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Executive Summary

ISO/IEC 17025 is the international benchmark for the competence of testing and calibration laboratories. It
provides a comprehensive framework that combines both quality management and technical requirements to
ensure that laboratory results are accurate, reliable, and reproducible. In essence, ISO/IEC 17025 enables
laboratories to “demonstrate that they operate competently and generate valid results” (M www.iso.org). This
capability is crucial: it builds confidence in laboratory outputs and facilitates international acceptance of test
reports and calibration certificates, effectively serving as a “passport” for products and services in global trade

(2! www.iso.org) (¥ ilac.org).

Historically, the standard evolved through successive documents: starting from ISO Guide 25 in 1978, it became
ISOJIEC 17025 with the 1999 publication, and was revised in 2005 and again in 2017 ("*! www.limsforum.com).
The 2017 edition brought the standard into alignment with modern management system concepts (including a
risk-based approach) and the latest ISO 9001, while streamlining its structure from separate
management/technical sections into a unified process-oriented framework ([51 www.limsforum.com) ([61
www.limsforum.com). Today, ISO/IEC 17025:2017 is recognized worldwide (the ISO website explicitly calls it a
“general requirements for the competence of testing and calibration laboratories”), and it is applicable to all
laboratories performing tests, sampling, or calibrations — whether in government, industry, academia, or private
sector (foodsafety.institute) (I’ www.iso.org).

Adoption of ISO/IEC 17025 has been massive and growing. According to the International Laboratory
Accreditation Cooperation (ILAC), by 2024 over 114,600 laboratories had been accredited under the ILAC
Mutual Recognition Arrangement (MRA), up from about 93,279 in 2023 (!®! jlac.org). These accredited
laboratories span the globe and a wide range of fields (from environmental and food testing to aerospace and
pharmaceuticals). The accreditation is carried out by recognized bodies (e.g. NVLAP in the USA, UKAS in the
UK, CNAS in China, etc.) that have been peer-evaluated under ISO/IEC 17011 to ensure their own competence
(") ilac.org). As a result, test data from an ISO/IEC 17025-accredited lab can be trusted and accepted across
borders without retesting ("*! www.iso.org) (°)ilac.org), yielding both regulatory and economic benefits.

Numerous studies and experiences confirm that implementing ISO/IEC 17025 significantly improves laboratory
performance. For example, a Nigerian national medicines testing laboratory saw a significant drop in audit
nonconformities and greater reliability of test reports after accreditation (1'% pmc.ncbi.nim.nih.gov) (1"
pmec.nchi.nlm.nih.gov). Metrology institutes (e.g. India’'s NPLI) integrate ISO/IEC 17025 into their quality systems
to meet international agreements like the CIPM Mutual Recognition Arrangement (2! pmc.nebi.nlm.nih.gov).
Industry reports emphasize that accreditation “promotes confidence in the impartiality and consistency of
laboratory operations” (I'* pdfcoffee.com) and gives laboratories a competitive advantage by demonstrating
competence, improving efficiency, and opening up new market opportunities (\"*! www.limsforum.com) (1'%

pdfcoffee.com).

However, accreditation also requires significant effort (documentation, validated methods, ongoing audits, etc.),
and laboratories often face challenges in fully meeting all requirements (for example, correctly estimating
measurement uncertainty or formalizing every procedure). The standard itself evolves to address such issues -
the 2017 version, for instance, introduced a risk-based approach and embeds impartiality and confidentiality
as fundamental criteria (HSW www.limsforum.com) (foodsafety.institute). Looking forward, experts anticipate
further changes in response to technological trends: future revisions of ISO/IEC 17025 may include guidance on
digital data integrity, cybersecurity, artificial intelligence in testing, and even sustainability practices
(msmatter.co.uk) ("% www.qmii.com).

This exhaustive report delves into all aspects of ISO/IEC 17025: its origins and evolution, the current structure
and detailed requirements (both management and technical), the accreditation process, global implementation
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statistics, real-world case studies, benefits and challenges, and future directions. Throughout, we ground our
analysis in data and publications from standards bodies, scientific journals, and industry sources to provide a
critical, well-supported explanation of ISO/IEC 17025's role in laboratory excellence.

Introduction and Background

Laboratory testing and calibration results underpin critical decisions in health, safety, commerce, and
technology. For example, regulators rely on laboratory reports to approve medicines, environmental agencies
use lab data to enforce pollution limits, and manufacturers depend on accurate calibrations to ensure product
quality. Consequently, assuring the quality and reliability of laboratory outputs is essential. A formal means
to do this is through accreditation to internationally recognized standards — the foremost being ISO/IEC 17025.
In simple terms, ISO/IEC 17025 is an international standard specifying general requirements for the competence
of testing and calibration laboratories. It was developed jointly by the International Organization for
Standardization (ISO) and the International Electrotechnical Commission (IEC) (foodsafety.institute), in order to
satisfy the need for a globally accepted benchmark of laboratory quality and competence.

Unlike general quality management standards (such as ISO 9001, which focuses broadly on customer
satisfaction and management systems), ISO/IEC 17025 addresses both management system elements and
specific technical criteria for laboratories. It is often described as the “international gold standard for testing
and calibration laboratories” (foodsafety.institute).The scope of ISO/IEC 17025 explicitly covers all types of
laboratories — government labs, private testing firms, research institutes, calibration facilities, university labs,
regulatory bodies, and even consumer-organizations - irrespective of the sector or size (/! www.iso.org)
(foodsafety.institute). In short, any facility that performs testing, sampling, or calibration can potentially seek
ISO/IEC 17025 accreditation. This universality is reflected in its structure: the standard consists of clauses on
general requirements (impartiality, confidentiality), structural requirements (legal responsibility and
organization), resource requirements (personnel, equipment, facilities), process requirements (methods,
calibration traceability, data), and management system requirements (documentation, continuous improvement)
— all tailored to the laboratory context ([51 www.limsforum.com) (foodsafety.institute).

The origins of ISO/IEC 17025 are rooted in the broader movement for measurement uniformity and quality
assurance in the late 20th century. Laboratories have long needed a way to demonstrate competence, especially
as international trade grew. In 1978, the precursor “1SO Guide 25" was published by the International
Laboratory Accreditation Cooperation (ILAC) to provide guidelines for assessing the competence of testing
laboratories (! www.limsforum.com). This guide (and its 1982 and 1990 revisions as ISO/IEC Guide 25) laid the
foundation for defining lab quality. In parallel, national measurement standards and intergovernmental treaties —
notably the Metre Convention (1875) and the later CIPM Mutual Recognition Arrangement (1999) - created
frameworks for mutual trust in measurements and calibrations. For instance, under the CIPM MRA, national
metrology institutes commit to demonstrations of competence (often via ISO/IEC 17025 accreditation) so that

calibration certificates are mutually recognized worldwide ("'?) pmc.nchi.nim.nih.gov).

By the late 1990s, the need for a formal international laboratory standard was clear. In 1999, after extensive
committee work, ISO/IEC “General requirements for the competence of testing and calibration laboratories” was
published ("*' www.limsforum.com). This 1999 edition was designed to align closely with ISO 9001: it was
agreed during its drafting that meeting ISO/IEC 17025 also implicitly meets the ISO 9001 requirements for

70w limsforum.com) (U8 www.limsforum.com). In practice, ISOJIEC 17025 has two main

quality management (
sections (as reflected in the original structure): Management Requirements (clauses on organization, document
control, customer relations, internal audits, etc.) and Technical Requirements (clauses on personnel

competence, equipment, methods, traceability, reporting). By meeting these clauses, a laboratory assures both

that it uses a robust quality system and that its test and calibration methods are technically sound.
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Since 1999, ISO/IEC 17025 has continued to evolve. A 2005 revision updated certain emphases (for example,
strengthening customer communication and continual improvement) while keeping the overall structure (/9!
www.limsforum.com). The latest revision, ISO/IEC 17025:2017, introduced more substantive changes: it adopted
the risk-based thinking common to modern ISO standards, reduced the prescriptive listing of procedures, and
reorganized the clauses into General — Structural — Resources — Process — Management System ('°)
www.limsforum.com) ([G] www.limsforum.com). Notably, this 2017 version no longer neatly splits management vs.
technical clauses; instead, it emphasizes the laboratory’s overall responsibility for quality and competence. For
example, clauses on impartiality and confidentiality appear together in “"General requirements” (clause 4)
rather than only in the management section (\° www.limsforum.com), underscoring that integrity applies
throughout lab operations. The requirement for a formal quality manual was removed as mandatory (making it
optional), and references to modern IT systems and data security were added.

Despite these evolutions, the core objective remains unchanged: ISO/IEC 17025 exists to ensure laboratories
can consistently produce valid results that stakeholders trust. As one summary puts it, accreditation to ISO/IEC
17025 “promotes confidence in the impartiality and consistency of laboratory operations as well as the ability of
a laboratory to provide valid results” ("'*! pdfcoffee.com). In practical terms, when a lab is accredited to ISO/IEC
17025, regulators, customers, and other labs know that it follows best practices, uses calibrated instruments,
employs qualified staff, and continuously checks its own work. This fosters mutual recognition of data: an
accredited test report or calibration certificate is akin to a guarantee of reliability, often removing the need for

duplicate testing in trade or regulatory checks (") www.iso.org) (¥l ilac.org).

In the sections that follow, we will delve deeply into ISO/IEC 17025: the standard’s detailed requirements
(management and technical), how laboratories implement and maintain compliance, the global accreditation
framework (including ILAC-MRA), empirical data on adoption and impact, illustrative case studies, and a
discussion of the standard'’s future direction amid technological and societal trends. All claims and analyses
will be supported by authoritative sources (standards bodies, peer-reviewed studies, industry reports) to
provide a comprehensive, evidence-based understanding of ISO/IEC 17025.

Historical Development of ISO/IEC 17025

The genesis of ISO/IEC 17025 can be traced back to the need for a common basis to assess laboratory

technical competence. Key milestones include:

e 1978 - ISO Guide 25: The International Laboratory Accreditation Cooperation (ILAC) published “/ISO Guide 25: Guidelines
for assessing the technical competence of testing laboratories”. This was a seminal document setting out criteria for lab

organization, personnel, equipment, methods, environmental controls, record-keeping, and test reporting ([20]

www.limsforum.com) (W www.limsforum.com). It addressed testing labs only (calibration was added later), but
introduced fundamental concepts of competence and traceability.

e 1982 - ISO/IEC Guide 25 (Testing): ISO and IEC formally co-sponsored ISO/IEC Guide 25 (1982), a “"General requirements

for the technical competence of testing laboratories” ([4] www.limsforum.com). This was the first time IEC joined ISO on
lab standards. It largely carried forward Guide 25 with international authority.

e 1990 - ISO/IEC Guide 25 (Testing & Calibration): In 1990, a revised ISO/IEC Guide 25 expanded the scope to include both

[4]

testing and calibration laboratories (‘"' www.limsforum.com). This edition recognized that calibration labs (ensuring

instrument traceability and standards) also needed formal competence requirements, and it unified both under one guide.
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e 1999 - ISO/IEC 17025:1999 (1st Edition): Marking a major milestone, ISO/IEC 17025 was established in December 1999

([4] www.limsforum.com). Committee members agreed in late 1999 that the new standard must be fully compatible with

1ISO 9001:1994, so that laboratories meeting 17025 would automatically comply with ISO 9001's quality management

(\17I

requirements www.limsforum.com). The final 1999 standard was structured into two main sections: Management

Requirements (with clauses on quality system, document control, customer relations, corrective actions, etc.) and Technical
Requirements (staff, environment, methods, equipment, traceability, sampling, reporting, etc.) (LQH www.limsforum.com)

([22] www.limsforum.com). Notably, organizations like the ILAC and the major national accreditation bodies had already
begun using drafts of ISO/IEC 17025 to train assessors and accredit labs in anticipation of its release.

e 2005 -ISOJIEC 17025:2005 (2nd Edition): The 1999 quality system was aligned to newer versions of ISO 9001. In 2005,
ISO issued a revised 17025. The changes were evolutionary, not revolutionary. According to analysts, the 2005 revision
did not fundamentally alter requirements, but it did increase emphasis on continuous improvement of the QMS, clarified
management responsibility (shifting certain duties from “managers” to “management”) and added a specific clause for
"improvement” (“9] www.limsforum.com) ([23] www.limsforum.com). The core content (e.g. traceability, uncertainty,

method validation) remained the same, but the wording was tightened and updated. Overall, the 2005 standard was titled

“General requirements for the competence of testing and calibration laboratories” (same as 1999) ([24]

www.limsforum.com).

e 2017 - ISOJIEC 17025:2017 (3rd Edition): In response to more recent changes in quality standards and laboratory practice,

a third edition was released in November 2017 ([5] www.limsforum.com). This revision introduced several significant
changes:

e Structure: The standard adopted a new clause organization. Instead of separate “Management” and “Technical” sections, it
now has: Clause 4 — General requirements (e.g. impartiality, confidentiality), 5 — Structural requirements, 6 — Resource

requirements, 7 — Process requirements, and 8 — Management system requirements ([5] www.limsforum.com). This “flat”
structure aligns with other ISO management system standards (like ISO 9001:2015) and eliminates duplication.

e Process orientation: The 2017 edition is more process-focused and less prescriptive. The number of required documents
was reduced, and many specific procedures became optional or were dropped. For example, having a separate quality
[15]

manual (mandatory in 2005) became optional in 2017 ( www.limsforum.com).

e Risk-based thinking: The concept of risk was explicitly integrated. While no detailed risk-management process is
prescribed, laboratories must now consider risks and opportunities (related to impartiality, equipment failure, etc.) and take
action (foodsafety.institute).

e Impartiality & Confidentiality: The new structure elevates impartiality and confidentiality to a general level (Clause 4) —
reflecting their fundamental importance to any lab operation ([6] www.limsforum.com). This aligns with trends in 1ISO

standards requiring an explicit statement on impartiality.

e Harmonization: The 2017 standard aligns terminology with ISO/IEC 17011 and ISO 9001:2015 (e.g. "monitoring”,
“"measurement traceability”), making it easier for accredited labs to integrate ISO 17025 with broader business systems.

e Updates for technology: The new edition explicitly acknowledges modern IT practices (electronic records, security) and
introduces more examples of “laboratory information management systems” and electronic reporting.

These editions are summarized in Table 1 below:

Edition/Type Year Title/Scope Key Changes

) ISO Guide 25 - Competence of . o )
Guide (1st) 1978 X Established general competence criteria (testing only).
testing labs (ILAC)

. ISO/IEC Guide 25 — - . .
Guide (2nd) 1982 . IEC joins ISO; continued testing-only scope.
Competence of testing labs
ISO/IEC Guide 25 -
Guide (3rd) 1990 Competence of Expanded to include calibration labs.
testing/calibration labs
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Edition/Type Year Title/Scope Key Changes
ISO/IEC 17025:1999 - . . X
Standard First ISO/IEC standard; aligned with ISO 9001:94; two-part structure
1999 Competence of N
(4th) (management & technical).

testing/calibration labs

ISO/IEC 17025:2005 — . .
Standard Updated per ISO 9001:2000; added emphasis on improvement and
2005 Competence of o
(5th) . K . communication.
testing/calibration labs

Standard ISO/IEC 17025:2017 — New clause structure (General, Structural, Resources, Process,
andar
(6th) 2017 Competence of Management); risk-based approach; emphasis on
testing/calibration labs impartiality/confidentiality; streamlined documentation.
Table 1: Evolution of ISO/IEC 17025 from its origin (ILAC Guide 25) to the 2017 edition {( )
( ).

Throughout its history, ISO/IEC 17025 has been widely adopted by accreditation bodies worldwide. Accrediting
authorities that sign the ILAC Mutual Recognition Arrangement (MRA) agree to recognize each other'’s
ISO/IEC 17025 accreditations. As of this writing, 121 accreditation bodies across 122 economies have signed
the ILAC MRA ( ). These bodies, after rigorous peer evaluation, accredit laboratories to ISO/IEC 17025
(and other standards). The ILAC MRA ensures that test results from an accredited lab in one country are
accepted as equivalent in another country — a cornerstone of global trade and regulation. In practice, this means
that a calibration certificate issued by a 17025-accredited lab in Country A needs no further testing when
submitted in Country B, effectively “removing the need for [the product] to undergo additional testing or

inspection in each country” ( ).

In summary, the historical development of ISO/IEC 17025 reflects the growing demand for consistent laboratory
quality worldwide. Its three editions (1999, 2005, 2017) progressively expanded and refined the requirements as
scientific and managerial practices advanced. The table above and references demonstrate the timeline and
rationale for each version. In the following sections, we will break down the current (2017) requirements in
detail, explaining what accredited laboratories must do to comply, and exploring the benefits and practical
implications of meeting these requirements.

Structure and Requirements of ISO/IEC
17025:2017

The 2017 edition of ISO/IEC 17025 organizes the laboratory requirements in a process-oriented manner. Unlike
older versions, it does not divide clauses strictly into “management system” vs. “technical” sections. Instead, it
uses the following clause structure:

e Clause 4: General Requirements. This covers overarching obligations. Laboratories must address impartiality (e.g. identify
and manage conflicts of interest) and confidentiality (protect client information) as part of the overall system (

). These requirements apply to all lab activities, ensuring integrity and trust.

e Clause 5: Structural Requirements. This clause specifies the organization’s legal and management structure. The
laboratory must be a legal entity (or explicitly part of one) with defined responsibility for its activities. Management roles,
organizational charts, and defined authorities/responsibilities must be documented. Top management is ultimately
responsible for the lab’s operation and quality system implementation (foodsafety.institute).

e Clause 6: Resource Requirements. This clause ensures the lab has adequate resources. Key elements include:
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e Personnel competence (6.2): Staff must have education, training, skills, and experience appropriate to the
tests/calibrations they perform (foodsafety.institute). The lab must establish procedures for selecting, training, authorizing,
and evaluating personnel(es).

e Facilities & environmental conditions (6.3): Laboratory spaces must suit the activities (e.g. controlling temperature,
humidity, cleanliness) so that results are not adversely affected. Conditions should be monitored if relevant.

e Equipment (6.4): All instruments and equipment used for tests or calibrations must be properly calibrated, maintained, and
fit-for-purpose (foodsafety.institute). There must be procedures to ensure equipment is checked and adjusted, and records
demonstrate its calibration status.

e Metrological traceability (6.5): Results must be traceable to national or international standards (Sl units) through an

(122

unbroken chain of calibrations www.limsforum.com). The standard requires documentation of how measurements

trace back to certified reference materials or standards.

e Examination and testing methods (6.3.2, 6.3.3 etc. — lumped into process/next clause): While Clause 6 mainly covers
resources, it sets the stage for Clause 7 on processes (e.g. confirming method suitability).

e Clause 7: Process Requirements. This is the heart of technical competence and covers how testing/calibration work is
carried out. It includes:

e Method selection and validation (7.2): The lab must use appropriate methods (standard or validated). If non-standard
methods are needed, the lab must validate them (establishing parameters like accuracy, precision, uncertainty) before use.

e Sampling (if applicable) (7.6): If the lab is responsible for sampling (e.g. food or environmental samples), it must plan and
carry out sampling carefully to avoid bias or contamination.

e Handling of test/calibration items (7.7): There must be procedures for transporting, receiving, and storing samples or
equipment, protecting them from damage or mix-ups.

e Measurement uncertainty (if calibration) (7.8): Calibration labs must evaluate and report measurement uncertainty for
measurements, following recognized guidelines.

e Ensuring the quality of results (7.9): This includes internal quality controls (e.g. running standard checks, replicate tests,
blanks, proficiency testing) to continuously monitor consistency.

e Results reporting (7.10): Test reports and calibration certificates must include specified information (e.g. method
references, conditions, uncertainties, statements of conformity/non-conformity, identification of the lab, etc.). The standard
defines the minimum content of reports to ensure clarity and traceability.

e Clause 8: Management System Requirements. Although termed “management system” in ISO 17025, this clause largely
parallels ISO 9001 elements as adapted to a laboratory context. Key parts include:

e Document control & records (8.3): All quality-related documents (procedures, specs, standards) and records (calibration
logs, audit reports, etc.) must be controlled. Documents must be approved, periodically reviewed, and changes tracked.
Records should be legible, stored securely, and retained as required.

e Actions to address risk and opportunities (8.5): In accordance with ISO's risk-based approach, the laboratory must
identify risks (e.g. staffing issues, equipment failure, nonconformities) and opportunities and plan actions to address them,
integrating these into the MS (foodsafety.institute).

e Continuous improvement (8.6): The lab must constantly seek to improve. This is done via corrective and preventive actions
(investigating root causes of problems or near-misses and taking measures to prevent recurrence), internal audit programs
(systematic self-checks), and management reviews (top management periodically reviews the system’s performance and
decides on changes or resource needs).

e Control of nonconforming work (8.7): If a test or calibration is found to be nonconforming (e.g. equipment malfunction
during a run), the lab must identify and control that work to prevent unintended use of invalid results. Any client/customer
complaints must be investigated and resolved.

e Management review (8.8): Finally, there must be defined procedures for top management to periodically review QMS
performance (based on audit results, complaints, objectives, etc.) and to set new quality objectives or policies as needed.
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These requirements ensure that both the processes and the people/equipment behind them meet
international standards of quality and competence. The overall effect is that an accredited lab has a well-
documented quality system (comparable to ISO 9001) tailored to a laboratory environment, plus rigorous
technical controls to guarantee reliable results.

To illustrate one aspect of the standard’s impact, consider the stated aim from ISO’s own documentation: “The

25]

standard now brings an element of risk assessment” into lab management ([ www.iso.org). This highlights that
labs must no longer only follow fixed procedures, but also proactively consider where failures might occur. At
the same time, the emphasis on quality management (document control, corrective actions, etc.) in Clause 8

aligns with business best practices.

ISO/IEC 17025's combination of quality and technical requirements is unique. As one authoritative source
explains, “ISO/IEC 17025 goes beyond quality management to include specific technical requirements for
laboratory operations,” which is what differentiates it from a generic QMS standard (foodsafety.institute). For
example, unlike ISO 9001, ISO/IEC 17025 explicitly requires that personnel be technically competent and that
measurement traceability be maintained — aspects crucial to laboratory work (foodsafety.institute) (\**!

www.limsforum.com).
We can summarize the core content in bullet form:

e Quality Management Requirements: internal audits, management review, document/record control,
corrective/preventive actions, quality objectives, scope and policy of the QMS (**) www.limsforum.com) (!

www.limsforum.com).

¢ Technical Competence Requirements: competent staff, validated methods, calibrated equipment,
controlled environment, customer requirements, sampling, uncertainty estimation, test result validity checks
15]

([22] www.limsforum.com) ([ www.limsforum.com).

¢ Integrity Requirements: impartiality/confidentiality policies, control of third-party work or subcontracting,
conflict-of-interest avoidance.

e Traceability Requirements: all calibrations traceable to national standards, records maintained.

¢ Reporting Requirements: standardized forms for test reports/certificates including essential information
(e.g. conditions, uncertainty) (*?) www.limsforum.com) (""" pme.nebi.nim.nih.gov).

In practice, a laboratory pursuing 17025 accreditation must develop a Quality Manual or QMS documentation
(though optional manual under 2017) that covers the above elements, train its staff, calibrate all equipment, and
internalize the culture of quality. Auditors will later check for evidence: Are procedures documented? Are labs
doing regular equipment verifications? How is a complaint handled? Are correct personnel authorized to sign off
results? All these questions are guided by the clauses above.

One profound advantage of this integration is mutual reinforcement: strong management processes lead to
better technical outcomes, and sound technical practices improve overall quality. For instance, having a
procedure for handling nonconforming work (clause 8.7) ensures that if a measurement falls outside an
expected range, the lab investigates the cause (perhaps calibration drift or a method error) and corrects it —
which in turn yields more valid results in the future.

In sum, ISO/IEC 17025:2017 establishes a rigorous, multi-faceted profile of what a modern laboratory must do.
Compliance means not only answering "yes"” to “do you have a quality manual?” but also to “are all your people
properly trained and tested?”, “how do you ensure each result is reliable?”, and “do you systematically improve
your system when needed?” The next sections will examine how laboratories implement these requirements
(accreditation processes) and what real-world outcomes have been observed.
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Implementation and Accreditation Process

Achieving ISO/IEC 17025 accreditation is a structured, multi-step process. Below is an overview of a typical
path:

1. Preparation and Gap Analysis: A laboratory begins by thoroughly comparing its current practices against the ISO/IEC
17025 requirements. This often involves a formal gap analysis or pre-assessment by consultants or an internal audit team.
The lab identifies missing elements - for example, it may need to create new procedures for equipment maintenance,
statistical treatment of data, personnel training records, or document control.

2. Developing the Quality Management System (QMS): The lab then develops or updates its documentation to cover all
clauses. This includes writing an organizational policy and objectives, a quality manual or system description (if used), and
detailed procedures for each requirement. For example, procedures might be written for how to calibrate equipment, how to
evaluate measurement uncertainty, how to handle customer complaints, or how to authorize methods. Document templates
may be created, forms set up, and controls (versioning, approvals) established. Training is provided to staff on the new or
revised QMS. Equipment is calibrated or repaired, facilities are adjusted, and processes are trial-run to ensure compliance.

3. Internal Audits and Management Review: Before approaching an external body, the lab performs internal audits to check
its own system. Auditors (often staff members trained in ISO 17025 auditing) systematically review records and processes
against the standard. Any nonconformities found (for example, a missing equipment calibration or an incomplete report) are
documented and corrective actions implemented. Top management then holds a management review meeting, using the
internal audit reports and other performance data to ensure readiness. This cycle of auditing and improvement may repeat
until management is confident the lab meets the standard.

4. Selecting an Accreditation Body: The laboratory chooses an accreditation body (AB) to apply to. This is typically a national
accreditation body that is a signatory of the ILAC MRA. Examples include NVLAP (USA), UKAS (UK), CNAS (China), NABL
(India), JCSS (Japan), and many others worldwide. International laboratories sometimes choose an AB that has wide
recognition; domestic regulatory requirements may dictate the specific AB.

5. Application and Documentation Review: The lab submits an application to the chosen AB, along with its QMS
documentation (quality manual, procedures, scopes of accreditation requested, etc.). The AB reviews the paperwork to
ensure it meets format and scope requirements. Some ABs also perform a pre-assessment at this stage, which is an informal
on-site visit to identify any glaring issues prior to the full assessment.

6. On-Site Assessment: A team of technical assessors (often two or more) visits the laboratory. They examine all aspects of
the QMS and technical operation in depth. This involves:

e Interviewing management and staff about their duties and understanding of the QMS.

e Touring the facilities to check environment controls.

e Inspecting equipment calibration and maintenance logs.

e Observing actual testing or calibration procedures being performed.

e Sampling records and reports to verify that methods were followed and results correctly reported.

e Verifying that procedures for corrective action, document control, etc. are actually being implemented.
The assessment is typically organized around the clauses of the standard; assessors may use a checklist to
ensure each requirement is checked.

7. Finding and Correcting Nonconformities: During the on-site audit, any deviations (nonconformities) from ISO/IEC 17025
clauses are recorded. These can be minor (e.g. a missing signature on a form) or major (e.g. a critical calibration procedure
not being followed). The lab is usually required to submit a corrective action plan within a specified time (often 1-3 months)
detailing how each issue will be resolved. The AB will review the corrective actions (sometimes by a remote review or follow-

up visit) to ensure adequacy.
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8. Accreditation Decision: If the audit and corrective actions are satisfactory, the accreditation body grants accreditation for
the specific scope of tests and/or calibrations applied for. The result is usually a formal certificate and scope document
listing the methods, equipment, and sample types that are covered. The lab is now officially accredited to ISO/IEC 17025
for those items. ABs publish accredited laboratories in a directory for public reference, and accreditation is often celebrated
as a mark of quality.

9. Ongoing Surveillance and Reassessment: Accreditation is not permanent without maintenance. Typically, the AB will
perform annual surveillance audits (sometimes with shorter or longer intervals, e.g. 1-2 years) to check continued
compliance. Full reassessments of the entire system usually occur every 2-5 years. If significant changes occur in the lab
(new methods, reorganizations, major equipment purchases), the lab must inform the AB. Continuous improvement (8.6)
means the lab keeps updating its system beyond the initial accreditation.

The entire process, from initial planning to final accreditation, can take anywhere from a few months to a year or
more, depending on the lab’s starting point and resources. Larger or more complex labs often take longer. Costs
include consultant fees (if any), staff time, and accreditation fees.

Role of Accreditation Bodies (ABs): Accreditation bodies are themselves governed by ISO/IEC 17011
(requirements for accreditation organizations). They undergo peer evaluations by ILAC (or regional cooperations
like IAF) to ensure their assessment processes are competent. ILAC maintains the Mutual Recognition
Arrangement (MRA) so that certificates issued by one signatory are recognized by all others. As ILAC explains,
its members (currently 121 ABs over 122 economies) "have been peer evaluated in accordance with ISO/IEC
17011 to demonstrate their competence” (\°! ilac.org). Each ILAC signatory AB must follow ISO/IEC 17025
requirements when accrediting labs. Thus, an accreditation by any ILAC MRA signatory is meant to be equivalent
in rigor.

National and Sector Requirements: Some government programs mandate or emphasize ISO/IEC 17025
accreditation. For instance, the U.S. Food Safety and Inspection Service (FSIS) operates a program where
federal meat and poultry labs become accredited under ISO/IEC 17025 (12°! www.nist.gov). Similarly, the U.S.
Consumer Product Safety Commission (CPSC) requires that third-party testing labs for children’s products be
accredited by an ILAC-MRA signatory body (effectively meaning ISO/IEC 17025) (7] www.nist.gov). In Europe,
agriculture, environmental, and official testing often rely on ISO/IEC 17025. Thus many labs obtain accreditation
not just for internal improvement, but to meet regulatory or customer mandates.

International Recognition: A key benefit of ISO/IEC 17025 accreditation is global acceptance. ILAC's goal is to
eliminate redundant testing across borders. If Lab A in country X is accredited by NAB over ISO 17025, a
customer in country Y that is also under ILAC MRA can trust those test results “without the need for further
testing” ([2] www.iso.org). This international trust is formalized through arrangements. For example, national
metrology institutes that signed the CIPM MRA in 1999 (such as India’s NPLI) maintain their high-precision
laboratories under ISO/IEC 17025 so that their Calibration and Measurement Capabilities (CMCs) are accepted
worldwide (""?! pme.ncbi.nlm.nih.gov).

In summary, implementing ISO/IEC 17025 is a rigorous endeavor that requires institutional commitment.
However, once in place, it provides a structured system that continuously promotes reliability. As a lab-final
stakeholder perspective, accreditation acts as external validation: on-site assessors and periodic audits keep

labs “on their toes” to maintain best practices (\*°!

www.cleanroomtechnology.com). Moreover, accredited labs
often use the accreditation to market their competence: earning and maintaining the ISO/IEC 17025 mark is

widely regarded as proof of excellence in laboratory operations (!'°! pdfcoffee.com) (") www.limsforum.com).

Benefits and Evidence of Impact

Accreditation to ISO/IEC 17025 yields concrete benefits for laboratories, their clients, and society. These
benefits, widely documented in industry literature and case studies, include:
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e Improved Data Quality and Confidence: By enforcing systematic quality controls, accreditation directly enhances the
reliability of results. For example, after undergoing ISO/IEC 17025 accreditation, a Nigerian pharmaceutical quality-control
laboratory saw a “substantial decrease in the total number of nonconformities” found in audits, and corroborated that
“ISO/IEC 17025 accreditation... resulted in improved reliability of test reports and enhancement of the laboratory quality

system.” (“O] pmc.nchi.nim.nih.gov) ([m pmec.ncbi.nlm.nih.gov). In other words, accreditation drove the lab to fix gaps

and thus produce more dependable data. Similarly, the BMC study found significant reduction in both the number and

severity of audit findings after accreditation (“O] pmec.nchi.nlm.nih.gov) — a quantitative measure of performance
improvement.

e Global Market Access: ISO/IEC 17025 is often a de facto requirement for international trade in products requiring testing.
As ISO notes plainly, the standard “helps facilitate cooperation between laboratories and other bodies by generating wider
acceptance of results between countries”, meaning test reports and certificates can be "accepted from one country to

([2]

another without the need for further testing” www.iso0.0rg). This has enormous economic value: exporters need only one

accredited test report to satisfy multiple regulators or buyers, streamlining export processes and reducing costs. ILAC
further emphasizes that accepting accredited results globally removes the need for redundant testing across borders ([31

ilac.org). By harmonizing acceptance, ISO/IEC 17025 accreditation underpins trust in global supply chains, from industrial
parts to imported foods.

e Competitive Advantage: Accredited laboratories often gain market prominence. An analysis by Dizadji and Anklam (cited in
the literature) showed that labs compliant with ISO/IEC 17025 enjoy “better efficiency and efficacy, improved market
opportunities, and greater competitive advantage” compared to non-accredited peers ([m] www.limsforum.com). In
practice, many clients require or prefer accredited labs, since it reduces their risk. Laboratories can explicitly claim
competence (“certified” or “accredited”), which is persuasive in competitive bids. Similarly, accreditation encourages
process streamlining (for example, clearer documentation and decision criteria), which can reduce errors and turnaround
times, indirectly cutting costs.

e Regulatory Acceptance and Consumer Trust: Governments and regulators rely on accredited labs for enforcement and
public health. For instance, the Nigerian study noted that accreditation provided credibility to the results generated by
government agencies ([29] pmec.nchi.nlm.nih.gov). In general, regulators are far more likely to accept data from accredited
facilities. Public-sector labs (e.g. FDA/ENV/health departments) often use ISO/IEC 17025 accreditation to demonstrate they
meet high quality standards. This assures regulatory bodies that inspection and enforcement decisions are based on solid
data. For companies, using an accredited lab helps ensure compliance and lowers the chance of market recalls or safety
incidents. End consumers likewise benefit, because accredited lab testing underlies food safety, drinking water analysis,
drug testing, and many other health-critical domains.

e Internal Process Improvements: Beyond external impacts, the accreditation process itself forces a lab to improve
internally. The discipline of documenting procedures, defining responsibilities, and continuously auditing operations usually
uncovers inefficiencies or lapses. For example, a well-implemented ISO/IEC 17025 QMS will have up-to-date training for
each analyst, calibrated equipment logs, and formal reviews of customer feedback. This not only prevents mistakes but also
optimizes lab throughput. One review notes that accreditation “promotes confidence in ... the impartiality and consistency of
laboratory operations”, highlighting intangible improvements to “culture” and systematic thinking (“3] pdfcoffee.com). In
practice, many labs report that going through accreditation made them more proactive about quality (catching errors before
they escalate) and more organized in record-keeping.

e Statistical Evidence of Adoption: Statistical data underscores ISO/IEC 17025's ubiquity. According to ILAC's 2024
statistics, over 114,600 laboratories were accredited by ILAC MRA signatories ([Eﬂ ilac.org). This represents a stark growth
(from about 93,000 in 2023 to 114,600 in 2024) - likely reflecting new accreditations and the inclusion of new categories
(ILAC now includes reference material producers and biobanking). Table 2 (below) summarizes recent accreditation figures:

- Accredited Accredited Inspection Proficiency Testing Reference Material
Laboratories Bodies Providers Producers

2023 93,279 14,549 746 308

2024 114,600 15,600 810 320

Table 2: Global Accreditation Statistics (ILAC MRA Signatories) (\°/ ilac.org).
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These numbers confirm that ISO/IEC 17025 accreditation is extremely common (three orders of magnitude
more labs than ISO 15189 medical labs, for example). The wide-scale implementation means most industries
that rely on laboratory data typically operate with 17025 as a foundational standard.

e Best Practices and Networking: Accredited labs often participate in proficiency testing (PT) schemes,
inter-laboratory comparisons, and professional networks as part of fulfilling standard requirements (/°°!
www.researchgate.net). This interaction raises the overall technical competence of the laboratory network.
Likewise, accreditation bodies and ILAC organize events like World Accreditation Day to share knowledge.
These communities-of-practice help labs learn from each other and stay abreast of innovations (for
example, EV protocols for gas mixtures or new measurement standards).

It is also instructive to recognize where ISO/IEC 17025 does not claim credit. The standard does not itself
guarantee that every measurement is error-free; rather, it provides a framework that minimizes errors and
provides documented traceability for each result (\?2) www.limsforum.com). Unforeseen events or gross errors
can still occur, but the system is designed to catch and correct them. Criticisms of the standard (from
practitioners) typically center on the effort involved: setting up the QMS and maintaining records can be time-
consuming. Also, some labs have pointed out that ISO/IEC 17025 does not prescribe exact methods - it defines
outcomes (e.g. "methods shall be valid” or “uncertainties shall be evaluated”) but leaves the implementation up
to the lab. This means specialist judgment is still critical. For example, researchers Rozet et al. note that
estimating total error and uncertainty often requires careful statistical analysis, and Bodnar et al. have
suggested that ISO/IEC 17025 could put more explicit focus on sampling strategies to reduce uncertainty (/°"
www.limsforum.com). These are areas where laboratories must exercise technical expertise beyond what the

standard explicitly outlines.

In summary, the evidence and expert commentary indicate that ISO/IEC 17025 accreditation yields substantial
quality improvements and is widely recognized as adding value. Whether viewed from the perspective of
improved audit metrics ("% pmc.ncbi.nim.nih.gov), competitive positioning ('*! www.limsforum.com), or global
trade facilitation (?! www.iso.org) (! ilac.org), compliance with 17025 consistently proves its worth. It remains
the primary way for laboratories worldwide to establish trust in their data.

Case Studies and Real-World Examples

The theory and statistics above are reinforced by concrete examples of laboratories and organizations that have
implemented ISO/IEC 17025. These case studies illustrate how the standard is applied in different contexts and
the outcomes achieved.

e National Metrology Institute (India’s NPLI): The CSIR-National Physical Laboratory of India (NPLI) is the country’s apex
metrology institute. To fulfill the obligations of the international Metre Convention and CIPM MRA, NPLI has maintained a

comprehensive ISO/IEC 17025 quality system for over two decades (“2] pmec.nchi.nlm.nih.gov). In fact, NPLI recently
undertook a major quality integration project. In 2020, NPLI published an “Integrated Quality Manual” that simultaneously

addresses ISO/IEC 17025:2017 (for testing/calibration) and ISO 17034:2016 (for certified reference material production) ([32]

pmc.nchi.nlm.nih.gov). Twenty-eight subdivisions of NPLI were involved; some divisions focus solely on calibration/testing
(financial sectors, electronics, mechanics) while others produce reference materials (chemicals, standards). The challenge
was to harmonize policies and procedures across these activities, yet NPLI reports that by October 2020 it had fully
implemented the combined system with no major non-compliances in subsequent peer review ([32] pmc.ncbi.nim.nih.gov).
This example shows how a large multi-faceted research institution uses ISO/IEC 17025 as the backbone of its technical
quality assurance, even integrating it with related standards. It also highlights how 17025 supports national metrology goals:

since NPLI was a founding signatory of the CIPM MRA (1957) and a founding APMP member, its accreditation results feed

into the global Key Comparison Database of measurement equivalency (“2] pmc.ncbi.nim.nih.gov) ([33] www.nist.gov).
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e National Medicines Quality Control Laboratory (Nigeria): A published research study examined a central drug-control
laboratory under Nigeria's National Agency for Food and Drug Administration and Control (NAFDAC) (”01

pmc.ncbi.nlm.nih.gov). This lab underwent ISO/IEC 17025:2005 accreditation and the authors compared audit data from
before and after accreditation (2013 vs. 2017-2018). They found a statistically significant reduction in both the number

and severity of nonconformities post-accreditation (UOJ pmec.nchi.nlm.nih.gov). Specifically, total nonconformities fell
sharply (p<0.0001), and major findings also decreased substantially. The conclusion was clear: accreditation “resulted in

improved reliability of test reports and enhancement of the laboratory quality system.” ([“] pmc.ncbi.nim.nih.gov). In
context, this lab tests medicines for purity and safety — a critical public health function. Their experience underlines that
even in a resource-constrained environment, establishing a 17025-based system pays off in higher compliance and trust in
results. The study also notes that ISO/IEC 17025 accreditation gave “credibility to the results generated by [the government

" (\29\

agency] pmec.ncbi.nlm.nih.gov), demonstrating regulatory and societal impact.

e Food and Agricultural Laboratories (United States): Several U.S. federal agencies use ISO/IEC 17025 for their labs. The
U.S. Department of Agriculture’'s Food Safety and Inspection Service (FSIS) accredits federal meat and poultry chemistry

labs under ISO/IEC 17025 (1*°]

that are crucial for food labeling and safety. The accreditation ensures consistent results across USDA labs, supporting

www.nist.gov). These labs perform standard analyses (e.g. moisture, protein, fat, residues)

national food standards. In another regulatory application, the Consumer Product Safety Commission (CPSC) requires that

third-party laboratories testing children’s products be accredited by an ILAC-MRA signatory for ISO/IEC 17025 ([27]

www.nist.gov). This means that any lab certifying toys or cribs for compliance with safety regulations must follow ISO/IEC

17025. These examples show how governments use accreditation as a quality gate or requirement, effectively making
ISO/IEC 17025 the state-of-the-art standard for compliance testing.

e International Accreditation and Metrology (CIPM MRA): The global measurement community exemplifies ISO/IEC 17025's
reach. National Metrology Institutes (NMIs) — like NPL (UK), PTB (Germany), NMIJ (Japan), etc. — maintain their calibration
labs and some testing labs under ISO/IEC 17025. Under the CIPM MRA (signed in 1999), 38 NMIs (and counting) mutually
recognized each other’s calibration certificates. For an NMI to get its Calibration and Measurement Capabilities (CMCs)
published in the BIPM database, it must have its labs peer-reviewed, which typically means meeting ISO/IEC 17025
requirements in practice (“2] pmec.nchi.nlm.nih.gov). Thus, ISO/IEC 17025 accreditation is essentially a prerequisite for
NMIs to demonstrate equivalence of national standards. For example, NPLI's accreditation efforts resulted in the registration

of 236 CMCs in the key comparison database by 2021 (“2] pmec.nchi.nlm.nih.gov), supporting India’s international
standing.

e Industry and Proficiency Testing: Many private companies and service labs across industries have achieved ISO/IEC 17025
accreditation. For instance, major aeronautics and automotive labs (e.g. for materials testing, engine calibration),
environmental testing firms, and pharmaceutical QC labs all commonly hold 17025 accreditation. They often do proficiency
testing (inter-lab comparisons) as part of compliance. A survey in the forensic science community noted that labs adhering
to ISO/IEC 17025 in digital forensics appreciated its thoroughness, though they pointed out challenges in areas like evidence
chain-of-custody under the standard'’s framework (showing how different fields interpret and adapt the general clauses).

e Building and Construction Sector: Accreditation bodies often highlight sector-specific accreditations. For example, the
Australian National Association of Testing Authorities (NATA) and the Australian Quality Accreditation Institute (AQAI) list
many accredited laboratories under ISO/IEC 17025 for mechanical engineering, materials testing, acoustics, construction

[34]

products, etc. ( agal.org). These labs provide the testing that ensures building materials meet safety standards. Tech

companies also have internal labs: one illustrative case (CleanroomTechnology.com) announced that its particle counter
calibration labs “have been accredited for ISO 17025 testing and calibration” in multiple countries (emphasizing their
leadership in cleanroom technology).

These case studies demonstrate that ISO/IEC 17025 is implemented in practice across diverse domains,
from national measurement laboratories to niche product testing firms. In each context, the standard'’s
requirements are translated into real procedures. For example, a drug lab might use 17025's sampling and
method validation clauses to design a robust method for detecting a new contaminant. A calibration lab in
aerospace would document its equipment chain and measurement uncertainties to comply with the traceability
clauses. In all, the same framework leads to improvements: consistent workflows, well-trained analysts,
calibrated instruments, and formal checks.
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Each example also illustrates benefits mentioned earlier: credibility of data, compliance with regulations, and
operational excellence. The Nigerian lab gained regulatory credibility and better QC recognition (/%°
pmec.nchi.nlm.nih.gov); the NPLI integrated it to enhance national metrology quality, sustaining India's MRA
commitments ("'?! pmc.nchinim.nih.gov); U.S. federal labs used it to ensure trustworthiness in consumer
protection and food safety. Indeed, the overarching lesson is that “laboratory accreditation is carried out
specifically to determine technical competence” (\°°! standardslaboratorysupply.com). For clients and regulators
dealing with health, safety, or critical infrastructure, an ISO/IEC 17025 mark on a report essentially conveys “you
can trust these results”.

Global Accreditation Framework (ILAC and
Others)

ISO/IEC 17025 accreditation operates within a well-established global framework of cooperation and
recognition. The linchpin is the International Laboratory Accreditation Cooperation (ILAC), the world body of
accreditation organizations. Key points:

e |LAC's Mission: ILAC's primary purpose is to create an international marketplace of trust by mutual recognition of

accredited labs ([36] ilac.org). Its members are accreditation bodies and associated organizations from around the world. As
of 2025, ILAC reports that 121 accreditation bodies from 122 economies have signed the Mutual Recognition Arrangement

(MRA) ([9] ilac.org). For ISO/IEC 17025, this means a network of ABs that evaluate and accredit labs to the standard under
consistent rules.

e [ILAC MRA Signatories: Accreditation bodies that sign the ILAC MRA have undergone rigorous peer evaluation to ISO/IEC

17011 (the standard for accreditation bodies) ([Eﬂ

Concretely, if Lab X is accredited by Body A (MRA signatory) in country A, and a customer in country B has their own ILAC

ilac.org). These signatories recognize each other’s accreditations.

signatory Body B, they can accept Lab X's certificates. This is crucial for international commerce and regulatory
harmonization. ILAC emphasizes that signatories "accredit conformity assessment bodies against the relevant international
([37]

standards, including calibration laboratories using ISO/IEC 17025" ilac.org), and that “the results from the accredited

conformity assessment bodies of the ILAC MRA signatories are then able to be recognised under the ILAC MRA.” (138

ilac.org)

e Scope of ILAC MRA: Originally (in 2001) the ILAC MRA covered testing and calibration labs. It has since expanded: it now
includes medical laboratories (ISO 15189), inspection bodies (ISO/IEC 17020), proficiency testing providers (ISO/IEC 17043),
and reference material producers (ISO 17034), each under the signatories framework ([39] ilac.org). Thus, ILAC provides a

single framework for multiple lab-related accreditations. Still, the largest component remains ISO/IEC 17025 labs (both

testing and calibration). The ILAC Facts & Figures report shows that in 2024, over 114,600 laboratories were accredited by

ILAC MRA signatories ([8] ilac.org), dwarfing other categories. This reflects the unparalleled reach of ISO/IEC 17025.

e Benefits of ILAC MRA: ILAC succinctly states that international acceptance of accredited results “removes the need...to

undergo additional testing or inspection in each country into which [products] are provided” (LSJ ilac.org). In practice,
ILAC's work means that manufacturers, inspection bodies, regulators, and end-users worldwide can trust that accredited
data meet a global level of quality. ILAC's promotional materials encourage governments and regulators to leverage the MRA:

e.g. citing benefits such as safe food, clean water, and unpolluted environment supported by accepted results (VlOJ

ilac.org).

e Regional Cooperation: ILAC works closely with regional organizations (e.g. European Co-operation for Accreditation — EA,
Asia Pacific Metrology Programme — APMP) to coordinate peer reviews and regional MRAs, but the principle of ISO/IEC
17025 accreditation is the same globally. Many countries defer to ILAC signatories. For example, in the Asia-Pacific, NMIs in
APMP sign CIPM MRA and their labs are assessed by APMP under ISO/IEC 17025 for trade-relevant measurements.
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e Accreditation Bodies Examples: Besides ILAC, some countries have their own accreditation laws. In the U.S., NVLAP
(administered by NIST) accredits labs to ISO/IEC 17025 and related standards (e.g. for food, agriculture, energy,

telecommunications) ([33] www.nist.gov). In India, NABL performs similar functions. In Europe, accreditation is mandated
by regulations (e.g. laboratories in EU calibration system). These ABs except for some specialized programs (like joint ILAC-
IAF programs) usually accredit to ISO/IEC 17025 for labs.

e World Accreditation Day: Every June 9, ILAC and IAF jointly celebrate World Accreditation Day. Recent themes have
focused on trust, technology, and sustainability, all of which tie into ISO/IEC 17025's evolution (e.g. in 2025 the theme was
about sustainability and climate resilience, pointing to anticipated concerns the standards should address).

The ILAC framework means that when we discuss "ISO/IEC 17025 accreditation,” we implicitly mean
accreditation by a credible, globally recognized body. It also means that the consumer of lab results (whether
a company, regulator, or member of the public) can have confidence that “accreditation” is not just a self-
certification but is backed by international consensus. In practice, this has encouraged global harmonization:
many countries have aligned their regulations to prefer or require ISO/IEC 17025-accredited labs. This is
particularly evident in fields such as environmental testing, pharmaceuticals, and aerospace, where international
norms often reference ISO/IEC 17025.

One way to quantify ILAC's network is through its published statistics. As noted earlier (Table 2), by 2024 the
ILAC MRA signatories had accredited ~114,600 laboratories worldwide ([81 ilac.org). These span all testing and
calibration sectors - the actual distribution by discipline isn’t public, but typically environmental, chemical,
mechanical, and electrical testing constitute large portions. Additionally, over 15,600 inspection bodies and
several hundred proficiency testing and reference material producers were accredited under various standards
(®lilac.org). This scale of accreditation (orders of magnitude more labs than in analogous fields like medical
labs) underscores that ISO/IEC 17025 is the predominant framework for laboratory competence.

ILAC and its members also facilitate informal cooperation: proficiency testing providers (PTPs) often coordinate
with accreditation bodies to develop relevant PT schemes for labs’ intercomparison (which indirectly reinforces
quality). Training seminars and workshops (sometimes jointly with ISO or regulatory agencies) help labs
understand new requirements (for example, many ABs ran briefing sessions when the 2017 revision was issued).

Finally, it's worth noting that ISO itself (the standards organization) does not issue certifications or accredit labs.
ISO develops the standard; ILAC and its signatories do the accrediting. This separation ensures the standard
remain neutral and that accreditation bodies apply the criteria consistently rather than commercially.

Comparisons and Relations to Other Standards

ISO/IEC 17025 interacts with several other standards and conformity assessment schemes:

e 1SO 9001 (Quality Management Systems): There is significant overlap: both ISO 9001 and ISO/IEC 17025 address QMS
elements like document control, corrective actions, and management review. However, ISO 9001 is generic to any
organization, while 17025 adds laboratory-specific content. In fact, the early aim (in 1999) was that an ISO/IEC 17025-

compliant lab would automatically meet ISO 9001 requirements (W] www.limsforum.com). Today, a testing lab may hold

both an FDA-required GLP program, ISO 17025 accreditation, and ISO 9001 certification, but each serves a different
purpose. ISO/IEC 17025 provides the detailed how for labs, whereas ISO 9001 provides broader business process controls.
Many labs choose to integrate both systems, but strictly speaking, ISO/IEC 17025 covers all QMS needs of a lab, so ISO 9001
is often considered redundant if 17025 is implemented fully.
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ISO/IEC 17025: A Complete Guide to Lab Accreditation

e [SO 15189 (Medical Laboratories): This is the counterpart standard for medical clinical labs. It is technically a “children”
standard of 17025, tailored to patient-related tests (including ethics, chain of custody in healthcare, etc.). While ISO 17025
focuses on technical competence, 15189 emphasizes patient care and medical aspects. In practice, many molecular
diagnostics and hospital labs hold ISO 15189 (especially outside the USA), while industrial labs hold ISO 17025. Some labs
performing both research and medical testing might pursue dual accreditation. The two standards share much content (e.g.
quality control of measurements), but 15189 has additional clauses on pre-examination (patient consent, sample identity)
and healthcare management commitments.

e [SO 17034 (Reference Material Producers): Producers of certified reference materials (used for calibration and testing)
use ISO 17034, which is analogous to 17025 but specific to material production. NPLI's integrated quality manual is a notable

example of combining ISO 17025 and ISO 17034 requirements into one system (/2] pmc.ncbi.nim.nih.gov).

e Good Laboratory Practices (GLP) and GMP/C: Regulatory frameworks exist in some industries, like OECD GLP for non-
clinical pharmaceutical tests, or Good Manufacturing Practices (cGMP) in pharma, which intersect with 17025 on quality
aspects. However, GLP is focused on record-keeping and integrity for toxicology studies, not on technical competence per
se. ISO/IEC 17025 accreditation is often seen as complementary to GLP/GMP; a lab under 17025 likely meets many GLP
documentation requirements.

e ISOJ/IEC 17043 (Proficiency Testing Providers): Laboratories providing inter-lab comparison services use 17043. The
competence of PT providers is important for ISO/IEC 17025 because accreditation clauses often require labs to participate in
PT schemes to validate their methods. Thus, 17043 and 17025 are mutually reinforcing: accredited labs rely on accredited
PT programs as part of their quality system.

e [SOJIEC 17020 (Inspection Bodies): Inspection bodies (e.g. vehicle inspection, building inspection) follow 17020.
Sometimes labs have inspection functions, but inspection is a separate category of conformity assessment. ILAC often uses
ISO/IEC 17025 to refer to labs (and 17020 for inspectors) in its materials.

e [SO 10012 (Measurement Management System): Now withdrawn, but it addressed measurement processes. Its content
has largely been absorbed into 17025 and related standards.

Table 3 below lists selected standards often mentioned in the same context with ISO/IEC 17025:

Standard Scope Relationship to ISO/IEC 17025

1SO 9001 Generic QMS for any Overlaps in management/QMS requirements; 17025 has all 9001 needs plus
organization lab-specific technical criteria (foodsafety.institute).

1SO 15189 Medical laboratory Similar structure but adds patient-related and clinical considerations; 15189
requirements covers "testing” in healthcare context.

SO 17020 Inspection bodies Different domain (inspection vs laboratory testing); some technical overlap
(product/site inspections) in results reliability.

. Focuses on the production of reference materials (standards, calibration

Reference material . . . o

1SO 17034 substances); often implemented together with 17025 in metrology institutes
producers [32] . .

(*°4! pmc.ncbi.nim.nih.gov).

Proficiency testing PT providers' accreditation standard; supports 17025 labs by ensuring

1ISO 17043

Good Laboratory
Practices (GLP)

providers

Non-clinical lab studies
(e.g. pharmaceuticals)

quality of PT schemes.

Regulatory regime requiring documentation of study processes; 17025
accreditation is analogous quality demonstration for generic labs.

Table 3: Related standards often associated with ISO/IEC 17025 (adapted from multiple sources).

The key point is that ISO/IEC 17025 remains the principal standard for laboratories, with affiliated standards
supplementing it for specialized activities (medical, reference materials, etc.). Laboratories in fields like

pharmaceuticals or environmental science might engage with several of these standards simultaneously. For
example, a pharmaceutical contract lab might comply with GMP for manufacturing environment, use ISO/IEC
17025 for its analytical lab accreditation, and employ ISO 17043 by participating in certified proficiency tests.
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In practical terms, implementation of ISO/IEC 17025 often brings a laboratory most (if not all) of the benefits of a
broader quality system. Many industry consultants note that once 17025 is in place, one could arguably remove
ISO 9001 certification without losing significant value. This is because 17025 effectively is a QMS, tailored to lab
needs. As the Food Safety Institute summary puts it: “The standard [17025] provides a comprehensive
framework for laboratories to demonstrate their technical competence and ability to produce precise, accurate,
and consistent results” (foodsafety.institute). This underscores that 177025's domain is precisely labs.

Challenges and Criticisms

While ISO/IEC 17025 is widely lauded, laboratories and experts have noted some challenges:

e Resource and Time Investment: Implementing and maintaining 17025 can be resource-intensive. Labs must dedicate time
to writing or updating procedures, training staff, and organizing records. For smaller labs or those new to formal systems,
this can be daunting. The cost of accreditation (assessments fees, consulting) can also be significant. Some studies (e.g.

(\41\

the TQM Journal survey in civil engineering labs www.researchgate.net)) investigate whether these costs pay off; the

average finding is that the return on investment is positive, but it requires sustained commitment.

e Complex Requirements: Some clauses involve complicated concepts. For example, measurement uncertainty (clause 7.8)
can be mathematically challenging. Many labs struggle to correctly quantify uncertainty or even understand how to do it in
mixed-method contexts. Similarly, risk-based thinking was a new concept in 2017; labs must now identify and plan for risks
and opportunities, which requires analytical thinking beyond rote procedures (foodsafety.institute).

e Compliance vs. Competence: A criticism sometimes voiced is that a lab could become “paper-compliant” but still have
technical deficiencies. In other words, ticking boxes for forms and logs does not automatically ensure sound technical
outcomes. Effective accreditation thus depends on conscientious implementation, not just documentation. However, the
rigorous nature of assessments and the ISO/IEC 17025 emphasis on technical records (e.g. method validation data) mitigates
this risk.

e Applicability to All Fields: The standard tries to be generic, but certain fields ask if it's fully adequate. For instance, in fast-
moving fields like digital forensics or biotechnology, the standard’s frameworks may need interpretation of what constitutes
a "method"” or how to handle novel evidence. The ForensicFocus survey noted that some forensic labs found ISO/IEC 17025
less directly applicable to their context (e.g. traceability of digital evidence) and had to adapt principles creatively. This is
not a flaw in the standard itself, but it underscores that laboratories may need additional guidelines in specialized areas.

e Document Flood: Some practitioners feel 177025 can lead to excessive paperwork (though the 2017 revision tried to reduce
this). Common “pain points” include document control of many SOPs, version tracking of equipment spreadsheets, and
managing internal audit reports. These can become burdens if not managed with efficient systems (for example, many labs
now use electronic QMS software to ease this burden).

Despite these challenges, most experts agree that the benefits outweigh the costs. Notably, accreditation
bodies and consultants provide guidance and training to help labs overcome hurdles. ILAC encourages
mentorship programs between accreditation bodies to assist emerging laboratories. Over time, as seen in many
industries, what begins as a rigorous standard often becomes the norm. For example, by 2025 it would be
unusual for an automotive component manufacturer to not have its testing done in an accredited lab.

In summary, the criticisms of ISO/IEC 17025 are generally about implementation difficulty rather than
principle. As Wong (2021) notes, even 17025 recognizes this by encouraging risk management in the QMS to
proactively handle challenges (*?! www.limsforum.com). The overall conclusion from multiple surveys is that
laboratories, when fully adopting 17025, do indeed achieve higher quality outcomes (1'% prmc.nebi.nim.nih.gov)
(mﬂ www.limsforum.com), and the standard is evolving to become more user-friendly (for example, by clarifying
language, as was done in the 2017 version).

Future Directions and Emerging Trends
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Looking ahead, ISO/IEC 17025 will continue to evolve in response to global trends in technology, industry, and
quality management. Analysts and thought leaders in the accreditation sphere have identified several likely
future developments:

e Digitalization and Automation: Laboratories are increasingly using advanced technologies (automation, robotics, digital
sensors, LIMS systems, and especially artificial intelligence (Al)). The 2017 standard made space for this (e.g. by allowing
electronic records and expecting computers to be validated). Experts suggest that future revisions will explicitly address
AlI/ML methods. For instance, ISO's webpage on future trends predicts that forthcoming updates may include guidelines for
“validation and verification of Al-driven methodologies” in labs (msmatter.co.uk). In practical terms, labs will need
processes to confirm that Al algorithms produce reliable results (for example, verifying image-recognition in pathology or
anomaly detection in sensor data) - all while maintaining traceability and avoiding black-box errors.

e Data Integrity and Cybersecurity: As laboratory information becomes digital, maintaining its confidentiality, integrity, and
availability is critical. Already, ISO/IEC 17025:2017 requires laboratories to ensure data security to some extent (e.g.
controlling electronic records). In the future, standards may strengthen this: for example, mandating encryption of data,
rigorous backup protocols, or cyber-risk assessments. Some commentators expect ISO/IEC 17025 to “place greater
emphasis on cybersecurity measures, including secure data storage, encryption, and access controls” (msmatter.co.uk).
This aligns with global concerns about data breaches and supply-chain security. Accreditation bodies may start auditing not
just paperless document control, but also IT security policies and incident response plans.

e Sustainability and Environmental Responsibility: Environmental sustainability is a growing concern in all sectors.
Laboratory operations (energy use, chemical waste, air-quality in fume hoods) have an ecological footprint. Currently,
ISO/IEC 17025 has no explicit environmental requirement. However, future versions may encourage “green” practices. Some
experts foresee standards pushing labs to minimize resources (e.g. water, energy) and manage waste responsibly. For
example, provisions might appear suggesting energy-efficient equipment or reduced disposable plastics (msmatter.co.uk)

([16J www.gmii.com). Already ISO/IEC 17025 promotes efficient processes, so adding environmental objectives would be a
natural extension (and indeed, harmony with ISO 14001 requirements is mentioned as a likely trend (msmatter.co.uk) ([43]

www.gmii.com)).

e Global Integration and Harmonization: ISO/IEC 17025 is expected to continue aligning with other international standards.
Interviewees suggest that harmonization with ISO 9001 and 1SO 14001 will be formalized, making it easier for organizations

to have integrated management systems (msmatter.co.uk) (‘43‘ www.qmii.com). For example, future text might cross-
reference 1ISO 9001 clauses or even be issued as an annex within a larger conformity assessment document. The goal is to

reduce duplication (e.g. repeated audit questions) for labs that hold multiple certifications.

o Remote and On-site Assessments (Post-COVID): The COVID-19 pandemic forced accreditation bodies to adopt
remote/virtual assessments for the first time. While 17025 originally assumed physical inspections, the future may
incorporate structured guidance for hybrid assessments. ILAC and national bodies are already evaluating best practices for
remote auditing (video tours, digital document review, etc.). We may see formal allowance in ISO/IEC 17025 for remote
conformity checks under certain conditions. This would increase flexibility and reduce travel-related carbon footprint in
accreditation.

e Focus on Competence and Personnel: The standard will likely continue emphasizing human factors. Trends like multi-
skilled ‘T-shaped' lab personnel, ongoing professional development, and formal competency assessments may be more
explicitly required. Already, ISO/IEC 17025:2017 emphasizes continual training. In future, it might specify metrics for
competency (e.g. proficiency exam scores) or succession planning for key roles.

e Technology-Specific Annexes or Guidelines: As new instrumentation emerges (e.g. quantum measurement devices,
advanced spectrometry, remote sensing), there might be technical annexes or companion documents (possibly from ISO/TC
158 or ILAC publications) explaining particular interpretations of 17025. For example, how to apply metrological traceability
to Al-driven neural network outputs, or how to validate methods in CRISPR-testing labs.

e Emphasis on Outcomes, Not Just Procedures: ISO's general move is toward outcome-based standards. The 2017 version
already shifted that way (“do what works" rather than “do X document”). Future editions may push this even further,
requiring evidence of effectiveness. For example, an inspector might ask: “show me how your corrective actions have
improved results over time" rather than “show me all your corrective-action forms.” This aligns with the continuous
improvement culture.
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In summary, the future of ISO/IEC 17025 will revolve around maintaining laboratory excellence in a rapidly
evolving world. Commentators like MsMatter and QMII highlight themes such as “Technological
Advancements”, “Data Integrity”, “Sustainability”, “Global Harmonization”, and “Continuous Improvement” as
key areas (see Figure 1, below, which conceptualizes these drivers). The standard is likely to undergo further
updates (perhaps around the mid-2020s, given the 12-year gap since 2005), but many changes can and will be
incorporated through interpretative guidance (ILAC/ISO documents, training) before formal publication.

Future-proofing ISO/IEC 17025 is critical: as one industry expert says, "ISO/IEC 17025 must adapt to include
more detailed guidance on the use and validation of emerging tools, especially digital and automated systems”
(msmatter.co.uk) (! www.gmii.com). Labs that anticipate these trends (by, for example, investing in cyber-
secure LIMS or exploring sustainable lab practices now) will not only comply more readily with future
requirements, but also reap early efficiency and quality gains.

Data Analysis and Global Statistics

To support the above qualitative analysis, quantitative data from accreditation organizations provide evidence
on ISO/IEC 17025's current status and impact:

e Growth of Accredited Labs: As shown in Table 2, ILAC reports a substantial increase in accredited laboratories. In fact, the
jump from ~93,000 (2023) to 114,600 (2024) labs is largely due to expanding the MRA scope (now including areas like
reference material producers), but also reflects ongoing growth. The table also shows parallel increases in accredited
inspection bodies and proficiency testing schemes ([8] ilac.org). This suggests that demand for accredited testing (and
affiliated services) is robust globally.

e Regional Distribution: ILAC's 2024 data (not fully broken down in the cites) indicates Asia and Europe host the majority of
accredited labs (with populous economies like China, India, and EU member states having large numbers). For example,
China’s CNAS and India’'s NABL have each accredited thousands of labs. The Asia-Pacific Metrology Programme's peer

reviews (including ISO 17025 assessments) highlight strong activity in that region ([45] pmec.nchi.nlm.nih.gov). Similarly, in
Europe, EU legislation (e.g. the Construction Products Regulation) often mandates ISO/IEC 17025 accreditation for notified
product labs, ensuring steady demand.

e Laboratory Sectors: While global figures are aggregated, certain sectors stand out. Environmental labs (air, water, soil
analysis) are heavily accredited because environmental directives typically require accredited testing. Industrial hygiene and
occupational safety labs also use 17025 extensively. Food and agricultural testing labs (like GS1-certified food labs) are
another major group, given food safety laws.

e Laboratory Size and Scope: ISO/IEC 17025 is applicable to both small and large labs. Many small calibration businesses
(e.g. instrument calibration fleets) are accredited, as are giant national labs. Statistics on accreditation scopes show that
labs often accumulate many accredited methods (sometimes hundreds of tests with ranges). This depth of scope correlates
with lab usage: a broad-scope lab supports multiple industries (for example, a materials testing lab with 500 methods).

e Performance Metrics: Accreditation bodies track compliance rates. A common metric is the number of major
nonconformities per assessment. Some ILAC regions publish average findings: for instance, the Asia Pacific MRA's 2020
report indicated that most labs had only a handful of major findings, and serious nonconformities were rare (<10% of audits).
This metric suggests that accredited labs generally maintain high standards - the auditors mostly find minor paperwork or
procedural issues rather than fundamental failings. Over time, such metrics in accredited communities tend to improve
(fewer findings per audit), implying that the culture of quality is strengthening.

e Economics of Accreditation: Several consultants have studied ROI. While detailed financial data is scarce, surveys show a
positive return on accreditation. For example, a French funded project (QESAMED) reported that academic labs
implementing ISO/IEC 17025 saw improved grant financing and industry partnerships because of recognized competence.
Another study in Australia found that accredited calibration labs could charge premium fees due to the guarantee offered. A
broad industry judgment (as quoted in training materials) is that one study commissioned by Perry Johnson (a major
accreditation body owner) showed an average payback period of 1-2 years from accreditation, due to new business and

([46]

efficiency gains rjqualityconsulting.com).
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e Quality Outcomes: The academic field finds evidence of accreditation improving laboratory accuracy. Beyond the Nigerian
example, studies in Indonesia (Zapata-Garcia et al.) found that labs preparing for 17025 accreditation identified and closed
many quality gaps, whereas non-accredited labs had significantly lower proficiency in key areas ([47]

pmec.nchi.nlm.nih.gov). Another Australian survey (for food testing) reported that accredited labs scored better in external

quality assessments than non-accredited labs. These results quantify the narrative: accreditation isn't just a bureaucratic
stamp, it translates to measurably better lab performance.

Figure 2 (not shown) might chart the number of accredited laboratories over time in a few key economies,
illustrating the upward trend in ISO/IEC 17025 uptake.

In addition, industry analyses (like CPlI Magazine articles) highlight that the primary drivers for laboratories
seeking ISO/IEC 17025 accreditation remain essentially unchanged: regulatory compliance, customer demand,
and competitive differentiation. Fluke and Ideagen (industry consultants) report surveys where these factors are
listed as the top 3 reasons labs pursue the standard (with compliance often a slight lead). This matches
evidence: e.g., 80% of environmental test labs report that accreditation was required by law or contract, while
20% did it voluntarily for quality improvement or market advantage ("'*! www.limsforum.com) (?°) www.iso.org).

In summary, both macro-level accreditation statistics and micro-level study results consistently affirm the
conclusions drawn earlier: ISO/IEC 17025 is broadly adopted, fosters improved lab outcomes, and is endorsed by
authoritative stakeholders. Any debate today centers not on whether to use ISO/IEC 17025 (virtually all major
labs do), but on how to best implement and evolve the standard.

Discussion of Implications and Future Directions

Given the extensive analysis above, we can draw several implications and outlooks for the future of ISO/IEC
17025 and laboratory accreditation:

e Continued Central Role in Quality Infrastructure: ISO/IEC 17025 will remain the cornerstone of laboratory accreditation
worldwide. As long as laboratories exist, there will be a need to assure their competence. Future versions of ISO/IEC 17025
will likely refine and extend the standard, but its core mission will persist. Governments and industries will continue to lean
on accredited labs for critical testing services (whether for product safety, environmental compliance, healthcare, or
research). ILAC and national accreditation bodies will keep expanding networks, particularly in developing countries where
accreditation capacity is still growing. The global quality infrastructure (a term referring to the ecosystem of standards,
accreditation, measurement institutes) views ISO/IEC 17025 as a foundational element.

e Risk Management as Practice: The explicit adoption of a risk-based approach in 177025:2017 (clause 8.5) suggests that
laboratories will increasingly manage quality through risk thinking. This means labs will develop risk registers (e.g. listing
risks such as instrument downtime, IT breaches, staff turnover) and action plans. Over time, we can expect case studies on
how labs have successfully mitigated risks (sharing best practices across industries). The integration of risk management
might also lead to cross-pollination with ISO 31000 (risk management standard), though ISO/IEC 17025 will keep it
lightweight. Ultimately, a mature lab will no longer be surprised by crises; risks that could invalidate results (like
contamination events) will be proactively controlled.

e Training and Competence Development: As the standard continues to emphasize competent personnel, the accreditation
community may develop new avenues for training. For example, we might see accreditation of lab personnel certifications
(akin to how lead auditors for ISO 9001 are certified). Already, Exemplar Global (formerly RABQSA) offers an ISO/IEC 17025
laboratory assessor certification. In the future, vendor-neutral competency standards for lab roles (specially in high-
technology fields) might emerge. Continuous professional development will become a formalized expectation under 17025.

o Extended Recognition Arrangements: The scope of the ILAC MRA keeps expanding. In recent years, new areas
(biobanking, reference materials) were added. It's conceivable that in the future, ILAC might extend to cover new emerging
fields of lab-type services (for example, accreditation for Al data labs, or quantum measurement labs, though these are
speculative). The overarching principle will be that any service impacting trade or public welfare should ideally fall under an
accreditation scheme.
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e Technological Integration: Accreditation itself may become more technology-enabled. For instance, blockchain or secure
digital ledgers could be used in the future for immutable records of calibration or audit trails, which would be well-received
under ISO/IEC 17025's emphasis on traceability. Machine-readable certificates (Containing ISO/IEC 17025 metadata) might
become common. We already see some moves toward digital certificates interlinked with ILAC databases; by 2030, one
could imagine an international registry where any stakeholder can verify the validity of an accredited result via a QR code or
API, backed by ISO/IEC 17025 accreditation records.

e Greater Emphasis on Outcomes: As laboratories become more entangled in critical infrastructure and decision-making
(think global health, climate change labs, pandemic testing), the emphasis may shift toward outcomes and data reliability
even more than formal procedures. Future standard revisions and accreditation practices might incorporate metrics of
laboratory accuracy (where feasible) as part of the evaluation. This could take the form of requiring labs to demonstrate
improvement in key performance indicators (like turnaround time, error rates, customer satisfaction) as evidence of an
effective QMS.

e Ecosystem Synergy (Conformity Infrastructure): ISO/IEC 17025 does not stand alone; it will increasingly interoperate
within a broad “quality ecosystem.” For instance, Industry 4.0 trends mean that instruments will be networked. ISO/IEC 17025
clauses on equipment may then connect with cybersecurity standards (ISO/IEC 27000 series). Additionally, as companies
implement Enterprise Quality Management Software (EQMS) that covers multiple ISO standards, laboratories may see 17025
as one module in a unified digital platform. The synergy with standards like ISO 14001 (environmental) and ISO 45001
(occupational health & safety) may be explicitly promoted. Indeed, ILAC has been working on guidance for how labs
implement multiple management standards. The future implies more holistic “one system, multiple accreditations”
frameworks.

e Increased Accessibility for Developing Regions: ILAC and IAF have programs to help developing economies build
accreditation infrastructure. Over time, countries in Africa, Southeast Asia, and Latin America are likely to add more ISO/IEC
17025-accredited labs. This will improve local market trust and facilitate their exports. The standard will likely remain the
same, but its penetration will deepen. We may also see more region-specific guidance documents or translated training
materials to lower barriers. For example, ILAC has published case studies of accreditation in Africa and Asia-Pacific, which
help labs understand what is needed even in low-resource settings.

e Potential Revision Cycle: Looking forward, ISO/IEC 17025 might see another revision in the mid-2020s (the decade gap
between 2005 and 2017 was twelve years). Possible areas for a future edition could include expanded coverage of fields like
additive manufacturing testing, or more precise language on electronic documentation. Whether a full revision occurs or just
interpretative guidance is released will depend on stakeholder consensus (ISO typically solicits feedback from accreditation
bodies and user groups).

e Environmental Accreditation and ESG Trends: Given the sustainability focus, we might even imagine a future scenario
where environmental performance of labs (like ISO 17034, yes) is evaluated. For example, a clause could appear stating that
laboratories shall have an environmental management system if their operations have significant environmental impact, or at
least address environmental aspects in their risk management (this would mirror ISO’s high-level structure drift into ‘Context
of the organization’ and ‘environmental aspects’ as in ISO 14001). If this happens, labs could claim that “ISO/IEC
17025:2030" also commits them to sustainable practices.

In all these directions, the constant is that trusted results and continuous improvement remain core. Whether
dealing with an old-fashioned beaker or an Al-driven sequencer, the promise of ISO/IEC 17025 is that the
process is transparent and robust. As stated on the ISO official page: “We all need a passport to travel. But what
about products?... Their ‘papers’ are often in the form of documents such as certificates that prove they have
passed the various rules and requirements of their new country.” (1*®) www.iso.org). ISO/IEC 17025 accredited
certificates are exactly such “papers” for products (and services), and future developments will ensure these
papers remain accepted as standards change.

Conclusion

ISO/IEC 17025 stands unchallenged as the global standard for laboratory competence. From its inception in
ILAC's Guide 25 to its current 2017 edition, it has continually evolved to incorporate state-of-the-art quality
management with rigorous metrological and technical demands. The standard’s comprehensive requirements —
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covering everything from top management commitment to the minutiae of sample handling — ensure that
accredited labs can deliver results that are technically valid and internationally accepted.

This report has shown, with detailed analysis and evidence, how ISO/IEC 17025 operates in practice and why it
matters. We explored the historical context (Tables 1 and 2 enumerate the standard’s editions and accreditation
statistics), the exact content of the 2017 requirements (general, structural, resource, process, and management
clauses), multiple perspectives on implementation (from national metrology to forensic labs), and quantitative
outcomes (notably decreased audit nonconformities and increased global trade efficiency). Expert
commentaries and studies consistently highlight that accreditation to ISO/IEC 17025 “promotes confidence” in
lab work (I'*) pdfcoffee.com), provides “significant enhancements” to lab operations (msmatter.co.uk) ("%

www.qmii.com), and yields a competitive edge in the marketplace (') www.limsforum.com).

Going forward, ISO/IEC 17025 will undoubtedly remain central to the quality ecosystem. It is poised to
incorporate the innovations of the coming years — from digital transformation to sustainable practices — while
preserving its core mission of ensuring reliable results. The ILAC MRA network and national accreditation bodies
will continue to embed ISO/IEC 17025 into regulatory frameworks and industry norms. For laboratories, the
message is clear: adoption of ISO/IEC 17025 is not just a regulatory checkbox, but a strategic investment in
technical excellence.

In conclusion, ISO/IEC 17025, in the words of its advocates, is the “international gold standard” for
laboratories (foodsafety.institute). Its rigorous approach has far-reaching implications: it underpins global trust
in measurements, enables safer products and services, and drives continuous improvement in scientific
practice. As industries and societies become ever more data-driven and interdependent, the role of ISO/IEC
17025 accredited laboratories will only grow. The evidence presented here demonstrates that those laboratories
will be well-prepared - and future-ready — as long as the standard and its communities continue to adapt and
uphold the highest principles of quality and competence.

References: Authoritative sources on ISO/IEC 17025 include the ISO official website, ILAC publications, peer-
reviewed case studies (e.g. Okezue et al., 2020; Miguel et al., 2021), industry whitepapers, and accreditation

body reports. Key citations are provided above in the text (e.g. ISOJIEC 17025:2017 document summaries ('°!

www.limsforum.com), ILAC facts (" ilac.org), and academic studies ("' pmc.ncbi.nim.nih.gov) (1'%

www.limsforum.com)) to validate all claims here. Each section’s claims are backed by such credible references,
with full citation details as noted.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US
market in custom Al software development and pharma implementations with proven results across public
biotech and pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies including Scilex Holding Company
(SCLX) and leading CROs across North America.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and
ERP systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al
infrastructure for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion,
automated document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field
force applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and
automated customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom
data visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and
implementation guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no
representations or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or
availability of the information contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives
be liable for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or
damage whatsoever arising from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated
content may contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information
before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of
their respective owners. All company, product, and service names used in this document are for identification purposes
only. Use of these names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and
biotech companies. As the premier US-based Al software development company for drug development and
commercialization, we deliver cutting-edge custom Al applications, private LLM infrastructure, document processing
systems, custom CRM/ERP development, and regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al
expert and multiple-exit founder with 20 years of software development experience and patent holder, based in the San
Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs,
please consult with appropriate qualified professionals.
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