Module 2 Standard Update - Summary of Changes – 2026-05-14

	
	Original Text
	Suggested Change 
	Justification
	Comments

	1
	
	Throughout the document, rearranged sections to match the layout of ISO 17025:2017.
	This module is based on ISO 17025:2017 and we cannot alter ISO 17025:2017 language 
	

	2
	
	Throughout the document language has editorial changes. Where they do not change actions performed by the laboratory, they are not included in this summary.
	ISO 17025:2017 revised the language to be less prescriptive in some cases and to clarify in other cases. The intent of the requirement stays the same.
	

	3
	
	Throughout the document, limited the use of the term “document” to signify instructions, procedures, or templates, etc., and used “record” instead when referring to the written or electronic account of observations.
	This will clarify when a record is required.
	

	4
	
	Throughout the document, limited most instances of “policies and procedures” to either “policies and objectives” or “procedures”
	ISO 17025:2017 made many of these changes.
Where TNI language requires procedures, it is unnecessary to also have a policy.
	

	5
	
	Throughout the document, requirements do not differentiate between electronic or hard copy forms.
	This is a change in ISO 17025:2017, which TNI language has also adopted. The requirements are the same for both hard copy and electronic forms of documents, records, and reports.
	

	6
	
	Throughout the document, several notes, especially from ISO 17025:2005 are removed.
	The notes are not requirements and either make allowances that are already allowed or further describe a requirement. Nothing is lost by removing them or gained by keeping them.
	

	7
	3.1 Additional Terms and Definitions
	3.10 – 3.47 Each definition is numbered.
Updated many definitions.

	ISO 17025:2017 Terms and Definitions are each numbered. Numbering TNI definitions retains consistency with ISO 17025:2017.

Revised definitions for clarity and removal of procedural content.
	

	8
	3.1 Additional Terms and Definitions
	Removed the following definitions:
Acceptance Criteria
Accreditation
Assessment
Blank and Method Blank
Calibration Curve
Certified Reference Material
Chain of Custody Form
Confirmation
Contract
Critical Supplies and Services
Data Reduction
Field of Accreditation
In-depth Data Monitoring
Internal Standard
Legal Chain of Custody
Limit of Detection
Limit of Quantitation
Physical Parameter
Proficiency Testing
Proficiency Testing Program
Quality Manual
Record
Sensitivity
Standard
Standard Operating Procedure
Verification
	Removed definitions for terms that are well-described or not referenced in TNI Volume 1, Module 2.
	

	9
	3.2 Sources
	Removed
	Definitions in 3.10-3.47 are written and revised specifically for use with TNI Volume 1 Module 2.
	

	10
	
	4.2.1	The laboratory shall be responsible, through legally enforceable commitments, for the management of all information obtained or created during the performance of laboratory activities. The laboratory shall inform the customer in advance, of the information it intends to place in the public domain. Except for information that the customer makes publicly available, or when agreed between the laboratory and the customer (e.g. for the purpose of responding to complaints), all other information is considered proprietary information and shall be regarded as confidential.
	ISO 17025:2017 addition
	

	11
	4.1.5 d) have policies and procedures to avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgment or operational integrity;
	4.1.5 If a risk to impartiality is identified, the laboratory shall be able to demonstrate how it eliminates or minimizes such risk.
	ISO 17025:2017 change; now requires the laboratory demonstrate how it minimizes risk to impartiality.
	

	12
	4.1.5 g) provide adequate supervision of testing and calibration staff, including trainees, by persons familiar with methods and procedures, purpose of each test and/or calibration, and with the assessment of the test or calibration results; (see V1M2 4.2.8.4 e and 5.2.1)
	6.2.5	The laboratory shall have procedure(s) and retain records for:
d)	supervision of personnel;
	ISO 17025:2017 change
	

	13
	4.1.5 h) have technical management which has overall responsibility for the technical operations and the provision of the resources needed to ensure the required quality of laboratory operations;
	5.2 The laboratory shall identify management that has overall responsibility for the laboratory.
5.6 The laboratory shall have personnel who, irrespective of other responsibilities, have the authority and resources needed to carry out their duties, including: 
e) ensuring the effectiveness of laboratory activities.
	ISO 17025:2017 change
	

	14
	4.1.5 i) appoint a member of staff as quality manager (however named) who, irrespective of other duties and responsibilities, shall have defined responsibility and authority for ensuring that the management system related to quality is implemented and followed at all ; the quality manager shall have direct access to the highest level of management at which decisions are made on laboratory policy or resources;
	
	ISO 17025:2017 no longer requires this position.

In section 5.6.1, TNI language includes some of the ideas for quality manager from ISO 17025:2005.
	

	15
	4.1.5 j) appoint deputies for key managerial personnel (see Note);
	5.5.1 The laboratory must have a procedure for how roles and responsibilities are filled when the personnel responsible for the laboratory, the review and release of analytical data, or the quality management system, are unable to fulfill their responsibilities.
	ISO 17025:2017 removed this requirement.

TNI language added a requirement to document how specific roles and responsibilities are filled when someone is unable to fulfill those responsibilities.
	

	16
	4.1.7.1 Where staffing is limited, the technical manager and the quality manager may be the same person.
	5.6.8 The laboratory must define how the responsibilities of the Technical Specialist and the Quality Specialist are segregated when they are filled by the same person.
	Removes the ambiguity around “staffing is limited” and requires the laboratory to define how one person can properly fill both roles.
	

	17
	4.1.7.1 The laboratory's quality manager and/or his/her designee(s) shall:
a) serve as the focal point for QA/QC and be responsible for the oversight and/or review of QC data;
b) have functions independent from laboratory operations for which they have QA oversight;
c) be able to evaluate data objectively and perform assessments without outside (e.g., managerial) influence;
d) have documented training and/or experience in QA/QC procedures and the laboratory’s quality system;
e) have a general knowledge of the analytical methods for which data review is performed;
f) arrange for or conduct internal audits as per Section 4.14 annually;
g) notify laboratory management of deficiencies in the quality system; and
h) monitor corrective actions.

4.2.8.2 The quality manager shall be responsible for maintaining the currency of the quality manual.
	5.6.1	In addition, the laboratory must have a Quality Specialist(s) who:
5.6.1.1	functions independently from laboratory activities for which they have quality assurance oversight;
5.6.1.2	has training and/or experience in the laboratory’s quality management system; 
5.6.1.3	has a general knowledge of the analytical methods for which data review is performed; and 
5.6.1.4	has the authority to manage nonconforming work and initiate the actions specified in 7.10.1b); and
5.6.1.5	is responsible for:
a)	coordinating quality activities;	Comment by Bond, Debbie: Quality?
b)	evaluating data objectively and performing assessments without undue outside or managerial influence;	Comment by Bond, Debbie: State “outside or managerial” to align better with current V1M2?
c)	maintaining the quality manual;
d)	arranging for or conducting internal audits as per Section 8.8; 
e)	initiating the actions specified in 7.10.1 b)
f)	notifying laboratory management of deficiencies in the quality management system; and
g) monitoring nonconforming work and corrective actions.
	The Quality Specialist title removes “manager” to be clear that this role does not have to be performed by management.

Requirements listed in one section and lists responsibilities all together to help clarify the role.

Language was reorganized for clarity.

Moved responsibility for maintaining the quality manual from 4.2.8.2 (quality manual) to 5.6.1.5 (quality specialist)
	

	18
	
	5.6.3	The laboratory must have a Technical Specialist(s) (however named) to provide technical guidance to laboratory personnel for all work associated with the laboratory’s scope of accreditation. The laboratory must clearly define its technical structure and how Technical Specialist responsibilities align with the laboratory’s scope. A laboratory may have one or more Technical Specialists that may also hold additional primary job responsibilities. Annex C provides examples of how a laboratory may define this structure.  
	New section now calls Technical Manager a Technical Specialist to make it clear this is not necessarily a management role. 

Provides the laboratory flexibility in outlining its structure including the technical specialist role. And references new Annex C for ideas on how to define the laboratory structure.
	

	19
	4.1.7.2 The laboratory's technical manager(s), however named, and/or his/her designee(s) shall:
a) be a member of the staff of an environmental laboratory who exercises actual day-to-day supervision of laboratory operations for the appropriate fields of accreditation and reporting of results;
b) be experienced in the fields of accreditation for which the laboratory is seeking accreditation;
c) have duties that include:
i. monitoring standards of performance in QC and QA, and
ii. monitoring the validity of the analyses performed and data generated in the laboratory to assure reliable data.
	5.6.3.1	Technical Specialist(s) must:
a) ensure laboratory activities related to the generation of analytical data and test results, including but not limited to method development and validation, procedure development, sample preparation, instrument calibration, sample analysis, quality control, and data reduction, comply with the laboratory’s quality management system and with relevant regulatory requirements for which the data will be used and
b) [bookmark: _Hlk200530125]have the authority to halt work, repeat work, withhold reports, and resume work as part of the management of nonconforming work, as defined in 7.10.
	Clarifies the role of the technical specialist (formerly technical manager) and gives specific authority for management of nonconforming work.
	

	20
	4.1.7.2 (cont’d)
d) not be the technical manager(s) of more than one accredited environmental laboratory without authorization from the primary Accreditation Body. Circumstances to be considered in the decision to grant such authorization shall include:
i. the extent to which operating hours of the laboratories to be directed overlap,
ii adequacy of supervision in each laboratory, and
iii the availability of environmental laboratory services in the area served.
	5.6.4	A Technical Specialist may be appointed across multiple laboratories, subject to approval by the primary accrediting body.  Requests for approval must include a plan outlining how the Technical Specialist will meet the requirements in section 5.6.3 across multiple locations. Records of the accrediting body's approval, including the approved plan, must be retained.
	Clarifies how to have a technical specialist be responsible across multiple laboratories by requiring a plan to present to the accrediting body for approval.
	

	21
	4.1.7.2 (cont’d)
e) if absent for a period of time exceeding fifteen (15) consecutive calendar days shall designate another staff member meeting the qualifications of the technical manager(s) to temporarily perform this function. If this absence exceeds thirty-five (35) consecutive calendar days, the primary accreditation body shall be notified in writing; and
f) meet qualification requirements as specified in Section 5.2.6.1.
	5.6.5 If a Technical Specialist is unable to fulfill the duties in sections 5.6.3 a) and b) for fifteen (15) consecutive calendar days, 
5.6.5.1	a designated alternate must be appointed per the procedure in 5.5.1 and assume the responsibilities of the technical specialist or
5.6.5.2	work in that area of responsibility must be halted or subcontracted to another qualified laboratory.
5.6.6	The designated alternate is not required to meet the same qualification requirements of a Technical Specialist but must meet the requirements the laboratory defines in the procedure described in 5.5.1.
5.6.7	When a designated alternate assumes the responsibilities of a Technical Specialist, the laboratory must notify the primary accreditation body within sixty (60) days if a qualified Technical Specialist does not resume the responsibilities. The notification must be in writing for accreditation body approval and must include a plan with a timeline for appointing a qualified Technical Specialist. If approval is not granted the laboratory accreditation may be suspended.
	Allows more flexibility for the laboratory when a technical specialist is unable to fulfill duties, while maintaining close communication with the accrediting bodies.
	

	22
	4.2.2 The laboratory's management system policies related to quality, including a quality policy statement, shall be defined in a quality manual (however named). The overall objectives shall be reviewed during management review. The quality policy statement shall be issued under the authority of top management. It shall include at least the following:
	Removed
	ISO 17025:2017 removed this requirement.

TNI language requires a Quality Manual including quality objectives in 8.2.4.1 & 8.2.4.2.
	

	23
	4.2.5 The quality manual shall include or make reference to the supporting procedures including technical procedures. It shall outline the structure of the documentation used in the management system.
	8.2.4 All documentation, processes, systems, records, related to the fulfilment of the requirements of this document shall be included in, referenced from, or linked to the management system.
	ISO 17025:2017 changed to allow flexibility in how laboratories link these documents to the quality management system.
	

	24
	4.2.6 The roles and responsibilities of technical management and the quality manager, including their responsibility for ensuring compliance with this International Standard, shall be defined in the quality manual.
	8.2.4.2   The quality manual must contain or make reference to the following at a minimum:
g) define roles and authorities for personnel performing laboratory activities per 5.5, 5.6, and 6.2;
	ISO 17025:2017 removed this requirement.

TNI language adds to define roles of laboratory personnel, which includes more roles than just the technical and quality specialist
	

	25
	4.2.8.1, 4.16, and 5.2.7 Data Integrity system parts; Data Integrity Investigations; and Data Integrity Training
	Combined all parts of Data Integrity into section 4.1.6. 
	It is easier to read all data integrity requirements in one area of the standard.

Clarified which requirements are for the procedures, which requirements are for training, and added an explicit statement requiring labs to avoid prohibited actions, with a reference to Annex C for information on prohibited actions.

Review Attachment 1 for Current Standard and Draft Standard language.
	

	26
	4.2.8.3 e) identification of the laboratory's approved signatories;
	8.2.4.2 g) define roles and authorities for personnel performing laboratory activities per 5.5, 5.6, and 6.2;
	The quality manual reflects requirements throughout the rest of the standard and ‘approved signatories’ can be a role in the laboratory, which must be defined; no need to specify one role’s definition in the QM
	

	27
	4.2.8.3 f) the signed and dated concurrence (with appropriate names and titles), of all responsible parties including the quality manager(s), technical manager(s), and the agent who is in charge of all laboratory activities, such as the laboratory director or laboratory manager;
	ISO 17025:2017 language requires management ensure policies and objectives for the fulfilment of this document are acknowledged and implemented at all levels of the organization in 8.2.1.
	The ISO 17025:2017 requirement is broader and more effective than requiring specific roles to sign and date concurrence.
	

	28
	4.2.8.3 g) the objectives of the quality system and contain or reference the laboratory’s policies and procedures;
	Objectives are still required by instead of policies and procedures, require defining range of laboratory activities.
	The range of lab activities is more appropriate for this overall lab document.  The document control process ensures procedures, instructions, etc., are available.
	

	29
	4.2.8.3 h) the laboratory’s official quality policy statement, which shall include quality system objectives and management’s commitment to ethical laboratory practices and to upholding the requirements of this Standard;
	Remove requirement for a quality policy statement.
	The quality policy statement requirement has not been helpful to laboratories or assessors. The requirements in the standard do a better job resulting in generating data of known quality.
	

	30
	4.2.8.4 b) major equipment and reference measurement standards used as well as the facilities and services used by the laboratory in conducting tests;
	8.2.4.2
i) define the measures used to control facilities and environmental conditions per 6.3;
j) procedures for meeting the equipment requirements of 6.4;
l) procedures for meeting the externally provided products and services requirements of 6.6;
	The QM is a better place for containing or referencing how the lab controls facilities, meeting equipment requirements, and procured products and services rather than a list of equipment and reference standards.
	

	31
	4.2.8.5 c) Each SOP shall clearly indicate the effective date of the document, the revision number, and the signature(s) of the approving authority.
	8.3.2 The laboratory shall ensure that:
a) documents are approved for adequacy prior to issue by authorized personnel;
f) the unintended use of obsolete documents is prevented, and suitable identification is applied to them if they are retained for any purpose.
ISO 17025:2017 8.3.2 a) requires documents by approved for use prior to issue and f) now prohibits the unintended use of obsolete documents
	Since ISO 17025:2017 requires documents be approved for use and prohibits unintended use of obsolete documents, which leads the laboratory to ensuring documents are approved and current, without specifying how the laboratory does it.
	

	32
	4.2.8.5 f) Each method shall include or reference the following topics where applicable:
	8.3.4.3 These instructions must include or reference the following topics where applicable:
8.3.4.3 a) These topics must be included in the instructions:
b) These topics must be addressed but may be included by reference to other documents or records:
	Test method documents (e.g. SOPs) now have some topics that are required to be included (as applicable), and other topics can be included or referenced to clarify what actually needs to be in the specific test method document versus more general requirements that can be in a separate general document.
	

	33
	4.2.8.5 f) xvi) method performance
	Remove
	Instructions for performing a test don’t rely on method performance information that isn’t already covered by other required sections. In addition, there is confusion as to what this section is intended to hold.
	

	34
	
	NEW section 8.3.4.3 b) iii. demonstration of capability
	Since the method performance section is often used to hold method specific instructions for demonstrating capability (where they differ from general instructions of DOC), this section was added to specify including DOC instructions.
	

	35
	4.2.8.5 f) xxiii) any tables, diagrams, flowcharts and validation data
	Remove
	No need to specify this section as it can always be added to a test method document if needed
	

	36
	4.3.2.1 A master list or an equivalent document control procedure identifying the current revision status and distribution of documents in the management system shall be established and shall be readily available to preclude the use of invalid and/or obsolete documents.
	Remove
	ISO 17025 no longer includes this requirement.  This list doesn’t add any better management of laboratory documents than what is already required by section 8.3 which requires only current and approved documents to be available, uniquely identifying documents, etc.
	

	37
	4.3.2.2 The document procedure(s) adopted shall ensure that:
	No explicit requirement to have a document procedure; rather:
5.5 c) document its procedures to the extent necessary to ensure the consistent application of its laboratory activities and the validity of the results.
And
8.3.3 The laboratory must maintain documents that accurately reflect all current laboratory activities.
	Between the two requirements in the suggested change, the lab will have some instructions to follow to ensure it controls its documents.
	

	38
	4.3.3.1 Changes to documents shall be reviewed and approved by the same function that performed the original review unless specifically designated otherwise. The designated personnel shall have access to pertinent background information upon which to base their review and approval.
	Remove
	This is not a helpful requirement. It’s more important that documents are reviewed periodically and that personnel are authorized to perform the activity for which they are responsible, which are requirements.
	

	39
	4.3.3.3 If the laboratory's document control system allows for the amendment of documents by hand pending the re-issue of the documents, the procedures and authorities for such amendments shall be defined. Amendments shall be clearly marked, initialled and dated. A revised document shall be formally re-issued as soon as practicable.
	Remove
	All documents must be controlled similarly, regardless of amendments being made digitally or by hand.
	

	40
	4.3.3.4  Procedures shall be established to describe how changes in documents maintained in computerized systems are made and controlled.
	Remove
	Changes in all laboratory documents are controlled; no need to specify ones in computerized systems.
	

	41
	
	NEW
8.3.2 The laboratory shall ensure that:
h) it has authorized editions of external documents that provide instruction to the analyst.  Authorized editions of the TNI standard revision and reference methods to which the laboratory is accredited must be available within the laboratory's controlled document system.
	New requirement to ensure TNI accredited laboratories have a TNI standard in their control.
	

	42
	
	New
7.1.4 Deviations requested by the customer shall not impact the integrity of the laboratory or the validity of the results.
	New ISO 17025 requirement to limit customer requests from impacting data integrity.
	

	43
	4.5.3 The laboratory is responsible to the customer for the subcontractor's work, except in the case where the customer or a regulatory authority specifies which subcontractor is to be used.
	Remove
	The laboratory is responsible for evaluating the subcontract lab but taking responsibility for the subcontractor’s work is not feasible.
	

	44
	4.5.4 The laboratory shall maintain a register of all subcontractors that it uses for tests and/or calibrations and a record of the evidence of compliance with this International Standard for the work in question.
	Remove
	Having a list of subcontractors is not as important as having the records for subcontractors used, which continues to be a requirement.
	

	45
	4.5.5 The laboratory shall make a copy of the subcontractor’s report available to the client when requested.
	Remove
7.8.3.1	In addition to the requirements listed in 7.8.2, test reports shall, where necessary for the interpretation of the test results, include the following:
7.8.3.1 e) additional information that may be required by specific methods, authorities, customers or groups of customers.
	ISO 17025:2017 specifies to provide any additional information that may be needed into the report, which would cover the subcontractor report, if needed.
	

	46
	4.6.1 The laboratory shall have a policy and procedure(s) for the selection and purchasing of services and supplies it uses that affect the quality of the tests and/or calibrations.
	6.6.1 The laboratory shall ensure that only suitable externally provided products and services that affect laboratory activities are used, when such products and services:

6.6.2 The laboratory shall have a procedure and retain records for:
b) defining the criteria for evaluation, selection, monitoring of performance and re-evaluation of the external providers;
	Now requires products and services are suitable when used and to have a procedure for selecting, etc., external providers. These requirements in combination will accomplish the same as the procedure for purchasing.
	

	47
	4.6.3 Purchasing documents for items affecting the quality of laboratory output shall contain data describing the services and supplies ordered. These purchasing documents shall be reviewed and approved for technical content prior to release.
	Remove
	Purchasing documents are one way to ensure other procurement requirements are met and is more “how to” meet a requirement rather than setting a standard, which section 6.6 does really well.
	

	48
	4.6.4 The laboratory shall evaluate suppliers of critical consumables, supplies and services which affect
the quality of testing and calibration, and shall maintain records of these evaluations and list those
approved. 
	6.6.2 The laboratory shall have a procedure and retain records for:
b) defining the criteria for evaluation, selection, monitoring of performance and re-evaluation of the external providers;
c) ensuring that externally provided products and services conform to the laboratory's established requirements, or when applicable, to the relevant requirements of this document, before they are used or directly provided to the customer
	Explicitly requires a record of supplier evaluations and is clearer on criteria for a supplier to be acceptable; records of supplier evaluations and re-evaluations are required rather than requiring a list of suppliers.
	

	49
	4.9.1 The policy and procedures shall ensure that:
4.9.1 a) the responsibilities and authorities for the management of nonconforming work are designated and actions (including halting of work and withholding of test reports and calibration certificates, as necessary) are defined and taken when nonconforming work is identified;
	The laboratory establishes risk levels rather than defining the actions for nonconforming work.
7.10.1 The procedure shall ensure that:
a) the responsibilities and authorities for the management of nonconforming work are defined;
b) actions (including halting or repeating of work and withholding of reports, as necessary) are based upon the risk levels established by the laboratory;
	This is a change in ISO 17025
	

	50
	4.9.1 c) correction is taken immediately, together with any decision about the acceptability of the nonconforming work;
	Removed the requirement to take correction immediately. The rest is the same.
7.10.1 d) a decision is taken on the acceptability of the nonconforming work
	“immediately” is not defined and doesn’t add anything of value to this requirement.
	

	50
	
	8.7.1 When a nonconformity occurs, the laboratory shall:
a) react to the nonconformity and, as applicable:
—	take action to control and correct it;
—	address the consequences;
	New ISO 17025 section
	

	51
	
	8.7.1 e) update risk and opportunities determined during planning, if necessary;
	New ISO 17025 section
	

	52
	
	8.7.1 f) make changes to the management system, if necessary.
	New ISO 17025 section
	

	53
	4.11.5 Where the identification of nonconformities or departures casts doubts on the laboratory's compliance with its own policies and procedures, or on its compliance with this International Standard, the laboratory shall ensure that the appropriate areas of activity are audited in accordance with 4.14 as soon as possible.
	Removed
	Removed by ISO 17025.
Nothing in ISO 17025:2017 that prevents a laboratory from auditing areas of concern.
	

	54
	4.11.6 The laboratory shall have documented procedure(s) to address Sections 4.11.1 and 4.11.3 through 4.11.5. These procedure(s) shall also include:
	Removed
	This is sufficiently covered by 7.10.1.
In addition, Sections 5.5 c) and 8.2.1 require the laboratory to document procedures for its laboratory activities and the fulfillment of the Standard.
	

	55
	4.11.6 a) These procedure(s) shall also include: which individual(s) or positions are responsible for assessing each QC data type; and
b) These procedure(s) shall also include: which individual(s) or positions are responsible for initiating and/or recommending corrective actions.
	7.10.1 The laboratory shall have a procedure that shall be implemented when any aspect of its laboratory activities or results of this work do not conform to its own procedures or the agreed requirements of the customer (e.g. equipment or environmental conditions are out of specified limits, results of monitoring fail to meet specified criteria). The procedure shall ensure that:
a)    the responsibilities and authorities for the management of nonconforming work are defined;
5.6.3.1 The Technical Specialist(s) must:
b) have the authority to halt work, repeat work, withhold reports, and resume work as part of the management of nonconforming work, as defined in 7.10.
	Sufficiently covered by 7.10.1.
In addition, the technical specialist has authority to manage nonconforming work as defined in 7.10.
	

	56
	4.11.7 Cause analysis described in 4.11.2 applies to failures that indicate a systematic error.
	Remove
	ISO 17025:2017 no longer discusses cause analysis. 
	

	57
	4.12 Preventive Action
	8.5 Actions to address risks and opportunities (Option A)
	ISO 17025:2017 no longer uses the term “preventive action” but information in 8.5 includes aspects of “preventive action”
	

	58
	4.12.1 Needed improvements and potential sources of nonconformities, either technical or concerning the management system, shall be identified.
	8.5.1 The laboratory shall consider the risks and opportunities associated with the laboratory activities in order to:
	ISO 17025:2017 change
	

	59
	4.13.1.1 The laboratory shall establish and maintain procedures for identification, collection, indexing, access, filing, storage, maintenance and disposal of quality and technical records.
	8.4.2 The laboratory shall implement the controls needed for the identification, storage, protection, back-up, archive, retrieval, retention time, and disposal of its records. The laboratory shall retain records for a period consistent with its contractual obligations. Access to these records shall be consistent with the confidentiality commitments, and records shall be readily available.
	ISO 17025:2017 change; no procedure required unless needed for consistent application as stated in 5.5 c); otherwise, controls implemented are sufficient.
	

	60
	4.13.1.4 The laboratory shall have procedures to protect and back-up records stored electronically and to
prevent unauthorized access to or amendment of these records.
	Remove
	ISO 17025:2017 doesn’t differentiate between electronic and hardcopy records.
Records are protected by 8.4.2.
	

	61
	4.13.2.3 When mistakes occur in records, each mistake shall be crossed out, not erased, made illegible or deleted, and the correct value entered alongside. All such alterations to records shall be signed or initialled by the person making the correction. In the case of records stored electronically, equivalent measures shall be taken to avoid loss or change of original data.
	7.5.2 The laboratory shall ensure that amendments to technical records can be traced to previous versions or to original observations.  Both the original and amended data and files shall be retained, including the date of alteration, an indication of the altered aspects and the personnel responsible for the alterations.
	ISO 17025:2017 change.
Doesn’t specify how to make an error correction but specifies that the original and amended data be retained and be linked to the person making the amendment.

ISO 17025:2017 requires that amendments need an indication of the altered aspects.

ISO 17025:2017 doesn’t differentiate between electronic and hard-copy records.
	

	62
	4.13.3 a) The laboratory shall establish a record keeping system that allows the history of the sample and associated data to be readily understood through the documentation. This system shall produce unequivocal, accurate records that document all laboratory activities such as laboratory facilities, equipment, analytical methods, and related laboratory activities, such as sample receipt, sample preparation, or data verification, and inter-laboratory transfers of samples and/or extracts.
	Removed the “unequivocal, accurate records”
7.5.1.1 Technical records must also include any of the following that are applicable:
a)	records associated with samples received;
b)	raw data for calibrations, samples and quality control measurements, including analyst worksheets and data output records; 
c)	a written description or reference to the specific method used, which includes a description of the specific computational steps used to obtain the reported analytical value;
d)	unambiguous test item identifier;
e)	date of analysis;
f)	time of analysis is required if the holding time is seventy-two (72) hours or less;
g)	instrumentation identification and instrument operating conditions/parameters (or reference to such data);
h)	manual calculations; 
i)	sample preparation, including cleanup, separation procedures, incubation periods, unambiguous identifier, volumes, weights, instrument reports, meter readings, calculations, reagents;
j)	test results;
k)	standard and reagent origin, receipt, preparation, and use;
l)	calibration criteria, frequency and acceptance criteria;
m)	data and statistical calculations, review, confirmation, interpretation, assessment and reporting conventions;
n)	quality control evaluation against acceptance criteria;
o)	electronic data security, software documentation and verification, software and hardware audits, backups, and records of any changes to automated data entries; 
p)	proficiency test results;
q)	demonstration of capability for each analyst; and
r)	names, initials, and signatures for all individuals who sign or initial any laboratory record.
	The bulleted list is easier to follow and is more complete.
ISO 17025:2017, 7.5.1 sufficiently covers “unequivocal, accurate records”
	

	63
	4.13.3 f) time of analysis is required when time critical steps are included in the analysis (e.g., extractions and incubations);
	Remove
	Time of analysis is not the important time to record when there are time critical steps, such as extractions. This requirement is better defined by the Technical Modules if it affects them.
	

	64
	4.13.3 f) viii. analyst's or operator's initials/signature or electronic identification;
	Remove
	Better covered by ISO 17025:2017, 7.5.1 “…technical records shall include the date and the identity of personnel responsible for each laboratory activity and for checking data and results.”
	

	65
	
	7.5.2.2 Requirements for amendments to technical records also apply to changes to the original output of the software such as manual integrations and elimination of “false positives” performed by laboratory personnel. These changes to the original output of the software shall be reviewed by technically qualified personnel. Records of this review shall be maintained.
	New requirement suggested due to language from recently published QSM v6.0, 7.5.2 a)
	

	66
	4.13.3 h) The laboratory shall have a plan to ensure that the records are maintained or transferred according to the clients’ instructions in the event that a laboratory transfers ownership or goes out of business.
	7.5.1.3 The laboratory must have a procedure to ensure that customer records are maintained or transferred according to contractual, regulatory, and state legal requirements in the event that the laboratory is no longer obligated to maintain customer records (i.e., transfer of ownership, loss of business, etc.).
	Records may need to be maintained by other regulations and the language around transfer of ownership was confusing, so it has been replaced broader language.
	

	67
	4.14.1  It is the responsibility of the quality manager to plan and organize audits as required by the schedule and requested by management.
	5.6.1.5 The laboratory quality specialist must be responsible for:
d) arranging for or conducting internal audits as per Section 8.8;
	ISO 17025:2017 no longer mentions a quality manager.
The quality specialist is responsible for meeting requirements in the internal audit section, rather than just following the plan or management requests.
	

	68
	4.14.2 When audit findings cast doubt on the effectiveness of the operations or on the correctness or validity of the laboratory's test or calibration results, and shall notify customers in writing if investigations show that the laboratory results may have been affected.
	Remove
	7.10 Nonconforming Work provides sufficient instructions on handling nonconforming work, which now also includes having a procedure to address when to notify customers and recall data.
	

	69
	4.14.5 a) The laboratory shall have a policy that specifies the time frame for notifying a client of events that cast doubt on the validity of the results.
b) The laboratory management shall ensure that these actions are discharged within the agreed time frame.
	Remove
	This statement is specific to internal audit findings. Internal audit findings can be handled similarly to the procedure required by 7.10 Nonconforming Work.
	

	70
	4.14.5 c) The Internal audit schedule shall be completed annually.
	8.8.3 In addition to the requirements listed in 8.8.1 and 8.8.2, the internal audit program must:
8.8.3.1. include a review of all requirements of TNI Volume 1 Modules 1 and 2 annually
8.8.3.2. include a review of all elements of the technical TNI Volume 1 Modules 3-7 over a 3-year period as applicable to the laboratory’s scope, that
a)  includes a representative selection of analytes, matrices, and technologies annually, and
b) covers all methods under which the laboratory performs its accredited testing, with at least one-third of the methods being reviewed annually.
	Covering all methods every year is an unnecessary burden on laboratories. V1M1 and V1M2 require annual audits. All methods must be audited over 3 years with a third audited each year. This was an acceptable plan to most labs and ABs.
	

	71
	
	8.9.2	The inputs to management review shall be recorded and shall include information related to the following:
a) Changes in internal and external issues that are relevant to the laboratory;
b) fulfilment of objectives;
d) status of actions from previous management reviews;
	New ISO 17025:2017 sections
	

	72
	4.15.1 -The management review shall take account of: reports from managerial and supervisory personnel;
	Remove
	ISO 17025:2017 removed; as long as the inputs are included, it is not as important where they come from.
	

	73
	
	8.9.2 h) changes in the volume and type of the work or in the range of laboratory activities;
	ISO 17025:2017 added “range of laboratory activities”
	

	74
	
	8.9.2 i) customer and personnel feedback;
	ISO 17025:2017 added “personnel feedback”
	

	75
	4.15.1 NOTE 1: A typical period for conducting a management review is once every 12 months.
	8.9.1.1 Management review must be completed on an annual basis.
	The frequency of the management review is better as a requirement than a suggestion.
	

	76
	
	4.1.6.5 If a data integrity concern is reported, the laboratory management must initiate an investigation and must assign appropriate personnel with technical and quality assurance (QA) expertise to perform the investigation. All investigations resulting from data integrity issues should be conducted in a confidential manner until they are completed.
	Added to instruct management to initiate an investigation and assign people with technical and quality capabilities to investigate.
	

	77
	
	4.3	Laboratory responsibilities to the accreditation body
4.3.1	A laboratory accredited or seeking accreditation to this Standard must commit to meeting the requirements of this Standard, as well as requirements of the accreditation body from whom it seeks accreditation.   It must cooperate with the accreditation body to verify its fulfillment of the requirements including providing access to laboratory facilities, personnel, equipment, documents, records, and witnessing of laboratory activities upon request.
4.3.1.1	When laboratory activities are performed at a client’s site, the laboratory must arrange access for the accreditation body’s assessment team for conducting on-site assessment activities.
4.3.2	The laboratory must only claim accreditation for the fields of accreditation granted on its approved scope. It must comply with the accreditation body’s policy for the use of the accreditation symbol, making accreditation claims, and references to its accreditation status in communication media.
4.3.3	The laboratory must inform the accreditation body of significant changes relevant to its accreditation and to assist in the investigation and resolution of any accreditation-related complaints referred to it by the accreditation body.  
4.3.4	The laboratory must not use its accreditation in such a way that brings the accreditation body into disrepute. The laboratory must not make misleading statements about its accreditation or imply endorsement of individuals, products, or services by the accreditation body.
4.3.5	The laboratory must inform affected clients of suspension, reduction or withdrawal of its accreditation within laboratory-defined timelines and must immediately discontinue referencing that accreditation.
4.3.6	The laboratory must pay fees as determined by the accreditation body..
	Suggestion from LAB to include this language into V1M2 since it is what the AB is required to expect from accredited laboratories.
	

	78
	5.1.1 Many factors determine the correctness and reliability of the tests and/or calibrations performed by a laboratory. These factors include contributions from:
	6.1 The laboratory shall have available the personnel, facilities, equipment, systems and support services necessary to manage and perform its laboratory activities.
	ISO 17025:2017 change; reworded as a requirement.
	

	79
	5.1.2 The extent to which the factors contribute to the total uncertainty of measurement differs considerably between (types of) tests and between (types of) calibrations. The laboratory shall take account of these factors (V1M2 5.1.1) in developing test and calibration methods and procedures, in the training and qualification of personnel, and in the selection and calibration of the equipment it uses.
	Remove
	ISO 17025:2017 removed; already addressed in 6.1
	

	80
	5.2.1 Personnel performing specific tasks shall be qualified on the basis of appropriate education, training, experience and/or demonstrated skills, as required.
	6.2.2 The laboratory shall document the competence requirements for each function influencing the results of laboratory activities, including requirements for education, qualification, training, technical knowledge, skills and experience.
	ISO 17025:2017 change
The laboratory must document competence requirements.
	

	81
	5.2.2 The management of the laboratory shall formulate the goals with respect to the education, training and skills of the laboratory personnel. The laboratory shall have a policy and procedures for identifying training needs and providing training of personnel. The training programme shall be relevant to the present and anticipated tasks of the laboratory. The effectiveness of the training actions taken shall be evaluated.
	6.2.5 The laboratory shall have procedure(s) and retain records for:
c) training of personnel;
f) monitoring competence of personnel
	ISO 17025:2017 change; simplified this language and removed unnecessary phrases such as “present and anticipated tasks” since all requirements in this Standard are for present and anticipated tasks in the Scope of Accreditation.
No specific requirement for evaluating the effectiveness of training. That is demonstrated by QC, PTs, etc.
	

	82
	5.2.3 The laboratory shall use personnel who are employed by, or under contract to, the laboratory. Where contracted and additional technical and key support personnel are used, the laboratory shall ensure that such personnel are supervised and competent and that they work in accordance with the laboratory's management system.
	6.2.1 All personnel of the laboratory, either internal or external, that could influence the laboratory activities shall act impartially, be competent and work in accordance with the laboratory's management system.
6.2.5 The laboratory shall have procedure(s) and retain records for:
d) supervision of personnel;
	ISO 17025:2017 change
Standard applies equally to internal or external personnel.
Supervision of personnel must be in a procedure.
	

	83
	5.2.4 The laboratory shall maintain current job descriptions for managerial, technical and key support personnel involved in tests and/or calibrations.
	Removed
	ISO 17025:2017 removed
Sufficiently covered by ISO 17025:2017, 6.2.2
	

	84
	5.2.6.1 Technical Manager Qualifications
	6.2.2.1 requires laboratory to have records showing each technical specialist meets qualification requirements
6.2.2.2 simplifies qualification requirements to one set that covers all technical modules with a reference to Annex C for an additional course required for Asbestos, Microbiology, and Radiochemistry
	Added a specific requirement for laboratories to maintain records of their technical specialist qualifications.
Simplified how to qualify as technical specialist to one set of requirements, rather than separate requirements for each technical module.

Review Attachment 2 for Current Standard and Draft Standard language.
	

	85
	5.2.6.2 Technical Manager Qualification Exceptions

	6.2.2.3 simplified to 3 exceptions:
a) anyone currently recognized as technical manager
b) valid treatment plant operator certificate & 2 years of experience
c) an AB exception from each of the lab’s ABs
	Simplified exceptions and added an allowance for an AB exception.
Any coursework exceptions are now in 6.2.2.2 as a different option for qualification.

Review Attachment 2 for Current Standard and Draft Standard language.
	

	86
	5.3.2 …Tests and calibrations shall be stopped when the environmental conditions jeopardize the results of the tests and/or calibrations.
	Remove
	ISO 17025:2017 removed this last sentence.
Lab is required to monitor and control environmental conditions, so this is unnecessary.
	

	87
	5.3.5 … Special procedures shall be prepared where necessary.
	Remove
	ISO 17025:2017 removed this last sentence.  It is unnecessary.
	

	88
	5.4 All references to Calibration Laboratories and Calibration Methods in ISO/IEC 17025:2005 in these Clauses are not applicable to environmental testing.
	Remove
	Unnecessary
	

	89
	5.4.1 The laboratory shall have instructions … where the absence of such instructions could jeopardize the results of tests and/or calibrations.
	Remove “where the absence… calibrations.”
	ISO 17025:2017 removed
Lab must have instructions available.
	

	90
	5.4.1 NOTE: International, regional or national standards or other recognized specifications that contain sufficient and concise information on how to perform the tests and/or calibrations do not need to be supplemented or rewritten as internal procedures if these standards are written in a way that they can be used as published by the operating staff in a laboratory. It may be necessary to provide additional documentation for optional steps in the method or additional details.
	8.3.3.1 … External documents that contain sufficient information to perform the activity do not need to be supplemented or rewritten as internal procedures.
8.3.4.2 In cases where the published reference method provides options, is ambiguous, or provides insufficient detail, the choices and/or clarifications made by the laboratory must be clearly identified and described in the test method instructions.
	ISO 17025:2005 NOTE has been rewritten as TNI requirement.
	

	91
	5.4.4.1 The note in 5.4.4 above, which includes a – k, shall be considered during the development of the method.
	Remove
	Test method documents already require most of the information in the ISO 17025:2005 5.4.4 NOTE.
	

	92
	
	7.2.2.1 a) The laboratory must use one or more of the techniques listed in Note 2.
	ISO 17025:2017 lists techniques for method validation in 7.2.2.1 NOTE 2. This statement requires one or more be addressed.
	

	93
	5.4.5.2 NOTE 3: When some changes are made in the validated non-standard methods, the influence of such changes should be documented and, if appropriate, a new validation should be carried out.
	Now listed as a requirement in 7.2.2.2.
	ISO 17025:2017 change.
	

	94
	5.4.5.4 All methods used by the laboratory, whether non standard or standard (reference) methods shall be validated before use to ensure that the laboratory has the capability of using the method for its intended use.  See section 1.5. of each of the technical modules (Volume 1 Modules 3 through 7) for specific validation requirements.  Non-standard methods must comply with 5.4.5.1 – 5.4.5.3 above in addition to specific requirements in Section 1.5 of the technical modules.
	Remove
	Unnecessary
ISO 17025:2017, 7.2.1 outlines requirements for published standard methods and 7.2.2 outlines requirements for validating non-standard or laboratory developed methods.
	

	95
	Clause 5.4.6 of the ISO/IEC/IEC 17025:2005 concerning calibration testing does not apply. The following requirement replaces the ISO/IEC Clause. Environmental testing laboratories shall have a procedure(s) for estimating analytical uncertainty. Quality control measurement data may be used to determine analytical uncertainty.
	Remove
	ISO 17025:2017 uncertainty requirements are applicable to environmental laboratory testing.
	

	96
	5.4.7.2 NOTE: …However, laboratory software configuration/modifications should be validated as in 5.4.7.2 a).
	7.11.2 Whenever there are any changes, including laboratory software configuration or modifications to commercial off-the-shelf software, they shall be authorized, documented and validated before implementation.
	ISO 17025:2017 changed the suggestion to a requirement.
	

	97
	5.5.2 Calibration programmes shall be established for key quantities or values of the instruments where these properties have a significant effect on the results.
	6.4.5 The laboratory shall establish a calibration programme, which shall be reviewed and adjusted as necessary in order to maintain confidence in the status of calibration.
	ISO 17025:2017 change
Requires calibration program be reviewed and adjusted as necessary.
	

	98
	
	6.4.13 a) the identity of equipment, including software and firmware version;
	ISO 17025:2017 added firmware version in the list of records to keep for equipment
	

	99
	5.5.8 Whenever practicable, all equipment under the control of the laboratory and requiring calibration shall be labelled, coded or otherwise identified to indicate the status of calibration, including the date when last calibrated and the date or expiration criteria when recalibration is due.
	6.4.8	All equipment requiring calibration or which has a defined period of validity shall be labelled, coded or otherwise identified to allow the user of the equipment to readily identify the status of calibration or period of validity.
	ISO 17025:2017 removed “where practicable”.
	

	100
	
	Table 1, 6.4.6.5 a) Balances - verify the range of use - Daily before use
	New requirement to verify balances before use
	

	101
	5.5.13.1 e) If quantitative results are dependent on their accuracy, such as in standard preparation or dispensing or dilution into a specified volume, the laboratory shall verify volumetric measuring
devices as follows:
	6.4.6.4 If quantitative results are dependent on their accuracy, such as in standard preparation or dispensing or dilution into a specified volume, the laboratory shall ensure verification is completed as listed in Table 1. A certificate that demonstrates verification was completed in compliance with Table 1 may be used.
	Allow using certificates to show item meets verification requirements.
	

	102
	5.5.13.1 e) ii. Disposable or single-use volumetric equipment shall be verified once per lot, prior to or in conjunction with its first use;
	Table 1, 6.4.6.5 e). Single-use, non-Class A volumetric equipment – Prior to or in conjunction with its first use – If used at one volume, verify the volume of use, If used at more than one volume, verify at volumes bracketing the range of use
Verification may be performed by comparison to a certificate that verifies the volume of use or the volumes bracketing the range of use, as applicable.
	Added non-Class A and the volumes to verify and allow for review of certificate for verification.
	

	103
	5.5.13.1 e) iv. all other volumetric equipment shall be checked for accuracy prior to or in conjunction with its first use.
	Table 1, 6.4.6.5 f) All other volumetric support equipment – Prior to or in conjunction with its first use - If used at one volume, verify the volume of use 
If used at more than one volume, verify at volumes bracketing the range of use
Verification may be performed by comparison to a certificate that verifies the volume of use or the volumes bracketing the range of use, as applicable.
	Added volumes to verify and allow for review of certificate for verification.
	

	104
	5.6.2.1.1 For calibration laboratories, the programme for calibration of equipment shall be designed and operated so as to ensure that calibrations and measurements made by the laboratory are traceable to the International System of Units (SI) (Système international d'unités).
	6.5.2 The laboratory shall ensure that measurement results are traceable to the International System of Units (SI)
	ISO 17025:2017 change
No longer limited to calibration laboratories and their calibration programs.
	

	105
	5.6.2.2.1 For testing laboratories, the requirements given in 5.6.2.1 apply for measuring and test equipment
with measuring functions used, unless it has been established that the associated contribution from the calibration contributes little to the total uncertainty of the test result. When this situation arises, the laboratory shall ensure that the equipment used can provide the uncertainty of measurement needed.
	Removed
	Detailed language on uncertainty is no longer used to describe calibration requirements in ISO 17025:2017.
	

	106
	5.6.3.1 Such reference standards of measurement held by the laboratory shall be used for calibration only and for no other purpose, unless it can be shown that their performance as reference standards would not be invalidated.
	6.4.7.1 The laboratory shall establish a procedure for maintaining the calibration program, addressing at least the following:
c) use of reference standards exclusively for verification of working standards.
	ISO 17025:2017 removed this allowance.
TNI language keeps ISO 17025:2005 option to establish a calibration program for reference standards without the option to show performance is not invalidated, to avoid incorrectly showing performance is not invalidated.
	

	107
	5.6.3.1 Reference standards shall be calibrated before and after any adjustment.
	7.8.4.1	In addition to the requirements listed in 7.8.2, calibration certificates shall include the following:
d) the results before and after any adjustment or repair, if available;
	ISO 17025:2017 correction to language in 2005 revision.
	

	108
	5.6.3.2 Internal reference materials shall be checked as far as is technically and economically practicable. (Same language in TNI section 5.6.4.1 b) is also removed).
	
	ISO 17025:2017 removed
Sufficiently covered in 6.5.3 for demonstrating metrological traceability.
	

	109
	5.6.4.2 f) Standards, reference materials, and reagents shall not be used after their expiration dates unless their reliability is verified by the laboratory.
	6.6.4.4 Purchased or prepared reference materials, standards, and reagents (including media) shall not be used beyond their expiration dates unless verified for acceptable use by the laboratory. The laboratory shall have a procedure for and maintain records of the verification.  Technical modules may have different or additional requirements for the use of reference materials and reagents (including media) beyond their expiration date.
	To use beyond expiration date, the lab must have a procedure.
Added that technical modules may have different requirements.
	

	110
	5.7.3 The laboratory shall have procedures for recording relevant data and operations relating to sampling that forms part of the testing or calibration that is undertaken.
	7.3.3 The laboratory shall retain records of sampling data that forms part of the testing or calibration that is undertaken.
	ISO 17025:2017 changed the requirement from having a procedure for keeping records to a requirement to keep the records.
	

	111
	
	7.3.3 … These records shall include, where relevant:
c)	data to identify and describe the sample (e.g. number, amount, name);
e)	 identification of the equipment used;
	ISO 17025:2017 added two more sampling records to include.
	

	112
	
	7.3.3.1	The sample description must include the matrix.
	TNI language clarifies the need to include matrix
	

	113
	
	7.3.3.2	Where sampling is not performed by the laboratory, sampling records provided must be retained.	Comment by Bond, Debbie: Garden Grove: Is this needed? Labs can add to records by communicating with customer/sampler.	Comment by Bond, Debbie: We also had a comment that record-keeping should be in 7.5 instead of in the sampling section, but this section does include sampling records.
	New requirement.
	

	114
	5.8.5 a) The laboratory shall have a documented system for uniquely identifying the sample containers that hold samples to be tested, to ensure that there can be no confusion regarding the identity of such samples at any time. This system shall include identification for all samples, sub-samples, preservations, sample containers, tests, and subsequent extracts and/or digestates.
	7.4.2	The laboratory shall have a system for the unambiguous identification of test or calibration items. The identification shall be retained while the item is under the responsibility of the laboratory. The system shall ensure that items will not be confused physically or when referred to in records or other documents. The system shall, if appropriate, accommodate a sub-division of an item or groups of items and the transfer of items.
	Clarified the requirement.
	

	115
	5.8.5 e) In cases where the sample collector and analyst are the same individual, or the laboratory pre-assigns numbers to sample containers, the laboratory ID code may be the same as the field ID code.
	Remove
	Nothing in the preceding language on unambiguous identification for test items precludes the allowance in this statement.
	

	116
	5.8.6 b) proper sample labeling to include a labeling system for the samples with requirements concerning the durability of the labels (water resistant) and the use of indelible ink;
	7.4.1 The laboratory shall have a procedure … including all provisions necessary to protect the integrity of the test or calibration item, and to protect the interests of the laboratory and the customer.
	ISO 17025:2017 covers this without specifying how to do it in 7.4.1.
	

	117
	5.8.7.3 The laboratory shall utilize a permanent chronological record such as a logbook or electronic database to document receipt of all sample containers.
	Remove
	The laboratory can choose how they keep up with receipt of sample containers.
	

	118
	5.8.8 If a client specifies that a sample is to be used for evidentiary purposes, then a laboratory shall have a written SOP for how that laboratory will carry out legal chain of custody.
	7.4.1.2 	If a customer requires legal chain of custody procedures and the laboratory accepts the samples, the laboratory must have a legal chain of custody procedure describing how it will ensure chronological traceability of custody of a test item from collection to disposal. The procedure must describe how the custody of test items is recorded during possession and handling within the laboratory to ensure the location and possession of the test item can be historically reconstructed.
Samples are considered to be under custody when they are:
a) In the physical possession of laboratory staff
b) Within view of laboratory staff, after being in their physical possession; or
c) Stored in a secured, restricted, and defined storage location within the laboratory.  Note: A general description of “laboratory” is not a defined storage location.
	Clarified what is meant by “legal chain of custody” and the type of information to consider when composing a procedure to cover them. 
	

	119
	5.8.9 a) i. Samples that require thermal preservation shall be stored under refrigeration that is +/-2°C of the specified preservation temperature unless regulatory or method specific criteria exist. For samples with a specified storage temperature of 4°C, storage at a temperature above the freezing point of water to 6°C shall be acceptable.
	Removed
	This applies to TNI EL Volume 1 Modules 3-7.
	

	120
	5.9.3 Essential Quality Control Procedures
These general QC principles shall apply, where applicable, to all testing laboratories. The manner in which they are implemented is dependent on the types of tests performed by the laboratory (i.e., asbestos, chemical, microbiological, radiological, toxicity) and are further described in Technical Modules. The standards for any given test type shall assure that the applicable principles are addressed:
	Removed
	These are better described technical modules and in regulations, as needed.
	

	121
	5.9.3 a) All laboratories shall have detailed written protocols in place to monitor the following quality controls:
i. positive and negative controls (see technical modules), chemical or microbiological as applicable to the test type, to monitor tests such as blanks, matrix spikes, reference toxicants;
ii. tests to define the variability and/or repeatability of the laboratory results such as replicates;
iii. measures to assure the accuracy of the method including calibration and/or continuing calibrations, use of certified reference materials, proficiency test samples, or other measures;
iv. measures to evaluate method capability, such as limit of detection and limit of quantitation or range of applicability such as linearity;
v. selection of appropriate formulae to reduce raw data to final results such as regression analysis, comparison to internal/external standard calculations, and statistical analyses;
vi. selection and use of reagents and standards of appropriate quality;
vii. measures to assure the selectivity of the test for its intended purpose; and
viii. measures to assure constant and consistent test conditions (both instrumental and environmental) where required by the method such as temperature, humidity, light or specific instrument conditions.
	Removed
	These are better described technical modules and in regulations, as needed.
	

	122
	5.10.2 b) the name and address of the laboratory, and the location where the tests and/or calibrations were carried out, if different from the address of the laboratory;
	7.8.2.1 b)	the name and address of the laboratory;
c)	the location of performance of the laboratory activities, including when performed at a customer facility or at sites away from the laboratory’s permanent facilities, or in associated temporary or mobile facilities;
	ISO 17025:2017 change; specifies what is meant by “location”.
	

	123
	5.10.4 Calibration Certificates (ISO/IEC 17025:2005, Clause 5.10.4) does not apply to environmental testing activities.
	Remove
	Unnecessary to state
	

	124
	5.10.4.2 The calibration certificate shall relate only to quantities and the results of functional tests. … When a statement of compliance with a specification is made omitting the measurement results and associated uncertainties, the laboratory shall record those results and maintain them for possible future reference. When statements of compliance are made, the uncertainty of measurement shall be taken into account.
	Remove
	ISO 17025:2017 removal
	

	125
	5.10.6 … The subcontractor shall report the results in writing or electronically. When a calibration has been subcontracted, the laboratory performing the work shall issue the calibration certificate to the contracting laboratory.
	Remove
	ISO 17025:2017 removal
	

	126
	4.1.5 d) have policies and procedures to avoid involvement in any activities that would diminish confidence in its competence, impartiality, judgment or operational integrity;
	4.1.5 If a risk to impartiality is identified, the laboratory shall be able to demonstrate how it eliminates or minimizes such risk.
	ISO 17025:2017 no longer explicitly requires procedure for this requirement.
ISO 17025:2017, 5.5 c) also requires procedures where necessary for the consistent application of this Standard.
TNI language in 8.3.3 states to maintain documents that accurately reflect all laboratory activities, which would include procedures as an option.
	

	127
	4.3.2.2 The procedure(s) adopted shall ensure that:
a) authorized editions of appropriate documents are available at all locations where operations
essential to the effective functioning of the laboratory are performed;
b) documents are periodically reviewed and, where necessary, revised to ensure continuing
suitability and compliance with applicable requirements;
c) invalid or obsolete documents are promptly removed from all points of issue or use, or
otherwise assured against unintended use;
d) obsolete documents retained for either legal or knowledge preservation purposes are suitably
marked.
	8.3.2 The laboratory shall ensure that:
b) documents are periodically reviewed, and updated as necessary;
d) relevant versions of applicable documents are available at points of use and, where necessary, their distribution is controlled
f) the unintended use of obsolete documents is prevented, and suitable identification is applied to them if they are retained for any purpose.
	ISO 17025:2017 no longer explicitly requires procedure for this requirement.
ISO 17025:2017, 5.5 c) also requires procedures where necessary for the consistent application of this Standard.
TNI language in 8.3.3 states to maintain documents that accurately reflect all laboratory activities, which would include procedures as an option.
	

	128
	4.13.1.1 The laboratory shall establish and maintain procedures for identification, collection, indexing, access, filing, storage, maintenance and disposal of quality and technical records.
	8.4.2 The laboratory shall implement the controls needed for the identification, storage, protection, back-up, archive, retrieval, retention time, and disposal of its records. The laboratory shall retain records for a period consistent with its contractual obligations. Access to these records shall be consistent with the confidentiality commitments, and records shall be readily available.
	ISO 17025:2017 no longer explicitly requires procedure for this requirement.
ISO 17025:2017, 5.5 c) also requires procedures where necessary for the consistent application of this Standard.
TNI language in 8.3.3 states to maintain documents that accurately reflect all laboratory activities, which would include procedures as an option.
	

	130
	5.7.3 The laboratory shall have procedures for recording relevant data and operations relating to sampling that forms part of the testing or calibration that is undertaken.
	7.3.3 The laboratory shall retain records of sampling data that forms part of the testing or calibration that is undertaken.
	ISO 17025:2017 no longer explicitly requires procedure for this requirement.
ISO 17025:2017, 5.5 c) also requires procedures where necessary for the consistent application of this Standard.
TNI language in 8.3.3 states to maintain documents that accurately reflect all laboratory activities, which would include procedures as an option.
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



Summary of Changes Table – Attachment 1: Data Integrity
V1M2 2016
4.2.8.1	The laboratory shall establish and maintain a documented data integrity system. There are four (4) required elements within a data integrity system. These are 1) data integrity training, 2) signed data integrity documentation for all laboratory employees, 3) periodic in-depth data monitoring, and 4)data integrity procedure documentation. The data integrity procedures shall be signed and dated by top management. The requirements for data integrity investigation are listed in Section 4.16. The requirements for data integrity training and documentation are listed in Section 5.2.7. Management shall annually review data integrity procedures and update as needed.
a)	Laboratory management shall provide a procedure for confidential reporting of data integrity issues in their laboratory. A primary element of the procedure is to assure confidentiality and a receptive environment in which all employees may privately discuss ethical issues or report items of ethical concern.
b)	In instances of ethical concern, the procedure shall include a process whereby laboratory management is to be informed of the need for any further detailed investigation.
4.16	Data Integrity Investigations
All investigations resulting from data integrity issues should be conducted in a confidential manner until they are completed. These investigations shall be documented, as well as any notifications made to clients receiving any affected data. 
5.2.7	Data Integrity Training
Data integrity training shall be provided as a formal part of new employee orientation and shall also be provided on an annual basis for all current employees. Employees are required to understand that any infractions of the laboratory data integrity procedures shall result in a detailed investigation that could lead to very serious consequences including immediate termination, debarment or civil/criminal prosecution. The initial data integrity training and the annual refresher training shall have a signature attendance sheet or other form of documentation that demonstrates all staff have participated and understand their obligations related to data integrity. 
Data integrity training requires emphasis on the importance of proper written narration on the part of the analyst with respect to those cases where analytical data may be useful, but are in one sense or another partially deficient. The topics covered in such training shall be documented in writing (such as an agenda) and provided to all trainees. At a minimum, the following topics and activities shall be included:
a)	organizational mission and its relationship to the critical need for honesty and full disclosure in all analytical reporting, how and when to report data integrity issues, and record keeping; 
b)	training, including discussion regarding all data integrity procedures;  
c)	data integrity training documentation;  
d)	in-depth data monitoring and data integrity procedure documentation; and 
e)	specific examples of breaches of ethical behavior such as improper data manipulations, adjustments of instrument time-clocks, and inappropriate changes in concentrations of standards. 
The data integrity procedures may also include written ethics agreements, examples of improper practices, examples of improper chromatographic manipulations, requirements for external ethics program training, and any external resources available to employees.


V1M2 202X Draft
4.1.6	The laboratory must establish and maintain a data integrity system to detect and deter improper, inappropriate, or prohibited actions. The system must address data integrity procedures, data integrity training, periodic in-depth data monitoring, and data integrity investigation.
4.1.6.1	The laboratory must not engage in any prohibited actions.  See Annex C for information on prohibited actions.
4.1.6.2	Data integrity procedures must be approved by management.
4.1.6.3	The data integrity procedures must, at a minimum, address the following:
a) requirements to act impartially and to refrain from inappropriate practices;
b) frequency of data integrity training;
c) topics to cover in data integrity training including the prohibited actions in Annex C;
d) frequency and a schedule of items to be reviewed for conducting periodic in-depth data monitoring;
e) process for confidential reporting of data integrity concerns within the laboratory and a process whereby laboratory management is informed of the issues;
f) requirements that management ensures no retaliation, coercion or intimidation of employees reporting concerns or potential issues;
g) information on performing a detailed data integrity investigation; and
h) records required for training, in-depth data monitoring, reported data integrity concerns, and data integrity investigations.
4.1.6.4	Data integrity training must be provided as a formal part of new employee orientation and must also be provided annually for all current employees.
4.1.6.5	The laboratory must have records demonstrating when personnel participate in data integrity training and that they understand their obligations related to data integrity.
4.1.6.6	Data integrity training must include the following:
a) organizational mission and its relationship to the critical need for honesty;
b) the relationship of laboratory-generated data to public health concerns and the need for known and documented quality;
c) data integrity procedures (4.1.6.3);
d) how and when to report data integrity issues;
e) requirements for keeping accurate analytical records (7.5);
f) requirements for reporting qualified data;
g) requirements to refrain from improper, inappropriate, and prohibited actions; and
h) potential consequences of engaging in improper, inappropriate or prohibited actions:
i. Immediate termination
ii. Debarment
iii. Civil or criminal prosecution
4.1.6.7	Periodic In-depth Data Monitoring
a)	In-depth data monitoring must include a review and evaluation of records related to the data generation process, including items such as preparation, equipment, software, calculations, and quality controls. This monitoring must be used to determine if the laboratory uses appropriate data handling activities that align with the laboratory’s data integrity procedures. 
b)	The laboratory must define the frequency and a schedule of items to be reviewed for conducting periodic in-depth data monitoring in the data integrity procedures.
c)	Records of in-depth data monitoring must be maintained to demonstrate compliance with the schedule.
4.1.6.8	Data Integrity Investigation
a)	If a data integrity concern is reported, the laboratory management must initiate an investigation and must assign appropriate personnel with technical and quality assurance (QA) expertise to perform the investigation.
b)	All investigations resulting from data integrity issues should be conducted in a confidential manner until they are completed. These investigations must be recorded, as well as any notifications
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5.2.6.1 Technical Manager Qualifications
The applicable requirements for technical managers are given below.
a)	Any technical manager of an accredited environmental laboratory engaged in chemical analysis shall be a person with a bachelor’s degree in the chemical, environmental, biological sciences, physical sciences or engineering, with at least twenty-four (24) college semester credit hours in chemistry and at least two (2) years of experience in the environmental analysis of representative inorganic and organic analytes for which the laboratory seeks or maintains accreditation. A master’s or doctoral degree in one of the above disciplines may be substituted for one (1) year of experience.
b)	Any technical manager of an accredited environmental laboratory limited to inorganic chemical analysis, other than metals analysis, shall be a person with at least an earned associate's degree in the chemical, physical or environmental sciences, or two (2) years of equivalent and successful college education, with a minimum of sixteen (16) college semester credit hours in chemistry. In addition, such a person shall have at least two (2) years of experience performing such analysis.
c)	Any technical manager of an accredited environmental laboratory engaged in microbiological or biological analysis shall be a person with a bachelor’s degree in microbiology, biology, chemistry, environmental sciences, physical sciences or engineering with a minimum of sixteen (16) college semester credit hours in general microbiology and biology and at least two (2) years of experience in the environmental analysis of representative analytes for which the laboratory seeks or maintains accreditation. A master’s or doctoral degree in one of the above disciplines may be substituted for one (1) year of experience.
A person with an associate's degree in an appropriate field of the sciences or applied sciences, with a minimum of four (4) college semester credit hours in general microbiology may be the technical manager(s) of a laboratory engaged in microbiological analysis limited to fecal coliform, total coliform, E. coli, and standard plate count. Two (2) years of equivalent and successful college education, including the microbiology requirement, may be substituted for the associate's degree. In addition, each person shall have one (1) year of experience in microbiological analyses.
d)	Any technical manager of an accredited environmental laboratory engaged in radiological analysis shall be a person with a bachelor’s degree in chemistry, environmental, biological sciences, physical sciences or engineering with twenty-four (24) college semester credit hours of chemistry with two (2) or more years of experience in the radiological analysis of environmental samples. A master’s or doctoral degree in one of the above disciplines may be substituted for one (1) year experience.
e)	The technical manager(s) of an accredited environmental laboratory engaged in microscopic examination of asbestos and/or airborne fibers shall meet the following requirements:
i.	For procedures requiring the use of a transmission electron microscope, a bachelor's degree, successful completion of courses in the use of the instrument, and one (1) year of experience, under supervision, in the use of the instrument. Such experience shall include the identification of minerals.
ii.	For procedures requiring the use of a polarized light microscope, an associate's degree or two (2) years of college study, successful completion of formal coursework in polarized light microscopy, and one (1) year of experience, under supervision, in the use of the instrument. Such experience shall include the identification of minerals.
iii.	For procedures requiring the use of a phase contrast microscope, as in the determination of airborne fibers, an associate's degree or two (2) years of college study, documentation of successful completion of formal coursework in phase contrast microscopy, and one (1) year of experience, under supervision, in the use of the instrument.
f)	Any technical manager of an accredited environmental laboratory engaged in the examination of radon in air shall have at least an associate’s degree or two (2) years of college and one (1) year of experience in radiation measurements, including at least one (1) year of experience in the measurement of radon and/or radon progeny.
5.2.6.2 Technical Manager Qualification Exceptions
a) Notwithstanding any other provision of this Section, a full-time employee of a drinking water or sewage treatment facility who holds a valid treatment plant operator's certificate appropriate to the nature and size of such facility shall be deemed to meet the educational requirements as the technical manager. A technical manager shall have two (2) year testing experience devoted exclusively to the testing of environmental samples specified in the scope of the facility’s regulatory permit. Such accreditation for a water treatment facility and/or a sewage treatment facility shall be limited to the scope of that facility’s regulatory permit.
b) A full-time employee of an industrial waste treatment facility with a minimum of two (2) years of experience under supervision in testing of environmental samples taken within such facility for the scope of that facility’s regulatory permit shall be deemed to meet the requirements for serving as the technical manager of an accredited laboratory. Such accreditation for an industrial waste treatment facility shall be limited to the scope of that facility’s regulatory permit.
c) Persons who do not meet the education credential requirements, but possess the requisite experience of Section 5.2.6.1, shall qualify as technical manager(s) subject to the following conditions.
i. The person shall be a technical manager of the laboratory on the date the laboratory applies for accreditation and/or becomes subject to accreditation under this Standard, and shall have been a technical manager in that laboratory continuously for the previous twelve (12) months or more.
ii. The person will be approved as a technical manager for only those fields of accreditation for which he/she has been technical manager in that laboratory for the previous twelve (12) months or more.
iii. A person who is admitted as a technical manager under these conditions, and leaves the laboratory, will be eligible for hire as a technical manager for the same fields of accreditation in another accredited laboratory.
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[bookmark: _Hlk187816669]6.2.2.1	Technical Specialist (however named) Qualifications	
The laboratory must retain a record showing that each Technical Specialist meets the requirements of 6.2.2.2 or exceptions of 6.2.2.3.   Where coursework is required, the laboratory must retain records that show courses were successfully completed (e.g., certificate, letter, transcript).
6.2.2.2	A Technical Specialist must meet one of the combinations of education and experience qualifications listed below. Experience must be in the area of responsibility for the Technical Specialist. If the Technical Specialist is responsible for Microbiology (TNI Volume 1 Module 5) or Radiochemistry (TNI Volume 1 Module 6), completion of a relevant technical course is required, which may or may not be part of the educational qualifications listed below. Further information and examples regarding appropriate courses and experience can be found in Annex C.
a) a master’s or doctoral degree in a STEM (science, technology, engineering, or mathematics) field and one year of experience,
b) a bachelor’s degree in a STEM field and two years of experience,
c) an associate’s degree in a STEM field and three years of experience, or
d) four college level STEM courses and four years of experience. A TNI credential applicable to the areas of the Technical Specialist responsibilities can be substituted for the college level STEM courses. Vendor courses with certificates and a minimum of 3 CEUs may be considered equivalent to a college level STEM course. 
[bookmark: _Hlk187816681]6.2.2.3	Technical Specialist Qualification Options for Exempting Education and Experience Requirements
a) Any person who was formerly recognized as a Technical Specialist based on requirements or exceptions in previous revisions of this Standard qualifies as a Technical Specialist for the same areas of responsibility at any accredited laboratory.  Appropriate records must be available to show previous recognition as a Technical Specialist.
b) A water or wastewater operator trained in laboratory procedures as part of their certification and who has completed two years of laboratory experience qualifies as a Technical Specialist at that facility (or another facility of equivalent or smaller size and scope) for the testing required for the facility by their state regulator or Control Authority.
c) An accreditation body may provide an exemption other than those listed in a) and b).  The laboratory must receive the exemption from each of its accreditation bodies. The laboratory must retain the record of the exemption for the same duration required for the retention of the data generated during the employment of that Technical Specialist.


