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The world of laboratory testing relies heavily on
accuracy and reliability. To ensure consistent,
high-quality results, proficiency testing (PT)
plays a crucial role. ISO/IEC 17043:2019, the
new international standard for proficiency
testing provider accreditation, significantly
impacts how PT providers operate and
demonstrates their competence. This standard



sets a global benchmark for quality, improving
trust and confidence in laboratory results
across various industries. This article delves
into the details of ISO/IEC 17043, exploring its
benefits, implementation, and implications for
laboratories and PT providers alike. We will also
consider key aspects such as proficiency
testing schemes, PT provider competence,
laboratory accreditation, and quality
control in testing.

Understanding the
Significance of ISO/IEC
17043:2019

ISO/IEC 17043:2019, *Conformity assessment
— General requirements for proficiency
testing*, provides a comprehensive framework
for the operation and accreditation of
proficiency testing providers. It outlines the
requirements for designing, developing,
managing, and evaluating proficiency testing
programs. Before the implementation of this
updated standard, PT providers often lacked a
universally recognized set of criteria, leading to
inconsistencies in the quality of PT programs.
ISO/IEC 17043 addresses this issue by providing
a clear and detailed structure for ensuring the
reliability and validity of PT results. This is vital
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because laboratories rely heavily on proficiency
testing results to demonstrate their
competence and maintain accreditation.

Benefits of ISO/IEC 17043
Accreditation for PT
Providers

Accreditation to ISO/IEC 17043 offers numerous
benefits for proficiency testing providers:

e Enhanced Credibility and Trust:
Accreditation demonstrates a provider's
commitment to delivering high-quality
proficiency testing schemes. This boosts
their credibility and fosters trust among
participating laboratories. Clients can be
confident that the PT provider adheres to
international best practices.

e Improved Customer Satisfaction: A
robust and reliable PT program, compliant
with ISO/IEC 17043, leads to more
accurate and consistent results for
participating laboratories. This, in turn,
increases customer satisfaction and
fosters long-term relationships.

* Global Recognition and Market
Access: ISO/IEC 17043 accreditation
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provides global recognition, opening
doors to new markets and international
collaborations. It simplifies participation
in international PT schemes and
facilitates cross-border acceptance of
laboratory test results.

Continuous Improvement: The
standard necessitates ongoing monitoring
and improvement of processes. This
fosters a culture of continuous
improvement within the PT provider,
leading to even higher quality services.

Reduced Risk and Liability: By
adhering to the strict guidelines of
ISO/IEC 17043, PT providers mitigate their
risk of errors and potential liability. This
protects their reputation and provides a
safety net against potential disputes.

Implementation and
Practical Application of
ISO/IEC 17043

Implementing ISO/IEC 17043 involves several
key steps:

e Gap Analysis: A thorough analysis of

existing processes and procedures is
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crucial to identify areas needing
improvement to meet the standard's
requirements.

Documentation: Comprehensive
documentation of all processes,
procedures, and records is paramount.
This includes detailed descriptions of the
PT program design, sample preparation,
data analysis, and reporting.

Training: All staff involved in the
proficiency testing process must receive
adequate training on the requirements of
ISO/IEC 17043.

Internal Audits: Regular internal audits
are essential to monitor compliance with
the standard and identify areas for
improvement.

Management Review: Periodic
management reviews ensure that the PT
program remains effective and aligned
with the organization's objectives.

Accreditation: Seeking accreditation
from a recognized accreditation body
demonstrates compliance with ISO/IEC
17043 and enhances the credibility of the
PT provider.
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Impact on Laboratories and
the Broader Testing
Landscape

ISO/IEC 17043 has a significant impact on
laboratories participating in proficiency testing.
By using accredited PT providers, laboratories
can:

e Demonstrate Competence:
Participation in robust PT schemes
provides evidence of a laboratory’s
competence and helps maintain
accreditation to standards such as
ISO/IEC 17025.

¢ Identify Areas for Improvement: PT
results pinpoint areas requiring
improvement in laboratory procedures
and equipment.

 Enhance Data Quality: Participation in
PT programs enhances the quality and
reliability of laboratory data, leading to
more accurate and trustworthy results.

The overall effect of this improved quality
across all participating laboratories leads to
greater confidence in test results across various
sectors, from environmental monitoring to
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medical diagnostics.

Conclusion

ISO/IEC 17043:2019 represents a significant
step forward in ensuring the quality and
reliability of proficiency testing. Accreditation to
this standard offers numerous benefits to PT
providers, including enhanced credibility, global
recognition, and improved customer
satisfaction. For laboratories, participation in PT
programs offered by accredited providers
guarantees high-quality data and supports their
ongoing efforts towards maintaining and
improving competence. The broader impact
extends to improved trust in laboratory results
across various sectors, leading to more
informed decision-making and better outcomes.

Frequently Asked Questions
(FAQs)

Ql: What is the difference between
ISO/IEC 17043 and ISO/IEC 17025?

Al: ISO/IEC 17025 pertains to the *general
requirements for the competence of testing and
calibration laboratories*, while ISO/IEC 17043
specifically addresses the *requirements for
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proficiency testing providers*. ISO/IEC 17025
focuses on individual laboratories, while ISO/IEC
17043 focuses on the organizations that
provide the testing programs to assess the
competence of those laboratories. They are
complementary standards, with successful
laboratory accreditation often relying on
participation in PT programs that are compliant
with ISO/IEC 17043.

Q2: Is ISO/IEC 17043 accreditation
mandatory?

A2: While not always legally mandated, ISO/IEC
17043 accreditation is increasingly viewed as a
benchmark of excellence and is often a
prerequisite for participation in certain markets
or for demonstrating compliance with specific
regulations. Many accreditation bodies require
proficiency testing to be conducted using
schemes accredited to ISO/IEC 17043.

Q3: How often should a PT provider
undergo accreditation audits?

A3: The frequency of audits varies depending
on the accreditation body, but it typically
involves regular surveillance audits and
periodic full re-assessments. This ensures
ongoing compliance with the standard.
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Q4: What happens if a PT provider fails to
meet the requirements of ISO/IEC 17043?

A4: Failure to meet the requirements may
result in corrective actions being required.
Repeated failures may lead to the withdrawal of
accreditation.

Q5: What types of laboratories benefit
most from using ISO/IEC 17043-accredited
PT providers?

A5: All laboratories that conduct testing and
need to demonstrate their competence benefit.
This is particularly important for laboratories
operating in highly regulated industries such as
medical diagnostics, environmental monitoring,
food safety, and pharmaceuticals.

Q6: How can | find an accredited
proficiency testing provider?

AG6: You can typically find a list of accredited PT
providers through the websites of national
accreditation bodies or international
organizations like ILAC (International Laboratory
Accreditation Cooperation).

Q7: What are the costs associated with
ISO/IEC 17043 accreditation?
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A7: Costs vary depending on the size and
complexity of the PT provider's operation, as
well as the accreditation body. Expect fees to
cover the initial assessment, ongoing
surveillance audits, and potential corrective
actions.

Q8: How does ISO/IEC 17043 contribute to
global harmonization in testing?

A8: By providing a globally recognized
standard, ISO/IEC 17043 helps create a
consistent approach to proficiency testing. This
increases the comparability and acceptance of
laboratory test results internationally, fostering
trust and facilitating trade.

ISO/IEC 17043: The New International Standard
for Performance Evaluation

The world of testing is constantly evolving,
demanding ever-higher levels of precision. This
need for excellence has led to the development
and publication of ISO/IEC 17043:2019, a
landmark international standard that sets out
the specifications for the competence of
proficiency testing providers. This standard isn't
just another document; it's a transformation
that guarantees greater trust in laboratory
results worldwide. This article will explore the
intricacies of ISO/IEC 17043, explaining its
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importance and providing practical guidance for
its implementation.

Understanding the Need for Standardized
Proficiency Testing

Before delving deeper into the standard itself,
it's crucial to understand the fundamental
necessity for standardized proficiency testing.
Imagine a situation where laboratories across a
region are evaluating the same specimen.
Without a trustworthy method of comparing
outcomes, how can we ensure that all
laboratories are performing at the same
standard? Inconsistent results can lead to
erroneous interpretations, weakened
environmental protection, and significant
financial expenses.

ISO/IEC 17043 addresses this issue head-on by
providing a framework for developing
proficiency testing schemes that are robust,
clear, and trackable. It ensures the uniformity
and correspondence of results across different
testing facilities, thus improving the overall
precision of assessment processes.

Key Components of ISO/IEC 17043

ISO/IEC 17043 is a detailed standard that
addresses various aspects of proficiency
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testing, including:

e Scope and Management: Clearly

determines the scope of the proficiency
testing scheme and outlines the
administrative system required to confirm
its effectiveness. This includes specifying
objectives, supervising resources, and
monitoring performance.

Participant Selection and
Management: Explains the criteria for
identifying participants, ensuring a typical
set of laboratories. It also deals with
participant communication and
administration throughout the testing
process.

Material Development and
Distribution: Explains the criteria for
developing and delivering homogeneous
test materials that are suitable and allow
for meaningful comparison of results. This
involves aspects such as material
durability, trackability, and
containerization.

Data Analysis and Reporting: Defines
the quantitative methods to be used for
analyzing the outcomes and generating
reports. This includes determining
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performance scores, identifying outliers,
and interpreting the overall performance
of participating laboratories.

¢ Personnel Competence: Emphasizes
the importance of skilled personnel in all
stages of the proficiency testing process.
This involves understanding of the
relevant standards, quantitative methods,
and best procedures.

Practical Benefits and Implementation
Strategies

Implementing ISO/IEC 17043 provides
numerous gains to both proficiency testing
providers and participating laboratories:

e Enhanced Confidence in Results:
Increased assurance in the accuracy of
assessment results.

e Improved Laboratory Performance:
Identifies areas for improvement in
laboratory methods.

e Facilitates International
Collaboration: Allows for easier
comparison of results across worldwide
laboratories.

e Demonstrates Compliance: Provides
evidence of adherence with global
standards.
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Implementing the standard requires a gradual
approach: begin by determining existing
processes, developing a quality organizational
system, training staff, and implementing the
pertinent requirements. Seeking accreditation
from a accredited accreditation body can
moreover enhance credibility and prove
dedication to superiority.

Conclusion

ISO/IEC 17043 represents a significant step
forward in developing a internationally
approved standard for proficiency testing. Its
implementation will help to better the quality
and dependability of evaluation worldwide,
leading to safer products, improved
environmental protection, and greater
confidence in scientific data.

Frequently Asked Questions (FAQs):

1. Q: What is the difference between
ISO/IEC 17025 and ISO/IEC 170437

A: ISO/IEC 17025 focuses on the general
specifications for the competence of testing and
calibration laboratories, while ISO/IEC 17043
focuses specifically on the specifications for
proficiency testing providers.
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2.Q: Is ISO/IEC 17043 mandatory?

A: While not mandated by law in all regions,
accreditation to ISO/IEC 17043 is increasingly
needed by official bodies and clients as a proof
of competence.

3. Q: How can | find more information
about ISO/IEC 17043?

A: You can access the full text of the standard
from the ISO website or from local standards
organizations.

4. Q: What are the costs associated with
implementing ISO/IEC 17043?

A: The costs vary depending on the size and
complexity of the organization, but they
generally involve instruction costs, advisory
fees, and the cost of inspection and
accreditation.
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