TNI ELV4 STANDARD UPDATE – SUMMARY OF SUGGESTED CHANGES SINCE PUBLIC POSTING SEP 2025
	
	Original Text from 2025 Posted EL-V4
	Suggested Change
	Justification

	
	WHOLE DOCUMENT

	1
	· style, font, format

· PTPEC
· PTPAB
· TNI Standard EL-V3
· accreditation / accreditor
· references without year



	· updated format to be compliant with SOP 2-103 released 20 Feb 2026
· PTP EC
· PTP AB
· TNI EL-V3-2024 Rev 3.0
· Accreditation Body
· references had years added and removed clarifying statement in Section 1.0 that “unless otherwise specified, the most recent edition of the reference document applies”
	· TNI requirement
· TNI updated preference for abbreviations
· TNI update citation format (SOP-1-100)
· including year with reference is TNI preference

	
	PREFACE

	2
	This Standard supersedes and replaces preceding documents in whole or in part.  It may be used by any organization that wishes to implement a program for the accreditation of environmental laboratories.
	This Standard supersedes TNI Standard EL-V4 2016-Rev.2.0.

This Standard must be used by any organization seeking recognition for the accreditation of proficiency testing providers in conformance with TNI Standard EL-V3.
	· simplified language
· clarity for intent and use of the document

	3
	none
	added acknowledgement section after standard revision history
included names of those that served as voting members since drafting process started
	· publicly thank the efforts of volunteers and TNI staff for their support of this committee

	
	TERMS AND DEFINITIONS

	4
	Comprehensive Assessment:
a thorough and systematic evaluation conducted by a PTPA every two years to examine all aspects of a PTP’s organization structure, processes, capabilities, and competence.  The purpose of this assessment is to determine the PTP’s competency and conformance with the requirements of TNI Standard EL-V3.
	Comprehensive Assessment:
a thorough and systematic activity conducted by a PTP AB to examine all aspects of a PTP’s organization structure, processes, procedures, capabilities, and competence.
	· persuasive comment to remove “every two years”
· comment from public to clarify processes, procedures, or both (committee meant both)
· removed second sentence due to persuasive comment that purpose statements are not part of a definition and moved to section 5.5

	5
	Proficiency Testing (PT):
A means to evaluate a laboratory’s performance, under controlled conditions, relative to a given set of criteria, through analysis of unknown samples provided by an external source
	Proficiency Testing (PT):
Evaluation of participant performance against pre-established criteria by means of interlaboratory comparisons (ISO/IEC 17043:2023).
	· former definition was defined in EL-V1M2, but  proposed EL-V1M2 draft has removed this definition
· EL-V1M2 will include the ISO/IEC 17025 definition which references the same ISO/IEC 17043 definition as indicated
· continued alignment of definitions within TNI

	6
	Proficiency Testing Program Executive Committee (PTPEC):
A volunteer committee within TNI that establishes and maintains the TNI PT program.
	Proficiency Testing Program Executive Committee (PTP EC):
The committee responsible for the administration and maintenance of the TNI PT Program.
	· update from TNI 

	7
	Proficiency Testing Provider (PTP):
A conformity assessment body seeking initial or renewed accreditation by a TNI-recognized Proficiency Testing Provider Accreditor to operate a TNI PT program
	Proficiency Testing Provider (PTP):
An organization accredited by a TNI-recognized Proficiency Testing Provider Accreditation Body to operate a TNI-compliant PT program.
	· PTP as CAB defined in introduction
· persuasive comment to remove “initial or renewed”

	8
	Proficiency Testing Provider Accreditor
	Proficiency Testing Provider Accreditation Body
	· TNI updated nomenclature

	9
	Study (or PT Study): This term refers to a scheduled PT Study or a supplemental PT Study.
a)	Scheduled Proficiency Testing Study (Scheduled PT Study): A single complete sequence of circulation and scoring of proficiency testing samples to all participants in a proficiency testing program where the study must have the same pre-defined opening and closing dates for all participants.
b)   Supplemental Proficiency Testing Study (Supplemental PT Study): A PT sample that may be from a lot previously released by a PT Provider that meets the requirements for supplemental PT samples given in EL-V3 of this Standard, but that does not have a pre-determined opening and closing date.
	PT Study:  This term refers to a scheduled PT Study or a supplemental PT Study.
	· persuasive comment to remove “study” as it is only referred to as “PT Study” throughout the document
· persuasive comment to consider moving these definitions to EL-V3

	10
	Surveillance Assessment:  a risk-based evaluation conducted by a PTPAB between comprehensive assessments to monitor the PTP’s continued conformance with TNI Standard EL-V3.
	Surveillance Assessment:  a risk-based activity conducted by a PTP AB between comprehensive assessments to monitor the PTP’s continued conformance with TNI EL-V3-2024 Rev 3.0.
	· “evaluation” to “activity” since the process can include more than just evaluation
· updated TNI reference format as per Style Guide

	
	QUALIFICATION REQUIREMENTS

	11
	4.1 A PTPAB seeking or holding recognition as a PTPAB must meet the following qualifications:
c)  be recognized by at least one member of the international cooperation of accreditation bodies for conformance to ISO/IEC 17011, and
	4.1 A PTP AB seeking or holding recognition as a PTP AB must meet the following qualifications:
c)  be recognized by at least one member of an international cooperation of accreditation bodies for conformance to ISO/IEC 17011, and
	· persuasive comment to remove “the” as it implies there is only one organization that is capable of doing this recognition

	12
	4.1 A PTPAB seeking or holding recognition as a PTPAB must meet the following qualifications:
d)  be a signatory of the International Laboratory Accreditation Cooperation (ILAC) of the Asia Pacific Accreditation Cooperation (APAC) for accreditation to ISO/IEC 17025 and ISO/IEC 17043.
	4.1  A PTP AB seeking or holding recognition as a PTP AB must meet the following qualifications:
d)  have ISO/IEC 17025:2017, ISO 17034:2016, and ISO/IEC 17043:2023 including their Scope of Recognition.
	· ILAC is dissolving and this will make the previous requirement impossible to meet
· changed the language so that it doesn’t matter what organization is doing the recognition, but that the key standards are included in the AB Scope of Recognition
· ISO 17034 is a normative reference in ISO/IEC 17043 and a PTP AB will need all three to be a TNI PTP AB

	
	PROCESS REQUIREMENTS

	13
	5.1  Initial Accreditation
5.1.1.  The PTPAB must establish and implement an initial accreditation process that verifies the PTP:
5.1.2  The PTPAB’s initial accreditation process must:
	combined these into a single 5.1 Initial Accreditation and updated numbering for this section
	· no need to separate as 5.1.1 and 5.1.2 are part of the same list of requirements for items to include in an initial accreditation process

	14
	5.1  Initial Accreditation
5.1.1  The PTPAB must establish and implement an initial accreditation process that verifies the PTP:
a) holds ISO/IEC 17043 accreditation
	removed requirement a)
	· accreditation activities evaluate conformance to both TNI EL-V3 and ISO/IEC 17043 simultaneously and not sequentially

	15
	5.1  Initial Accreditation
5.1.1  The PTPAB must establish and implement an initial accreditation process that verifies the PTP:
c) has the technical expertise, administrative capacity, and financial resources necessary to implement and operate a PT program in conformance with TNI EL-V3
	removed requirement c)
	· this requirement is redundant
· the definition of comprehensive assessment ensures these items are addressed

	16
	5.2 Accreditation Renewal
5.2.1  The PTPAB must establish and implement a process for PT program accreditation renewal not to exceed 2 years from the date of issue unless an extension is justified or granted.
	5.2.1  The PTP AB must establish and implement a process for PTP accreditation renewal not to exceed two years and six months from the date of issue, unless an extension is justified or granted.  This process must define the criteria for accreditation extension.  Records must be retained for explaining the rationale for granting or denying the extension.
	· combination of public meeting and submitted comments to extend past two years but define a max timeframe
· persuasive comment to change “PT program accreditation” to “PTP accreditation” since it is the PTP that is accredited, not the PT program
· there can be multiple criteria for granting an extension but current phrasing does not require a link between the criteria and the specific extension event

	18
	5.4  Accreditation Suspension, Revocation, and Reinstatement
5.4.1  The PTPAB must establish and implement a process to suspend or revoke the PTP’s accreditation if assessment or monitoring activities determine the PTP is no longer in conformance with TNI EL-V3.  Additionally, the process must outline the criteria for reinstating accreditation once the PTP has demonstrated renewed conformance.
	5.4.1  The PTP AB must establish and implement a process to suspend or revoke the PTP’s accreditation if assessment or monitoring activities determine the PTP is no longer in conformance with TNI EL-V3-2024 Rev 3.0.  The process must define the actions that justify suspension or revocation of the PTP’s accreditation.
5.4.2  The process must outline the criteria for reinstating accreditation once the PTP has demonstrated renewed conformance.
	· separated the original language into two clauses to emphasize logical process flow
· added new requirement to updated 5.4.1 to align with 5.2.1 requirements for defining extensions
· removed redundant word “additionally”

	19
	5.5 Assessments
new requirement
	5.5 Assessments
5.5.1  The PTP AB must establish and implement a process for conducting PTP assessments that:
e)  determines the PTP’s competency and conformance with the requirements of TNI EL-V3-2024 Rev 3.0.
	· persuasive comment to remove the evaluation of competency and conformance from the definition of comprehensive assessment to the requirements

	20
	5.5.1  Comprehensive Assessment
After the successful initial accreditation, the PTPAB must conduct a comprehensive assessment of the PTP every two years.
	5.5.1  Comprehensive Assessment
After the successful initial accreditation, the PTP AB must conduct a comprehensive assessment of the PTP every two years (not to exceed two years and six months).
	· updated two year requirement to align with updated phrasing in 5.2.1 as per public comments to allow grace period

	21
	5.5.2  Surveillance Assessment
The PTPAB must establish and implement a risk-based process for surveillance assessments that minimally includes:
a)  a review of any changes to the management system, including key personnel, since the last comprehensive assessment to determine if these changes impact conformance with EL-V3
	5.5.2  Surveillance Assessment
The PTP AB must establish and implement a risk-based process for surveillance assessments that includes:
a)  a review of any changes in the PTP’s organization structure, key personnel, and management systems since the last comprehensive assessment to determine if these changes impact conformance with TNI EL-V3-2024 Rev 3.0
	· persuasive comment to remove redundant word “minimally”
· rephrased requirement to add clarity that both organization structure and key people changes must be reviewed

	22
	5.7  Information Requests
5.7.1  The PTPAB must conduct a presentation at the PTPEC meeting during TNI forums and provide presented information to the PTPEC when requested.  The contents of the presentation must minimally include:
	5.7.1  Annually, the PTP AB must conduct a presentation at the PTP EC meeting during the TNI forum and provide presented information to the PTP EC when requested.  The contents of the presentation must include:
	· persuasive comment to add clarity that this is an annual and not semi-annual event since original phrasing does not specify which TNI forum
· persuasive comment to remove redundant word “minimally”

	22
	5.7.1 a)  a complete list of PTPs accredited to the PT program and their accreditation status and any withdrawals
	5.7.1 a)  a complete list of PTPs accredited to the PT program, their accreditation status, and any withdrawals
	· persuasive comment to correct grammar to list format

	
	PROCEDURE REQUIREMENTS

	
	6.1 PT Study Evaluation
	removed sub header
	· there is no 6.2
· simplified section and updated numbering

	23
	6.1.1  The PTPAB must establish and maintain a procedure to …
	6.1  The PTP AB must have procedures to….
	· persuasive comment to simplify language

	24
	list in 6.1.1 had “study” at the start of requirement a) and b) and in the middle to d)
	removed “study”
	· persuasive comment to remove redundant word as heading of section is PT Study Evaluation

	25
	6.1.1 e)  assigned values appear to be randomly selected and are within the specified concentration ranges
	removed requirement
	· item is assessed during on-stie assessments
· there is insufficient information in the PT study to objectively review this requirement

	26
	6.1.1 g)  any adjustments to initial assigned values are recorded
	removed requirement
	· item is assessed during on-stie assessments
· there is insufficient information in the PT study to objectively review this requirement

	27
	6.1.1 i) homogeneity and stability testing were conducted, where required
	6.1 g)  verification, homogeneity, and stability testing were conducted, where required
	· updated numbering with removed requirements
· “verification” added to align with ELV3 phrasing and requirement

	28
	6.1.2  The PT study evaluation procedure must include:
a)  maintenance of records, including any communications between the PTPAB and the PTP, for each study evaluation for the duration specified by the PTPEC, and
	6.2  The PT study evaluation procedures must include:
a)  maintenance of records, including any communications between the PTP AB and the PTP regarding the study evaluation and 
	· made procedures plural to allow for greater freedom for the PTP AB in use of their documents
· clarified that only records of communication regarding the PT Study evaluation are required, not all communications
· simplified language and correct list grammar
· persuasive comment to remove “for the duration specified by the PTPEC” since this is not information required for the annual report and will be defined by the PTP AB procedures

	29
	6.1.2 b)  issuance of any nonconformities found during the study evaluation to the PTP and verification corrective actions are implemented by the PTP.
	6.2 b)  issuance of any nonconformities found during the study evaluation to the PTP and verification that corrective actions are implemented by the PTP
	· persuasive comment to add “that”



