to match the requirements of GFSI schemes such as SQF
and BRCGS, ensuring that all tests are linked to food safety plans, critical control points, or
supplier verification protocols.

Documented Method Validation and Accreditation

Track method validation records and maintain documentation showing compliance with
accreditation requirements. LabLynx helps demonstrate that laboratory practices meet the
standards expected by GFSI auditors.

Comprehensive Audit Support and Traceability

All test results, SOPs, training logs, and change records are audit-ready with time-stamped
audit trails. LabLynx supports preparation for third-party GFSI certification audits by
maintaining complete and organized compliance documentation.

Training and Competency Tracking

GFSI schemes require proof that staff are properly trained and competent. LabLynx tracks
personnel training and qualifications, linking them to specific testing workflows to ensure
compliance with certification criteria.



Industrial, Materials & Manufacturing
Laboratories

Industrial, materials, and manufacturing laboratories serve a wide range of sectors—including
aerospace, automotive, electronics, and heavy industry—by performing critical testing of raw
materials, components, and finished goods. These labs support quality control, product
validation, safety assurance, and regulatory compliance through a variety of specialized
analyses such as mechanical stress testing, failure analysis, electrical performance
evaluation, and materials characterization. Whether testing polymers, metals, coatings, or
circuits, these labs play a vital role in ensuring product reliability, safety, and performance.

To meet the demands of these industries, labs must comply with a complex matrix of
international, national, and industry-specific standards. ISO/IEC 17025 provides the
foundational framework for testing and calibration competence, while ASTM, ANSI, SAE, and
IEEE offer standardized procedures tailored to different disciplines. Additionally, labs may
need to comply with safety regulations from OSHA, environmental directives like RoOHS and
REACH, or specialized accreditation programs such as NADCAP for aerospace testing.
Maintaining compliance across these frameworks allows labs to ensure product quality,
protect workers, and expand access to global markets.

ISO/IEC 17025

This international standard outlines the requirements for competence in testing and
calibration laboratories. It ensures that labs use validated methods, qualified personnel,
calibrated equipment, and reliable quality systems—forming the backbone of compliance in
industrial and manufacturing testing environments.

ASTM Standards

ASTM International develops widely used technical standards for testing materials and
products. Labs rely on ASTM procedures to ensure that results are consistent, industry-
accepted, and aligned with client and regulatory expectations across diverse sectors.

ANSI, SAE, IEEE Standards

These organizations develop technical standards specific to industries such as automotive
(SAE), electronics (IEEE), and construction (ANSI). Compliance ensures labs are using up-to-
date, sector-specific methods that meet recognized performance and safety benchmarks.



OSHA Regulations

OSHA sets workplace safety standards for laboratories operating in industrial settings. Labs
must implement proper training, personal protective equipment (PPE), hazard communication,
and safe handling procedures to comply with OSHA mandates.

RoHS, REACH

RoHS restricts the use of hazardous substances in electrical and electronic equipment, while
REACH governs chemical safety in the European Union. Labs support compliance by
analyzing materials for restricted substances and maintaining the required documentation for
product export.

NADCAP

NADCAP is an accreditation program for suppliers serving the aerospace and defense
industries. Laboratories must meet strict requirements for testing consistency, traceability,
method control, and quality system documentation to gain and maintain accreditation.



ISO/IEC 17025 (Industrial, Materials &
Manufacturing Laboratories)

ISO/IEC 17025 is the international standard that specifies the general requirements for the
competence of testing and calibration laboratories. In industrial and manufacturing
environments, this standard is foundational for demonstrating that a laboratory can produce
valid, reliable, and traceable results. Whether testing the tensile strength of metals, electrical
conductivity of components, or dimensional tolerances of precision parts, ISO/IEC 17025
ensures that the lab’s methods, systems, and personnel meet internationally recognized
benchmarks for quality and consistency.

This standard applies to both in-house quality control labs and third-party service providers
supporting industries such as aerospace, automotive, electronics, and construction. ISO/IEC
17025 requires labs to validate their methods, maintain equipment calibration, document all
procedures, and implement a robust quality management system. Accreditation under
ISO/IEC 17025 enhances a lab's credibility, improves operational efficiency, and is often
required for regulatory submissions, supplier audits, or international contracts.

How LabLynx Supports Compliance

Method Validation and Technical Records

LabLynx enables detailed tracking of method validation activities, including measurement
uncertainty, repeatability, and performance characteristics. All records are securely stored
and version-controlled for audit readiness.

Instrument Calibration and Maintenance Logs

Track equipment calibration schedules, service records, and calibration certificates.
Automated alerts help ensure instruments remain within required tolerances, supporting
traceable and reliable test results.

Personnel Training and Role Documentation

LabLynx maintains comprehensive records of staff training, certifications, and competency
assessments. Access controls ensure that only qualified personnel are assigned to perform
specific tests and verifications.

Document Control and SOP Management

All standard operating procedures, test methods, and quality manuals can be centrally stored
and version-controlled. This supports documentation requirements and ensures staff always
follow the most current procedures.



ASTM Standards

ASTM International (formerly known as the American Society for Testing and Materials) is
one of the world's leading developers of technical standards used across a wide range of
industries. In industrial, materials, and manufacturing laboratories, ASTM standards are
essential for ensuring that test methods are consistent, validated, and widely accepted.
These standards cover everything from mechanical testing of metals and polymers to
corrosion resistance, electrical conductivity, coatings, adhesives, and more.

Using ASTM test methods allows laboratories to produce results that are recognized across
regulatory agencies, supply chains, and global markets. Compliance with ASTM standards
ensures that products meet quality, performance, and safety specifications required by
clients and industry partners. Many sectors—such as aerospace, automotive, construction,
and energy—require or strongly prefer testing to be conducted under applicable ASTM
procedures as part of contract fulfillment or regulatory review.

How LabLynx Supports Compliance

Standardized Method Configuration

LabLynx enables laboratories to configure specific ASTM test methods within the system,
including procedural steps, parameters, and acceptance criteria. This ensures consistency in
test execution across analysts and batches.

Automated Data Capture and Validation

The platform supports automated data entry, real-time result validation, and calculations
based on ASTM method requirements. This helps reduce human error and ensures results
meet strict standard criteria.

Method Traceability and Documentation

LabLynx provides full traceability for every test, including the method version used, operator,
instrument, and any deviations. This is critical for audits and for maintaining compliance with
industry contracts.

Instrument Control and Maintenance Logs

Instruments used for ASTM tests can be linked to specific methods. LabLynx tracks
calibration, maintenance, and performance checks to support method-specific equipment
validation requirements.



ANSI, SAE, and IEEE Standards

Industrial, materials, and manufacturing laboratories often operate in highly specialized
sectors where standardized testing is governed by technical organizations such as ANSI
(American National Standards Institute), SAE International (Society of Automotive Engineers),
and the IEEE (Institute of Electrical and Electronics Engineers). These standards define
rigorous testing, inspection, and performance criteria for components and materials used in
applications ranging from automotive systems to consumer electronics and electrical
infrastructure.

Each organization provides detailed protocols for testing and analysis that are widely adopted
by manufacturers, suppliers, and regulatory bodies. ANSI oversees national consensus
standards across multiple industries. SAE standards focus on vehicle systems, aerospace
components, and mobility technologies. IEEE offers highly technical procedures for electrical
and electronic systems, including testing for performance, reliability, and safety. Adherence to
these standards ensures that test results are reproducible, compliant with industry
regulations, and aligned with global engineering requirements.

How LabLynx Supports Compliance

Standards-Based Method Integration
LabLynx allows labs to configure methods based on ANSI, SAE, and IEEE standards, including
procedure steps, data ranges, and pass/fail criteria. This ensures test workflows match official
standards used across industry sectors.

Cross-Industry Documentation and Traceability

Each test result is linked to its relevant standard, technician, instrument, and batch. LabLynx
ensures full traceability, which is essential for quality assurance, third-party audits, and
customer reporting in regulated industries.

Instrument Mapping and Method Alignment

Associate each standard with required instruments and calibration routines. LabLynx helps
labs ensure that testing tools meet the accuracy and precision expectations outlined by ANSI,
SAE, and IEEE protocols.

Version Control and Regulatory Updates

Store and manage the latest versions of ANSI, SAE, and |EEE standards within the system.
LabLynx provides document control tools to ensure staff always follow current methodologies
and are notified of updates.



OSHA Regulations

The Occupational Safety and Health Administration (OSHA) establishes and enforces safety
standards designed to protect workers across all industries, including laboratories operating
in industrial and manufacturing environments. These labs often handle hazardous chemicals,
operate high-powered equipment, and conduct potentially dangerous physical or mechanical
tests. OSHA compliance is essential to prevent workplace injuries, ensure a safe testing
environment, and avoid costly fines or operational shutdowns.

Relevant OSHA regulations for laboratories include the Laboratory Standard (29 CFR
1910.1450), Hazard Communication Standard, and requirements for Personal Protective
Equipment (PPE), chemical hygiene plans, and exposure monitoring. Labs must also maintain
Safety Data Sheets (SDS), conduct employee training, and implement emergency protocols.
In manufacturing-focused labs, additional regulations may apply for machine guarding,
ergonomics, electrical safety, and ventilation. Ongoing documentation, hazard assessments,
and employee awareness are critical to maintaining OSHA compliance and fostering a strong
safety culture.

How LabLynx Supports Compliance

Chemical Inventory and SDS Management

LabLynx allows labs to maintain a live inventory of chemicals, including hazard classifications
and linked Safety Data Sheets (SDS). This supports OSHA's Hazard Communication Standard
and ensures quick access during inspections or emergencies.

PPE Protocol Integration and Documentation

The system can embed PPE requirements into test workflows. LabLynx ensures that
procedures cannot proceed unless appropriate safety measures—such as gloves, goggles, or
respirators—are documented as acknowledged and followed.

Employee Training and Certification Tracking

LabLynx tracks safety training records, certification status, and retraining schedules.
Automatic alerts notify lab managers when training is due or expired, helping ensure ongoing
personnel compliance with OSHA mandates.

Incident and Exposure Reporting Tools

Built-in tools allow staff to report workplace incidents, chemical exposures, or near-misses.
Each report can be linked to investigations, root cause analysis, and corrective actions to
promote continual safety improvement.



RoHS and REACH

RoHS (Restriction of Hazardous Substances) and REACH (Registration, Evaluation,
Authorisation, and Restriction of Chemicals) are two major European Union regulations
focused on chemical safety and environmental protection. For laboratories supporting
industrial and manufacturing operations—particularly in electronics, automotive, and
materials sectors—compliance with RoHS and REACH is essential for market access in the
EU and other regions that adopt similar frameworks.

RoHS restricts the use of certain hazardous substances—such as lead, mercury, cadmium,
and hexavalent chromium—in electrical and electronic equipment. Labs play a key role in
verifying that materials and components fall within allowable thresholds. REACH requires
manufacturers and importers to register chemical substances and assess their impact on
human health and the environment. Laboratories support REACH compliance through
analytical testing, documentation of chemical composition, and assistance with substance
registrations and safety data. Noncompliance can result in product bans, supply chain
disruptions, and legal penalties.

How LabLynx Supports Compliance

Restricted Substance Testing and Method Tracking

LabLynx allows labs to configure testing methods specific to RoHS and REACH requirements.
Test results for restricted substances can be tracked, validated, and linked to product batches
or supplier materials.

Chemical Inventory and Composition Logging

Maintain a searchable database of materials and chemicals with full composition details.
LabLynx supports substance-level documentation, aiding in REACH registration, declaration,
and analysis.

Regulatory Documentation and Reporting

Generate compliance reports for RoHS and REACH, including material declarations and test
summaries. Reports can be customized to meet client, supplier, or EU submission
requirements.

Supplier Testing and Quality Control

Integrate supplier material testing into your LabLynx workflows. Results from incoming
inspections can be automatically logged and evaluated against RoHS thresholds or REACH-
listed substances.



NADCAP (National Aerospace and Defense
Contractors Accreditation Program)

NADCAP is a global accreditation program for laboratories and manufacturers that serve the
aerospace and defense industries. Administered by the Performance Review Institute (PRI),
NADCAP sets rigorous standards for special processes, testing, and quality systems to
ensure consistency, traceability, and performance across mission-critical applications. For
laboratories performing materials testing—such as metallurgical analysis, non-destructive
testing (NDT), chemical analysis, or mechanical properties verification—NADCAP
accreditation is often a mandatory requirement for working with aerospace primes and major
suppliers.

Unlike general ISO or ASTM compliance, NADCAP emphasizes industry-specific process
control, procedural accuracy, and extensive audit documentation. The accreditation process
involves technical audits conducted by subject matter experts, with detailed checklists and
process-specific criteria. Maintaining NADCAP accreditation demands continuous quality
improvement, operator qualification, detailed equipment logs, and complete traceability of
data, methods, and results. Compliance with NADCAP builds trust within the aerospace
supply chain and often serves as a competitive differentiator.

How LabLynx Supports Compliance

Process-Specific Method Control and Documentation

LabLynx enables labs to implement and lock down NADCAP-audited procedures for tests
such as hardness, tensile strength, heat treatment, or coating thickness. Methods are
version-controlled to prevent unauthorized changes.

Personnel Qualification and Role Tracking

Track operator qualifications, certifications, and training history within the system. LabLynx
ensures that only approved personnel are assigned to NADCAP-regulated workflows,
supporting audit traceability.

Instrument Calibration and Environmental Monitoring

Maintain detailed logs of calibration, equipment usage, and environmental conditions tied to
each test. LabLynx helps demonstrate that all processes are executed under validated and
controlled conditions.

Audit Trail and Checklist Management

Track all lab activity with time-stamped audit trails, including method execution, result
approval, and corrective actions. NADCAP audit checklist requirements can be mapped and
monitored directly in the system.



Forensic Laboratories

Forensic laboratories play a vital role in criminal investigations, court proceedings, and public
safety. These labs support law enforcement agencies by analyzing physical evidence such as
DNA, controlled substances, fingerprints, firearms, toxicology samples, and digital data. The
integrity, accuracy, and defensibility of forensic results can have profound consequences in
the justice system, making compliance with rigorous quality and accreditation standards non-
negotiable.

Forensic labs must meet national and international benchmarks for testing accuracy,
evidence handling, and documentation. Standards such as ISO/IEC 17025 and the FBI's
Quality Assurance Standards (QAS) form the foundation of lab accreditation. U.S. labs often
pursue accreditation through ASCLD/LAB or ANAB, while discipline-specific protocols from
working groups like SWGDRUG and SWGDAM guide testing methodologies for drug and DNA
evidence. In addition, labs handling criminal justice data must comply with CJIS security
policies to ensure the confidentiality and integrity of sensitive records.

ISO/IEC 17025

ISO/IEC 17025 sets the global standard for laboratory competence, emphasizing method
validation, equipment calibration, traceability, and quality assurance. Forensic labs must meet
these criteria to be accredited, ensuring that all test results—whether for DNA analysis,
toxicology, or ballistics—are scientifically sound and admissible in court.

FBI Quality Assurance Standards (QAS)

The FBI's QAS are mandatory for forensic DNA laboratories participating in the Combined
DNA Index System (CODIS). These standards cover analyst training, internal and external
proficiency testing, validation of DNA methods, quality audits, and stringent recordkeeping to
uphold the integrity of DNA evidence used in criminal cases.

ASCLD/LAB or ANAB Accreditation

These accrediting bodies conduct detailed audits to confirm a forensic lab's compliance with
operational, technical, and administrative standards. Accreditation through ASCLD/LAB or
ANAB demonstrates a lab’s adherence to best practices in evidence handling, testing
protocols, quality management, and ongoing personnel competency.



SWGDRUG, SWGDAM

The Scientific Working Groups on Drug Analysis (SWGDRUG) and DNA Analysis Methods
(SWGDAM) issue consensus-based standards to guide forensic testing methods. These
frameworks support consistent, validated, and peer-reviewed approaches for identifying
controlled substances and generating reliable DNA profiles used in criminal investigations.

CJIS Compliance

Criminal justice labs with access to national law enforcement systems must comply with CJIS
security protocols. This includes safeguarding data through encryption, role-based access
controls, user authentication, and routine background checks to prevent unauthorized access
and protect the confidentiality of case-related information.



ISO/IEC 17025 (Forensic Laboratories)

ISO/IEC 17025 is the international standard that defines the general requirements for the
competence of testing and calibration laboratories. For forensic laboratories, this standard
serves as the foundation for ensuring that test results are scientifically valid, defensible in
court, and produced through rigorously controlled procedures. Accreditation to ISO/IEC 17025
is widely recognized as essential for labs involved in criminal investigations, toxicology, DNA
analysis, trace evidence, ballistics, and more.

Forensic labs must demonstrate that their methods are validated, their personnel are
qualified, and their results are reliable and traceable. The standard places strong emphasis on
quality management, impartiality, and continuous improvement. ISO/IEC 17025 accreditation
is often required by courts, government agencies, and accrediting bodies such as ANAB or
ASCLD/LAB. For labs presenting findings in legal contexts, adherence to this standard adds
weight and credibility to their analyses and expert testimony.

How LabLynx Supports Compliance

Validated Method and Evidence Workflow Control

LabLynx enables forensic labs to configure standardized, validated testing methods and link
them directly to evidence workflows. This ensures proper chain of custody, accurate data
entry, and adherence to ISO 17025 technical requirements.

Personnel Competency and Role-Based Access

Track analyst training records, certifications, and competency assessments. LabLynx
enforces role-based access so only qualified individuals can conduct specific forensic tests,
meeting the standard’s requirements for documented personnel competence.

Calibration and Equipment Verification

Manage calibration schedules, maintenance records, and performance verifications for
forensic instrumentation. LabLynx helps labs document compliance with ISO 17025's
equipment control clauses to support accurate and reproducible results.

Comprehensive Audit Trails and Quality Records

Every test action, approval, and revision is time-stamped and auditable. LabLynx supports
forensic labs in maintaining full transparency and traceability of all procedures—key elements
for courtroom defensibility and audit success.



FBI Quality Assurance Standards (QAS)

The FBI Quality Assurance Standards (QAS) provide a national framework for ensuring the
integrity and reliability of forensic DNA testing laboratories in the United States. These
standards are mandatory for any lab participating in the Combined DNA Index System
(CODIS), and they apply to both public and private laboratories conducting forensic DNA
analysis. The QAS establish a detailed set of requirements related to personnel qualifications,
method validation, proficiency testing, internal audits, and evidence handling.

Firstissued in 2000 and regularly updated by the FBI, the QAS are designed to ensure that
DNA evidence meets legal standards for admissibility and scientific rigor. They require that
analysts undergo ongoing competency assessments, that all DNA methods are fully validated
prior to use, and that quality assurance managers oversee compliance with documented
policies and procedures. The QAS are routinely audited, and labs must demonstrate
continuous adherence in order to maintain their participation in national DNA databases and
retain credibility in court proceedings.

How LabLynx Supports Compliance

Personnel Qualification and Competency Tracking

LabLynx tracks analyst training records, certifications, and annual proficiency testing results.
This ensures each staff member meets the QAS requirements for education, experience, and
ongoing competency evaluation.

DNA Method Validation Documentation

The platform allows labs to store and manage full validation reports for all DNA methods.
Documentation of reproducibility, sensitivity, and specificity supports the QAS requirement for
robust method validation prior to implementation.

Quality Assurance Oversight and Audit Tools

LabLynx includes tools for scheduling and documenting internal audits, corrective actions,
and quality control checks. These capabilities help labs demonstrate that their quality
systems are actively monitored and continuously improved.

Chain of Custody and Sample Tracking

Track every stage of DNA sample handling—from collection to storage to testing—with full
chain-of-custody logs. This ensures data integrity and meets QAS documentation and
traceability expectations.



ASCLD/LAB or ANAB Accreditation

ASCLD/LAB (American Society of Crime Laboratory Directors/Laboratory Accreditation

Board) and ANAB (ANSI National Accreditation Board) are the primary accreditation bodies for
forensic laboratories in the United States. These organizations assess a lab’s adherence to
internationally recognized standards, including ISO/IEC 17025 and discipline-specific criteria.
Accreditation by ASCLD/LAB or ANAB serves as formal recognition that a forensic laboratory
operates with technical competence, robust quality systems, and impartiality—factors critical
to ensuring confidence in test results presented in legal proceedings.

The accreditation process involves comprehensive audits of lab operations, quality
management systems, personnel qualifications, method validation, casework documentation,
and evidence handling. Labs must undergo regular on-site assessments, participate in
proficiency testing, and implement corrective actions for any identified nonconformities.
Maintaining accreditation demonstrates a lab's commitment to transparency, scientific rigor,
and continuous improvement—requirements that are often mandated by law enforcement
agencies, courts, and government contracts.

How LabLynx Supports Compliance

Integrated Quality Management System (QMS)

LabLynx provides built-in quality management tools that align with accreditation criteria. Labs
can manage nonconformities, track corrective and preventive actions (CAPAs), and document
internal reviews within a single system.

Accreditation-Ready Documentation and Audit Trails

LabLynx maintains time-stamped records of all activities—method execution, approvals,
revisions, and training. These audit trails provide the transparency required to demonstrate
conformance during ASCLD/LAB or ANAB assessments.

Personnel Training and Compliance Records

Track analyst qualifications, ongoing training, and certifications. LabLynx allows lab managers
to set reminders for recertification dates, ensuring compliance with accreditation standards
related to staff competency.

Evidence Management and Chain of Custody Logs

Maintain secure, traceable records of all evidence handling steps. LabLynx ensures that every
sample's chain of custody is documented, searchable, and locked from unauthorized edits—
critical for both accreditation and courtroom defensibility.



SWGDRUG and SWGDAM Standards

SWGDRUG (Scientific Working Group for the Analysis of Seized Drugs) and SWGDAM
(Scientific Working Group on DNA Analysis Methods) provide essential guidelines that define
best practices for forensic drug identification and DNA testing, respectively. While not
regulatory in nature, these standards are widely adopted across the forensic community and
are frequently referenced in audits, accreditation evaluations, and court proceedings.

SWGDRUG establishes recommendations for drug testing procedures including sampling,
analytical techniques, quality control, and result interpretation. These guidelines are critical for
labs analyzing seized substances such as opioids, stimulants, or synthetic drugs. SWGDAM,
operating under the FBI's guidance, provides technical guidance for forensic DNA labs—
including recommendations on validation, mixture interpretation, contamination prevention,
and statistical analysis. These standards help ensure that results are scientifically defensible,
reproducible, and presented using consistent criteria across jurisdictions.

How LabLynx Supports Compliance

Method Configuration Based on SWG Protocols

LabLynx enables labs to build and manage workflows that mirror SWGDRUG or SWGDAM
recommended testing procedures. This ensures consistency in execution and supports
method defensibility during audits or court testimony.

Validation and Documentation Management

Document validation studies, reagent performance, and equipment suitability directly in the
system. LabLynx helps labs demonstrate adherence to SWG requirements for method
reliability and reproducibility.

Sample Control and Contamination Prevention Logs

Track sample movement, storage conditions, and contamination control measures. LabLynx
allows forensic labs to document steps taken to prevent cross-contamination—an essential
element in both drug and DNA testing.

Result Review and Statistical Analysis Support

Support multi-analyst reviews of complex drug or DNA results. LablLynx can incorporate
statistical calculations and mixture interpretations aligned with SWGDAM best practices.



CJIS (Criminal Justice Information Services)
Compliance

The Criminal Justice Information Services (CJIS) Security Policy, administered by the FBI,
establishes comprehensive data protection requirements for organizations that access or
manage criminal justice information. For forensic laboratories—particularly those working with
law enforcement agencies or contributing to national databases like CODIS—compliance with
CJIS is critical to ensure the confidentiality, integrity, and availability of sensitive criminal data.

CJIS compliance mandates strict security controls around physical access, user
authentication, encryption, incident response, and personnel screening. Labs must protect all
systems that handle arrest records, case details, biometric data, or forensic profiles. Failure to
meet CJIS requirements can lead to audit findings, data access restrictions, and reputational
harm. Labs must not only secure their software and systems, but also enforce security
practices at every level of the organization, including staff training, vendor agreements, and
internal oversight.

How LabLynx Supports Compliance

Role-Based Access Controls and Permissions

LabLynx enables granular user permissions based on job role, ensuring that staff only access
the data and functions required for their responsibilities. This supports CJIS mandates around
least privilege access and internal data security.

Multi-Factor Authentication (MFA) Support

The system can integrate with multi-factor authentication solutions to enforce secure login
practices, helping labs meet CJIS requirements for user verification and credential strength.
End-to-End Data Encryption

LabLynx supports encryption of data both in transit and at rest. This ensures that criminal
justice information is protected from unauthorized access whether it's stored on internal
servers or transmitted across networks.

Audit Trails and Security Event Logging

Every system interaction—including logins, data changes, and user activity—is time-stamped
and logged. LabLynx provides forensic labs with the audit trail visibility required for internal
reviews and CJIS audits.



Chemical Laboratories

Chemical laboratories play a crucial role in industries ranging from manufacturing and
materials science to pharmaceuticals and environmental testing. These labs specialize in the
analysis, synthesis, and characterization of chemical substances, whether for quality control,
regulatory compliance, or new product development. With their involvement in everything
from toxicology and formulation to trace-level contaminant detection, chemical labs must
maintain strict protocols to ensure safety, accuracy, and repeatability.

Due to the potential risks involved in handling, transporting, and analyzing chemical
substances, compliance with both international and industry-specific standards is essential.
Labs must follow ISO 17025 to demonstrate technical competence, and they must also
adhere to safety and labeling frameworks such as the OSHA Hazard Communication
Standard and the Globally Harmonized System (GHS). When transporting hazardous
materials, additional regulations from the Department of Transportation (DOT) and
international bodies like IATA and IMDG apply. For labs operating in or exporting to the
European Union, compliance with REACH is also necessary to ensure safe use and proper
chemical registration.

ISO 17025

This international standard ensures that chemical testing laboratories produce accurate,
reliable, and traceable results. It governs areas such as method validation, equipment
calibration, quality assurance, and technician competence, making it foundational to both
internal QA and external regulatory audits.

OSHA Hazard Communication Standard

This U.S. regulation requires chemical labs to maintain Safety Data Sheets (SDS), ensure
proper labeling of hazardous materials, and provide training for all employees exposed to
chemical hazards. It is designed to ensure that lab personnel are fully informed of the risks
associated with their work.

GHS (Globally Harmonized System)

GHS standardizes the classification and labeling of chemicals internationally. Labs must follow
GHS guidelines when identifying chemical hazards, labeling substances, and preparing SDSs
to ensure consistent and safe communication of risks across global supply chains.



REACH (Registration, Evaluation, Authorization and Restriction of Chemicals)

REACH is the European Union's chemical safety regulation. Labs supporting EU-bound
products or manufacturers must assist in chemical registration, safety documentation, and
exposure analysis to comply with REACH requirements.

DOT, IATA, IMDG

When shipping hazardous materials, labs must comply with transportation safety standards
from agencies like DOT (U.S.), IATA (air transport), and IMDG (maritime). These rules govern
packaging, labeling, documentation, and training to prevent incidents during transit.



ISO 17025 (Chemical Laboratories)

ISO 17025 is the globally recognized standard that specifies the general requirements for the
competence of testing and calibration laboratories. For chemical laboratories, this standard
provides the foundation for ensuring accurate, reproducible, and legally defensible analytical
results. Whether analyzing raw materials, conducting quality control, or supporting regulatory
filings, ISO 17025 compliance demonstrates that a lab’s processes, equipment, and personnel
meet the highest standards for scientific rigor.

Chemical labs pursuing ISO 17025 accreditation must validate their analytical methods,
implement thorough quality management systems, and ensure all equipment is properly
calibrated and maintained. Additionally, labs are required to monitor environmental conditions,
conduct internal audits, and document every step of the testing process. Accreditation
provides confidence to clients, regulators, and auditors that results are reliable and produced
in accordance with internationally accepted practices. For labs operating in regulated
industries or serving global clients, ISO 17025 is often not just preferred—it's essential.

How LabLynx Supports Compliance

Validated Method Management

LabLynx allows chemical labs to configure and manage validated testing methods directly
within workflows. This ensures consistency across samples, full traceability of method use,
and alignment with ISO 17025's technical requirements.

Instrument Calibration and Maintenance Logs

Track calibration intervals, performance checks, and maintenance events for all instruments.
LabLynx ensures that only verified equipment is used for testing, with complete records
available for audits.

Environmental and Condition Monitoring

Log and associate environmental data—such as temperature, humidity, or pressure—with
each test. LabLynx helps chemical labs meet ISO 1/025's environmental control requirements
to ensure result accuracy.

Audit Trails and Quality Documentation

Every action taken in the system is time-stamped and auditable. LabLynx provides a
transparent record of data entry, review, approval, and corrective actions, supporting full ISO
17025 traceability and quality assurance.



OSHA Hazard Communication Standard
(Chemical Laboratories)

The OSHA Hazard Communication Standard (29 CFR 1910.1200)—often referred to as
"HazCom"—is a critical regulation for chemical laboratories in the United States. Its purpose
is to ensure that workers understand the hazards associated with the chemicals they handle.
The standard mandates that all hazardous chemicals in the workplace be properly classified,
labeled, and documented through Safety Data Sheets (SDS), and that employees receive
training to recognize and respond to chemical risks.

Chemical laboratories are required to develop a written Hazard Communication Program,
maintain an up-to-date chemical inventory, ensure all containers are labeled in accordance
with OSHA and GHS requirements, and provide ongoing training to personnel. Compliance
with HazCom not only reduces workplace injuries and exposure risks, but also strengthens
the lab’s overall safety culture and operational accountability. Noncompliance can result in
fines, legal liability, and increased risk to lab personnel.

How LabLynx Supports Compliance

Chemical Inventory and Hazard Classification

LabLynx maintains a centralized chemical inventory with hazard classifications, GHS
pictograms, and exposure limits. This ensures that chemical properties and risks are always
accessible to lab personnel.

Integrated Safety Data Sheet (SDS) Management

Easily upload and link SDS documents to each chemical record. LabLynx ensures that
updated SDSs are searchable, reviewable, and accessible on demand—fulfilling a key
requirement of the HazCom standard.

Labeling and Container Tracking

Track chemical containers with unique identifiers and link them to hazard data. LabLynx
supports proper secondary labeling workflows and enables barcode or QR code labeling
aligned with GHS formatting.

Employee Training and Acknowledgment Logs

Track and document employee HazCom training sessions and acknowledgment of chemical
safety procedures. LabLynx can generate automated reminders when retraining is required or
new hazards are introduced.



GHS (Globally Harmonized System of
Classification and Labelling of Chemicals)

The Globally Harmonized System (GHS) is an internationally standardized framework
developed by the United Nations to classify and communicate chemical hazards through
consistent labeling and documentation. Adopted by regulatory bodies worldwide—including
OSHA in the U.S.—GHS defines specific criteria for identifying physical, health, and
environmental hazards, along with detailed requirements for labeling and Safety Data Sheets
(SDS). For chemical laboratories, GHS compliance ensures that chemical risks are clearly
communicated to researchers, technicians, and all personnel who may be exposed.

Under GHS, every hazardous substance must be labeled with standardized symbols
(pictograms), signal words (like “Danger” or “Warning”), and hazard statements (such as
“Causes skin irritation”). SDSs must follow a 16-section format, and all employees must be
trained to understand these components. GHS enhances safety within labs and across
supply chains by making hazard information universally understandable, reducing accidents,
and supporting consistent regulatory enforcement across countries and industries.

How LabLynx Supports Compliance

Standardized Hazard Classification and Labeling

LabLynx stores GHS-compliant hazard classifications for each chemical, including
pictograms, hazard statements, and precautionary statements. This ensures consistency in
risk communication throughout the lab.

Automated SDS Management and Distribution

Upload, store, and organize SDSs with GHS-aligned formatting. LabLynx links SDSs directly
to chemicals in inventory, making them easy to find and access for any lab personnel, auditor,
or safety officer.

Customizable Container Labeling Tools

Generate secondary container labels that include GHS symbols, signal words, and key hazard
information. LabLynx ensures that relabeling processes remain compliant with both GHS and
local regulatory standards.

Employee Training Tracking

Log GHS safety training for all staff and set reminders for refreshers or new chemical
introductions. LabLynx helps demonstrate that lab personnel are trained to recognize and
respond to labeled hazards appropriately.



REACH (Registration, Evaluation, Authorization
and Restriction of Chemicals - EU)

REACH is the European Union’s comprehensive regulation governing the production, import,
and use of chemical substances. Enforced by the European Chemicals Agency (ECHA),
REACH requires manufacturers and laboratories to evaluate the hazards and environmental
impacts of the chemicals they handle and to register this information in a central database.
The goal is to protect human health and the environment through transparent chemical risk
assessment, safe handling practices, and substitution of the most hazardous substances
where possible.

Chemical laboratories supporting EU-bound products or operating within the European
market play a key role in REACH compliance. Labs may assist in data generation for chemical
registrations, conduct analytical and toxicological testing, or verify purity and composition.
They must also follow strict documentation and reporting guidelines for any Substances of
Very High Concern (SVHCs). For global organizations, REACH introduces supply chain
transparency requirements that affect procurement, product labeling, and customer
communication. Compliance is mandatory for doing business in the EU and often influences
practices in other regulatory regions as well.

How LabLynx Supports Compliance

Substance Inventory and Data Management

LabLynx enables labs to catalog chemicals with detailed composition, origin, and regulatory
status. This supports substance registration and SVHC tracking required under REACH.
Documentation and Testing Record Storage

Maintain detailed test data, material safety assessments, and regulatory submissions.
LabLynx helps labs organize and retrieve the technical dossiers often required for REACH
registration and compliance audits.

GHS and EU Labeling Integration

LabLynx supports GHS-compliant labeling aligned with EU regulations, helping labs stay
consistent with REACH communication standards for hazard classification and chemical
safety documentation.

Supply Chain Transparency and Communication Tools

Track supplier certifications, material origins, and compliance documentation. LabLynx
facilitates REACH-related communication between labs, vendors, and customers for
seamless compliance across the supply chain.



DOT, IATA, IMDG (Transport of Hazardous
Chemicals)

Transporting hazardous chemicals—whether by land, air, or sea—requires strict adherence to
national and international regulations. In the United States, the Department of
Transportation (DOT) oversees the transport of dangerous goods under 49 CFR. For air
transport, the International Air Transport Association (IATA) provides globally accepted
rules, while maritime shipments must comply with the International Maritime Dangerous
Goods (IMDG) Code, established by the International Maritime Organization (IMO). Chemical
laboratories that ship, receive, or prepare hazardous substances for transit must comply with
these standards to ensure the safety of people, property, and the environment.

Each regulatory body mandates proper packaging, classification, documentation, and labeling
of hazardous materials. Laboratories must accurately identify chemical hazards, apply
approved shipping labels and placards, and maintain training certifications for any personnel
involved in the shipping process. Failure to comply can result in fines, shipment rejections,
and serious safety incidents. For labs that support R&D, manufacturing, or commercial supply
chains, transport compliance is a vital part of operational integrity and customer trust.

How LabLynx Supports Compliance

Regulatory Classification and Shipping Data Management

LabLynx stores each chemical's transport classification, including UN numbers, hazard
classes, packing groups, and special provisions. This ensures all shipping data is easily
accessible and accurate.

Labeling and Documentation Support

Generate transport-compliant shipping labels, including required hazard symbols and
emergency information. LabLynx helps ensure alignment with DOT, IATA, or IMDG
requirements for the safe transit of dangerous goods.

Shipping Logs and Chain of Custody Tracking

Track each step of a chemical's transport preparation and movement. LabLynx provides
auditable records of packaging, labeling, inspections, and carrier handoffs to ensure full
traceability and compliance.

Customizable SOP Management for Shipping Processes

Store and manage standard operating procedures related to shipping and handling. LabLynx
supports controlled access and versioning of SOPs to help labs meet documentation
requirements for transport regulations.



Universal Standards for Modern Laboratory
Excellence

While many regulations are specific to lab disciplines or industries, certain standards are
universally applicable and critical for all modern laboratories. These cross-cutting frameworks
serve as the backbone for quality assurance, environmental responsibility, workplace safety,
information security, and data reliability—regardless of a lab’s specialty or regulatory
jurisdiction. From biotech startups to government labs, implementing these broad-based
systems can significantly improve operational consistency, compliance readiness, and long-
term sustainability.

These frameworks are often adopted in parallel with more specialized standards (like CLIA or
ISO 17025) to provide a holistic foundation for managing risk, ensuring accuracy, and
maintaining the trust of clients, auditors, and regulatory bodies. Whether you're building a
quality system, protecting proprietary data, or improving lab safety, the following standards
support labs of all types in meeting today's demands with confidence.

ISO 9001 - Quality Management Systems

ISO 9001 is the most widely adopted quality standard in the world. It helps laboratories
establish and maintain processes that consistently meet customer, regulatory, and business
expectations. With a focus on continual improvement, corrective actions, and performance
metrics, ISO 9001 provides a structured approach to reducing errors, streamlining operations,
and ensuring that every result meets predefined standards of excellence.

ISO 14001 - Environmental Management Systems

ISO 14001 enables laboratories to systematically reduce their environmental footprint while
staying compliant with environmental laws and regulations. It supports the implementation of
best practices in waste management, chemical disposal, energy usage, and sustainability
planning. Labs pursuing ISO 14001 demonstrate environmental responsibility while gaining
greater control over resource usage and operational risk.

ISO 45001 - Occupational Health and Safety

Focused on proactive risk reduction, ISO 45001 provides a comprehensive framework for
creating safer laboratory environments. It supports hazard identification, incident prevention,
employee engagement, and health and safety training. Laboratories that implement ISO
45001 not only protect their personnel, but also reinforce compliance with national safety
laws and OSHA-equivalent regulations.



Cybersecurity Frameworks (NIST 800-53, ISO 27001)

As laboratories increasingly rely on digital systems and cloud-based data, cybersecurity has
become non-negotiable. Frameworks like NIST 800-53 and ISO 27001 provide technical and
procedural safeguards to prevent unauthorized access, data breaches, and system
vulnerabilities. They cover everything from password policies to network architecture—
making them essential for labs handling protected health information, proprietary research, or
regulated data.

Data Integrity Standards (ALCOA+, CFR 21Part 1)

Data integrity is fundamental in regulated labs, and standards like ALCOA+ and 21 CFR Part 11
ensure that digital records meet the same standards as paper documentation. ALCOA+
principles emphasize the trustworthiness of lab data, while 21 CFR Part 11 provides specific
requirements for electronic records and signatures. Together, they help labs create, store, and
retrieve data in ways that are secure, auditable, and fully compliant with regulatory
expectations.



ISO 9001 - Quality Management Systems

ISO 9001 is the internationally recognized standard for quality management systems (QMS),
applicable to organizations across all sectors—including laboratories. For labs, ISO 9001
provides a structured approach to ensuring consistent performance, customer satisfaction,
and continual improvement. It's not a lab-specific standard like ISO 17025, but its broad focus
on process optimization, documentation, and accountability makes it an essential framework
for labs aiming to improve operations and prepare for audits or certifications.

Under ISO 9001, laboratories are required to define quality objectives, document procedures,
track performance indicators, and implement corrective and preventive actions (CAPAs) when
issues arise. The standard promotes a process-based approach, where every step—from
sample intake to result delivery—is part of a cohesive quality system. By embedding quality
into day-to-day operations, labs can enhance client trust, reduce rework, and strengthen
compliance with both internal and external requirements. For multidisciplinary labs or those
working across global markets, ISO 9001 is often foundational to broader accreditation efforts.

How LabLynx Supports Compliance

Quality Process Integration and Workflow Control

LabLynx helps labs standardize procedures by embedding quality checkpoints directly into
test workflows. This ensures that QMS procedures are followed consistently, reducing
variation and improving reliability.

Nonconformance and CAPA Management

Track nonconformities, root cause analyses, and corrective/preventive actions in a centralized
system. LabLynx gives labs a complete view of quality issues and resolutions, supporting ISO
9001's emphasis on continuous improvement.

Documented Procedures and Version Control

Store and manage SOPs, policies, and quality manuals with full version history and access
controls. LabLynx ensures documents are current, reviewable, and approved according to
your QMS.

Performance Metrics and Quality Dashboards

Measure key performance indicators (KPIs) such as turnaround time, error rates, or customer
feedback. LabLynx provides real-time dashboards and reports to help labs monitor quality
objectives and make data-driven decisions.



ISO 14001 - Environmental Management
Systems

ISO 14001 is the internationally recognized standard for environmental management systems
(EMS), offering a structured framework for organizations to manage their environmental
responsibilities. For laboratories—particularly those that use chemicals, generate waste, or
consume significant energy—ISO 14001 provides the tools to identify environmental risks,
reduce negative impacts, and operate more sustainably. While not industry-specific, this
standard is increasingly important for labs seeking to meet stakeholder expectations and
regulatory obligations related to environmental stewardship.

Implementing ISO 14001 involves setting environmental objectives, conducting risk
assessments, monitoring key environmental indicators, and maintaining records of
compliance. Laboratories must document their environmental policies and establish control
measures around waste handling, emissions, resource use, and emergency preparedness.
ISO 14001 also requires labs to engage in continuous improvement by evaluating their impact
and performance over time. In many cases, this standard helps labs go beyond compliance—
aligning with sustainability initiatives, reducing operational costs, and enhancing public and
client trust.

How LabLynx Supports Compliance

Environmental Risk Logging and Tracking

LabLynx allows labs to identify, assess, and track environmental risks tied to lab activities.
This supports the systematic approach ISO 14001 requires for managing environmental
aspects and impacts.

Waste and Resource Usage Documentation

Track hazardous waste generation, chemical disposal records, and energy or water usage
across lab operations. LabLynx helps maintain transparent records for internal reviews or
external environmental audits.

Compliance Calendar and Task Automation

Set reminders and recurring tasks for inspections, waste pickups, emissions checks, and
environmental reporting deadlines. LabLynx supports proactive compliance by keeping EMS
obligations on schedule.

Incident Reporting and Corrective Actions

Log environmental incidents and link them to investigations and corrective actions. LabLynx
provides full traceability for addressing spills, exposure events, or noncompliance in line with
ISO 14001 requirements.



ISO 45001 - Occupational Health and Safety

ISO 45001 is the global standard for occupational health and safety (OH&S) management
systems. Designed to help organizations create safer, healthier workplaces, ISO 45001 is
especially valuable for laboratories where employees may handle hazardous substances,
operate specialized equipment, or work in high-risk environments. This standard provides a
framework for identifying workplace hazards, reducing risks, responding to incidents, and
improving overall safety performance.

Implementing ISO 45001 involves developing clear OH&S policies, conducting risk
assessments, tracking incidents and near-misses, and ensuring all personnel are properly
trained and protected. The standard encourages labs to establish safety objectives, monitor
progress, and involve staff in creating a safety-first culture. Whether the lab is clinical,
research-based, industrial, or environmental, ISO 45001 helps prevent workplace injuries and
ensures compliance with national safety laws such as OSHA in the U.S. or similar regulations
globally.

How LabLynx Supports Compliance

Hazard and Risk Management Tools

LabLynx enables labs to log, assess, and prioritize workplace hazards by location, activity, or
chemical exposure. This supports structured risk assessments and ongoing monitoring
required under ISO 450011.

Incident and Near-Miss Reporting

Capture detailed reports of incidents, near-misses, and safety observations with follow-up
investigations. LabLynx creates a centralized audit trail that supports corrective actions and
trend analysis.

Training Tracking and Safety Certifications

Manage and document employee training on PPE use, chemical handling, lab safety
procedures, and emergency response. LabLynx helps ensure all team members are up to
date with required OH&S training.

SOP Management for Safety Procedures

Store controlled versions of safety SOPs such as spill response, fume hood usage, and
biohazard handling. LabLynx ensures that staff always follow the most current and approved
safety protocols.



Cybersecurity Frameworks (NIST 800-53,
ISO 27001)

As laboratories increasingly digitize their operations and store sensitive information in cloud-
based or networked systems, cybersecurity has become a critical area of compliance and risk
management. Frameworks such as NIST 800-53 and ISO 27001 provide structured guidelines
for managing and securing digital information systems against unauthorized access, data
breaches, and cyber threats. These frameworks are essential for any lab handling proprietary
research, regulated test data, or protected health information (PHI).

NIST 800-53, developed by the U.S. National Institute of Standards and Technology, offers
comprehensive security controls for information systems and is widely used in federal and
high-security environments. ISO 27001, on the other hand, is an international standard
focused on creating an Information Security Management System (ISMS) that supports risk
assessment, control implementation, and continuous monitoring. For labs using LIMS, ELNS,
or other informatics platforms, implementing cybersecurity frameworks helps ensure system
integrity, client trust, and regulatory readiness—especially in industries governed by HIPAA,
GLP, 21 CFR Part 11, or GDPR.

How LabLynx Supports Compliance

Role-Based Access Control (RBAC)

LabLynx enforces granular user permissions so only authorized personnel can access specific
data, workflows, or functions. This aligns with core NIST and ISO 27001 controls for
information confidentiality and system integrity.

Audit Trails and System Monitoring

Every user action within LabLynx is logged with time stamps and user IDs. These built-in audit
trails provide transparency, support forensic analysis, and satisfy requirements for activity
monitoring.

Data Encryption and Secure Hosting

All data is encrypted both in transit and at rest. LabLynx is hosted in secure, compliant
environments that support NIST, ISO, HIPAA, and GDPR requirements, helping protect against
data interception or unauthorized access.

Authentication and Login Security

Support for multifactor authentication (MFA), strong password policies, and configurable
session timeouts ensures that login credentials are managed securely in compliance with
cybersecurity best practices.



Data Integrity Standards (ALCOA+, 21CFR
Part 1)

In regulated laboratories, data integrity is fundamental to operational credibility, regulatory
compliance, and scientific trust. ALCOA+ principles—Attributable, Legible,
Contemporaneous, Original, Accurate, Complete, Consistent, Enduring, and Available—serve
as the gold standard for good documentation practices. These principles ensure that every
data point can be traced to its source, recorded at the time of activity, and preserved in its
original, unaltered state.

21 CFR Part 11, enforced by the U.S. FDA, adds another layer by setting specific requirements
for electronic records and electronic signatures. It governs how labs capture, store, and
secure digital data in place of paper-based systems. Together, ALCOA+ and Part 11 establish
a framework for creating defensible, audit-ready records in LIMS, ELNs, and other informatics
platforms—essential for labs working in pharmaceutical, clinical, biotech, or FDA-regulated
environments.

How LabLynx Supports Compliance

Built-In ALCOA+ Alignment

LabLynx is designed to support ALCOA+ by ensuring every data entry is attributed to a user,
recorded at the time of activity, stored in its original form, and maintained accurately. Data is
preserved in a consistent and enduring format.

Comprehensive Audit Trails

All actions taken within LabLynx are automatically recorded with user ID, time stamp, and
change history. This enables full traceability of sample handling, test results, and system
activity in accordance with ALCOA+ and 21 CFR Part 11.

Electronic Signatures and Access Control

LabLynx supports compliant electronic signatures, including dual-authentication and signer
attribution. Role-based access ensures only authorized users can enter, review, or approve
data, as required under FDA regulations.

Secure, Validated System Architecture

LabLynx systems can be validated for 21 CFR Part 11 compliance, with secure hosting,
encrypted data handling, and controlled system updates. This ensures system integrity
across all laboratory operations.



