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1. Scope of Application

1.1 This procedure defines the rules for establishing flexible scopes of accreditation for testing and medical laboratories (hereinafter referred to as laboratories) accredited by the "National Accreditation Body" SNCO (hereinafter referred to as ARMNAB) in accordance with GOST ISO/IEC 17025 and HST ISO 15189 standards.
1.2 Laboratories are typically accredited with a defined (fixed) scope of accreditation. A defined scope of accreditation provides the laboratory and interested parties with a detailed list of tests and/or examinations for which the laboratory has been accredited.
1.3 The principle of flexibility does not allow the CAB (Conformity Assessment Body) to transition to a new accreditation scheme governed by a different accreditation standard (e.g., GOST ISO/IEC 17034) or to go beyond the defined boundaries of the flexible scope within the framework of accreditation, without undergoing the assessment process conducted by ARMNAB.
Any modification/addition to a defined scope of accreditation typically requires an assessment (extension of the scope of accreditation) by ARMNAB.
1.4 A flexible scope of accreditation enables an accredited laboratory to perform tests/examinations that are not explicitly included in the fixed scope of accreditation, within the framework of defined criteria. This process can be carried out without the prior approval of ARMNAB. The application of a flexible scope in no way reduces the validation/verification requirements maintained by the laboratory.
1.5 A flexible scope of accreditation is applicable only to veterinary, phytosanitary, and plant rotection product testing, as well as to drug testing and medical laboratories.
1.6 Neither ARMNAB nor the CAB shall imply in any communication that accreditation under a flexible scope serves as a demonstration of a higher level of competence compared to CABs with a fixed scope.
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Only the latest publications of the documents cited without a date shall be applicable. The following documents are referred to in the present document. The following documents are referred to in the present document: 
GOST ISO/IEC 17011 - Conformity Assessment. General Requirements for Accreditation Bodies Accrediting Conformity Assessment Bodies 
GOST ISO/IEC 17025 General requirements for the competence of testing and calibration laboratories
AST ISO 15189 Medical laboratories — Requirements for quality and competence
Annex 1, N 1612-N	"On approval of the forms of accreditation certificate, voluntary certification certificates of conformity in non-regulated and regulated areas” 
Annex, N 915-N "Accreditation criteria, provision for accreditation, assessments of conformity assessment bodies and deadlines"
PR-7 Accreditation procedure and general requirements
Annex PR-7/ATL-01 Accreditation of Testing Laboratories
Annex PR-7/AML-01 Accreditation of Medical Laboratories
PR-7.10-7.11 Procedure for extending or reducing accreditation
EA-2/15 M EA Requirements for the Accreditation of Flexible Scopes
EA-4/17M Description of scopes of accreditation for medical laboratories
ILAC G18 Guideline for describing Scopes of Accreditation
	
[bookmark: _Toc96303804][bookmark: _Toc150420590]3. Terms and Definitions

The following terms and definitions, including those stipulated by GOST ISO/IEC 17011, are used in the present procedure:
Scope of Accreditation: Clear description of the specific conformity assessment activities for which accreditation is sought or has already been granted.
Fixed Scope of Accreditation: A precise description of the specific conformity assessment activities for which the conformity assessment body is accredited.
Flexible Scope of Accreditation: A scope of accreditation that permits conformity assessment bodies to make modifications to methods and other parameters that fall within the competence of the conformity assessment body as approved by the accreditation body.
Standard Methods: Methods developed by a standardization body or a recognized professional organization within the relevant field and adopted by the appropriate authorized body (e.g., ISO, IEC, EN, GOST, ASTM, AOAC, EPA, FDA, etc.).
Non-standard Methods or In-house Methods: Methods developed by the laboratory or a third party, or validated through the modification (adaptation) of standard methods.
Verification: Provision of objective evidence that a given item fulfills specified requirements.
Example 1: Confirmation that a reference material is homogeneous for the specified mass value of 10 mg under the given measurement procedure and value of the quantity.
Example 2: Confirmation that a measuring instrument fulfills its technical specifications or regulatory requirements.
Example 3: Confirmation that a target measurement uncertainty can be achieved.
Example 4: A medical laboratory, using a commercial kit, proves that the measuring instrument characteristics specified by the manufacturer are met under its own laboratory conditions.
Validation: Confirmation that the specified conditions are adequate for an intended use.
Example 1: A measurement procedure for the mass concentration of nitrogen in water may be validated for performing measurements in blood serum.
Example 2: If a laboratory has assembled a measuring instrument itself or introduced modifications to a purchased commercial kit measuring instrument, it must validate all technical characteristics in accordance with the accepted target measurements.
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[bookmark: _Toc441155211][bookmark: _Toc507771663][bookmark: _Toc151735590]4.1 A flexible scope of accreditation may be granted in only one or several of the following categories:
4.1.1 Flexibility regarding materials/products/objects to be tested
Flexibility in this area allows for modifications to the product or material being tested within the product group for which the laboratory is currently accredited, applying the same testing technique.
Example 1: Veterinary Examinations 
The laboratory is accredited for the determination of the brucellosis pathogen in bovine blood using the PCR (Polymerase Chain Reaction) method. Within the framework of the flexible scope, the laboratory can apply the same method to detect the same pathogen in sheep blood or milk by performing internal verification.
Example 2: Phytosanitary and Plant Protection Products 
The laboratory is accredited for the detection of viruses in potato tubers using the ELISA (Enzyme-Linked Immunosorbent Assay) method. Flexibility allows the same method to be applied for the detection of similar viruses in tomato leaves.
Example 3: Drug Testing 
The laboratory is accredited for the quantitative determination of an analgesic substance in tablets using High-Performance Liquid Chromatography (HPLC). Thanks to the flexible scope, the laboratory can apply the same method (the same column and mobile phase) to examine capsules or syrups containing the same active substance.
Example 4: Medical Laboratories
· Biochemistry: The laboratory is accredited for determining glucose levels in blood serum using an automated analyzer. Flexibility allows for the determination of glucose in urine or cerebrospinal fluid using the same equipment and method.
· Genetics: The laboratory is accredited for the detection of specific gene mutations using the sequencing method, with blood as the sample matrix. Flexibility allows the same technique to be applied to saliva or buccal swab samples.
4.1.2 Flexibility regarding testing indicators (parameters)
Flexibility regarding testing indicators (parameters) means that the laboratory is authorized to add new substances or analytes to an already accredited matrix using the same testing methodology.
Example 1: Veterinary Examinations
· The laboratory is accredited for the detection of Salmonella in milk. Flexibility allows the laboratory to add the detection of Listeria monocytogenes to its scope of accreditation (SoA) using the same methodology and culture media.
· The laboratory is accredited for the determination of Aflatoxin B1 in animal feed (using the ELISA method). Thanks to flexibility, it can add the determination of zearalenone or ochratoxin in the same type of feed.
Example 2: Phytosanitary and Plant Protection Products
· The laboratory is accredited for the detection of a specific virus (e.g., ToMV) in tomatoes using the PCR method. Flexibility allows for the addition of Tomato Brown Rugose Fruit Virus (ToBRFV) detection, using the same PCR equipment and general procedure.
· The laboratory is accredited for the determination of the active substance "captan" in a pesticide. Flexibility allows for the addition of the determination of "folpet" or any other similar fungicide under the same operating principle.
Example 3: Drug Testing
· The laboratory is accredited for the determination of the amount of the main active substance in a tablet using the HPLC method. Thanks to flexibility, it can add the determination of degradation products or impurities of the given drug substance, provided that the same chromatographic system is used.
· The laboratory is accredited for the determination of lead (Pb) in a medicine. Flexibility allows for the addition of the determination of cadmium (Cd) or mercury (Hg) in the same sample.
Example 4: Medical Laboratories
· Immunology/Serology: The laboratory is accredited for the determination of HBsAg (Hepatitis B) in blood using the immunochemiluminescent method. Flexibility allows for the addition of the determination of HCV (Hepatitis C) or HIV antibodies within the same system.
· Biochemistry: The laboratory is accredited for the determination of ALT and AST enzymes in blood. Within the framework of flexibility, it can include the determination of GGT or Alkaline Phosphatase in its SoA, as these are performed using the same biochemical analyzer and a similar kinetic method.
4.1.3 Flexibility regarding testing/examination methods
Flexibility allows for the addition of technically equivalent standard methods to the standards already included within the existing scope of accreditation—such as the adoption of updated/new editions or validated and verified methods.
If a new method is based on a fundamentally different physicochemical testing principle (for example, replacing titration with chromatography), this is no longer considered the addition of an equivalent method, but rather the introduction of a new testing technique, which requires submitting an application for the extension of the scope of accreditation to ARMNAB.
The validation and verification of modifications to methods are described in Clause 4.3.
Example 1: Veterinary Examinations 
This field frequently involves the transition from legacy GOST standards to international ISO standards or to new editions of standards without changes to the technical requirements.
· Standard updating: The laboratory is accredited for the detection of Salmonella in milk according to ISO 6579:2002. Flexibility allows it to transition to the updated ISO 6579-1:2017 version, provided that the laboratory proves it has verified the modifications in the new version.
· Technically equivalent method: The laboratory is accredited for the determination of brucellosis in animal blood according to national methodological guidelines. Flexibility allows for the application of an equivalent method defined by the WOAH (World Organisation for Animal Health, formerly OIE) guidelines.
Example 2: Phytosanitary and Plant Protection Products 
Standards in this sector are frequently updated by the European and Mediterranean Plant Protection Organization (EPPO).
· Phytosanitary: The laboratory is accredited for the detection of potato ring rot according to the EPPO PM 7/21 (2) standard. Flexibility allows for the application of the newly published EPPO PM 7/21 (3) version, which may feature more up-to-date PCR primers.
· Plant protection products: The laboratory is accredited for the determination of pesticide concentration according to the CIPAC method. Flexibility allows for the addition of a technically equivalent ISO or AOAC standard method based on the same chromatographic principle.
Example 3: Drug Testing Laboratories 
In the pharmaceutical sector, this primarily concerns equivalence between different Pharmacopoeias.
· Pharmacopeial equivalence: The laboratory is accredited for drug dissolution testing according to the European Pharmacopoeia (Ph. Eur.). Flexibility allows for the application of a technically equivalent United States Pharmacopeia (USP) method, provided that the laboratory demonstrates that differences between them (e.g., rotation speed or temperature) are controlled.
· New edition: Transitioning from USP 43 to USP 44, or from Ph. Eur. 10.0 to 11.0.
Example 4: Medical Laboratories
In the medical field, this applies to both international guidelines and updated versions of commercial test kits.
· The laboratory is accredited for the determination of glycated hemoglobin using the manufacturer's "Version 1" kit. The manufacturer releases "Version 2" (for example, with a shorter incubation time). Flexibility allows the laboratory to use the new version as accredited after performing verification.

· The laboratory is accredited for the determination of microbial antimicrobial susceptibility according to the CLSI (USA) standard. Flexibility allows for the addition of the technically equivalent European EUCAST standard or their updated annual tables.
4.2 When applying the flexibility specified in Clause 4.1.3, the laboratory shall perform the following:
1. Comparative Analysis: Prepare a table identifying the differences between the old and the new (or equivalent) methods.
2. Verification: Perform testing to prove that the new method yields equally reliable results under the laboratory's specific conditions.
3. Registration in the "List of Flexible Scope Activities": Prior to providing an accredited result to a customer, the method must be registered in the "List of Flexible Scope Activities" and approved by the head of the laboratory.
4.3 Validation and Verification of Method Modifications
The laboratory shall establish a procedure to determine whether it is necessary to conduct a validation or verification process for any modification within the flexible scope, taking into account the mandatory requirements applicable to the testing. In both cases, the requirements specified in the annexes to this document (Annexes A, B, and C) shall apply.
The development or modification of testing methods by the laboratory requires deep technical knowledge of the testing methods and the techniques used. This competence can be acquired, for example, through appropriate training, participation in research and development projects, involvement in test method development initiatives, or by gaining comprehensive experience in the specific field of testing. This also includes experience accumulated through participation in scientific or standardization committees, as well as the provision of expert opinions. Internal quality assurance procedures and practices (including validation) must be fully mastered.
Higher education in engineering, science, medicine, or an equivalent qualification is a mandatory requirement for the laboratory's technical personnel. Relevant knowledge is specifically expected for validation competence. Several years of professional experience in the field of testing or comparable scientific experience is required.
The organization's rules and responsibilities for the development, implementation, and validation of testing methods shall be documented. Modifications, updates, or development activities concerning testing methods—including all fundamental findings arising from validation and verification, as well as other relevant data—shall be fully recorded and authorized for final use within the testing or medical laboratory.
The responsible personnel shall regularly evaluate the modified, revised, or newly developed methods using appropriate quality assurance measures. Procedures and responsibilities associated with the development or revision of testing methods within the scope of accreditation shall be reviewed at regular intervals by the responsible management. The results of internal and external quality control measures shall be taken into account. Records regarding these evaluation activities shall be made available to ARMNAB.
The laboratory shall maintain an up-to-date list of all testing methods included in the flexible scope of accreditation (including modified, revised, or newly developed methods).
4.4 A flexible scope of accreditation is not applicable to any change in the location (facility/site) where conformity assessment activities are performed. If any of the laboratory's activity sites have changed and are not specified in the scope of accreditation, an application for the extension of the scope of accreditation must be submitted.
5. APPLICATION SUBMISSION AND DOCUMENT REVIEW PROCESS FOR A FLEXIBLE SCOPE OF ACCREDITATION

5.1 Laboratories specified in Clause 1.5 of this procedure that meet the requirements of Clause 6.1 and satisfy all the accreditation criteria listed below may apply for a flexible scope of accreditation.
The laboratory shall submit the following documents to ARMNAB:
· The Flexible Scope of Accreditation
· Information on participation in Proficiency Testing (PT) and/or Interlaboratory Comparisons (ILC): The laboratory shall submit the results of internal and external quality control, including the results of proficiency testing (PT) and/or interlaboratory comparisons (ILC) for the testing fields where the flexible scope is requested.
· The procedure for method validation and verification, along with information on experience and competence in method development and validation: The laboratory shall submit its validation and verification procedure and a summary description of its experience in the field for which the application is submitted. This description shall contain a list of validated/verified products, materials, matrices, and tests in accordance with Annex B, "List of Flexible Scope Activities."
· Testing procedures and Standard Operating Procedures (SOPs).
· Justification of experience: The laboratory shall submit the number of samples analyzed per year and the period of operation to justify its experience with the flexible scope in the requested fields of testing.
· Justification of the need for a flexible scope: The laboratory shall prepare a document justifying the necessity of the flexible scope.
5.2 ARMNAB shall review the submitted documents, evaluate the conformity of the flexible scope to be accredited with the requirements of this procedure, determine whether the laboratory possesses sufficient experience to manage a flexible scope of accreditation, and inform the laboratory of the results of the application and accompanying document review.
5.3 During the application review, ARMNAB shall analyze the following risk factors:
· Experience and stability of the CAB: How long has the CAB been accredited in the specific field, and how stable is its technical personnel?
· Complexity of activities: Does the modification of methods or the implementation of new versions require specific technical skills or new equipment?
· Design and development process: Does the CAB have a proven and reliable internal procedure for method validation and verification?
· Results of previous assessments: Have systemic nonconformities been identified in the past that would call into question the CAB's ability to manage a flexible scope?
5.4 The processes for document review, on-site assessment, and decision-making are defined by Decree N 915-N of the Minister of Economy dated 02.04.2024, and documents PR-7, Annex PR-7/ATL-01, and Annex PR-7/AML-01, taking into account the requirements of the EA-2/15 M document.
5.5 Based on the results of the assessment, the accreditation lead assessor (assessor), technical assessor, or expert shall compile a report (Annex ATL-03-R), which describes and cites the evidence used to verify the CAB's competence to perform and manage activities within a flexible scope.
6. ACCREDITATION REQUIREMENTS FOR A FLEXIBLE SCOPE
6.1 To be accredited for (or to extend their scope to) a flexible scope, the accredited laboratories specified in Clause 1.5 shall meet the following requirements:
a) Following initial accreditation, they shall have at least 2 years of experience in the requested flexible scope, performing tests that are adequately represented within the scope of accreditation. The laboratory shall possess sufficient experience in the validation of testing methods.
b) The laboratory shall be capable of obtaining acceptable testing results during internal and external quality assurance controls (e.g., PT), as well as during assessments conducted by ARMNAB.
c) The laboratory shall possess the necessary testing equipment required to operate within the requested flexible scopes.
d) The laboratory management shall appoint technically competent personnel for key responsibilities, including method development, review, validation, and the obligation to implement new and revised methods. The personnel shall have at least 2 years of experience in the field of the flexible scope. ARMNAB shall be notified of all changes concerning key personnel (Head of Laboratory, Quality Manager, personnel authorized for the flexible scope). In cases where a change of personnel impairs the technical competence of the laboratory, the relevant flexible scope of the laboratory may be suspended and/or terminated.
e) The laboratory shall define acceptance criteria for validation/verification results, confirm that the method is fit for the intended purpose, and document how it will inform the customer regarding the validation/verification results.
f) The laboratory may define different fields of testing and determine different levels of validation. In certain cases, validation may be more comprehensive in order to determine all characteristics of a method, whereas varying degrees of partial validation may be required when a new product is added to a previously validated product group.
g) Validation plans shall be developed for all modifications made to methods applied within the framework of the flexible scope. Validation results shall be documented in the form of a report. The report shall be approved by the personnel responsible for the validation.
h) The laboratory shall record all modifications carried out within the framework of the flexible scope. These records shall also include unapproved studies and shall be sufficiently comprehensive and detailed to allow for the evaluation of processes and decisions during internal and external audits. These records shall demonstrate that the laboratory has effectively implemented all necessary actions prior to issuing test reports.
i) Procedures and plans for testing method development, the creation of new methods, or method revision activities, along with their associated responsibilities and risks, shall be included in the internal audit.
j) Management review shall include the effectiveness and adequacy of the system established for the control of the flexible scope.
k) There shall be at least one person responsible for all validation/verification studies. The responsible person or persons shall provide evidence of experience in method development within the specific field and possess competence in the following theoretical and practical matters:


1) Ability to control the fitness for purpose of the method, including the aspect of satisfying customer needs:
· Control of the method's fitness for purpose: The laboratory's responsible person must be able to evaluate whether the selected testing method is scientifically and technically appropriate for the given problem.
· Satisfying applicant/customer needs: The method must not only be technically correct but must also provide results (accuracy, sensitivity, limit of detection) necessary for the applicant to make decisions (for example, regarding a certificate or declaration of conformity).
2) Preparation of a specific validation/verification plan: The plan shall, at a minimum, include the objective and scope, method description, resource evaluation, acceptance criteria, and report preparation.
3) Determination of method performance characteristics/parameters and calculation of the measurement uncertainty budget.
6.2 A test report shall be issued by the laboratory only when the current version of the scope of accreditation is published on the ARMNAB website, and the current version of the "List of Flexible Scope Activities" document is published on the laboratory's website.
6.3 The process for the extension of accreditation is carried out in accordance with Decree N 915-N of the Minister of Economy dated 02.04.2024, and procedures PR-7 and PR-7.10-7.11, taking into account the requirements of the EA-2/15 M document.
6.4 The process for the extension of accreditation may be combined with the periodic assessment of the laboratory. In this case, the application for the extension of accreditation shall be submitted at least 4 months prior to the scheduled assessment.
6.5 Along with the application for accreditation/re-accreditation/extension, the laboratory shall submit a documented procedure, the minimum requirements of which are defined in Annex A of this procedure.
6.6 The laboratory shall also submit its documented validation and verification process for which the flexible scope is required. The requirements for this process are defined in Clause 4.3 of this procedure.
6.7 Records related to Annex A shall be described in detail to enable assessors and experts to evaluate the implemented process and the decisions made. These records shall prove that all steps required by the laboratory were fully executed prior to issuing the test report.
6.8 The "List of Flexible Scope Activities" document shall be developed by the laboratory for a specific period (e.g., 2026) and shall be continuously controlled and updated. The minimum requirements for this document are presented in Annex B.
6.9 Based on positive assessment results, the scope of accreditation is updated in accordance with Annex 1 of Decree N 1612-N of the Minister of Economy dated 21.06.2024, where the component(s) of the laboratory's flexible scope—product/object, parameter, document defining the test method (for testing laboratories), or material/system/matrix, characteristic, document defining the examination method (for medical laboratories)—are clearly stated, including the following note on the scope of accreditation: "The List of Flexible Scope Activities is published on the official website of the laboratory: www.......am."
6.10 As a result of continuous assessments, once ARMNAB is satisfied that the flexible scope system within the laboratory effectively manages modifications, the components presented in the list of flexible scope activities may be incorporated into the laboratory's defined (fixed) scope of accreditation (under the "NON-REGULATED SCOPE").

7. PUBLICATION OF THE FLEXIBLE SCOPE OF ACCREDITATION

7.1 A flexible scope of accreditation may be granted by ARMNAB either independently or together with a fixed scope. The scope of accreditation shall indicate the official website of the laboratory where the "List of Flexible Scope Activities" document is published. The flexible scope of accreditation shall be published on the official website of ARMNAB.
7.2 The laboratory shall publish and continuously update the "List of Flexible Scope Activities" on its official website. In cases where the "List of Flexible Scope Activities" contains information that must not be accessible to the public due to confidentiality principles and taking into account the requirements of international structures and organizations, it is permissible to restrict certain fields of the "List of Flexible Scope Activities" document.

8. MAINTENANCE OF THE FLEXIBLE SCOPE OF ACCREDITATION

8.1 The implementation and effectiveness of the management system regarding the flexible scope of accreditation are evaluated during periodic assessments. The laboratory shall provide evidence concerning its technical competence and the established management system.
8.2 Prior to making modifications within the flexible scope and up to 10 days before the periodic assessment, the laboratory shall send the following documents to the ARMNAB e-mail address:
· The "List of Flexible Scope Activities",
· Validation records of modifications to tests or methods within the flexible scope performed since the previous on-site assessment.
8.3 During the on-site assessment, the validation records of the tests added to the list and their implementation are evaluated in accordance with the management system procedures. If ARMNAB considers them to have been properly executed, these fields shall be incorporated into the laboratory's approved scope.
If during the assessment it is determined that the laboratory is unable to maintain the modifications within the flexible scope, or that the requirements defined by this procedure are not properly implemented or maintained, the assessment team shall record this finding and submit it to the Accreditation Committee to make a decision regarding the partial or full suspension, withdrawal (termination), or reduction of the flexible scope of accreditation
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Annex A

[bookmark: _Toc441155221][bookmark: _Toc507771671][bookmark: _Toc151735597]MINIMUM REQUIREMENTS FOR THE DOCUMENTED PROCEDURE OF THE LABORATORY REGARDING THE FLEXIBLE SCOPE

The information provided below outlines the general aspects of Conformity Assessment Body (CAB) standards that must be taken into account when implementing a management system for a flexible scope of accreditation.
Subcontracting of activities within the flexible scope is not permitted.

Impartiality
A.1 The emphasis of this requirement is for the CAB to demonstrate that it maintains impartiality and avoids conflicts of interest through management controls. CABs shall identify and evaluate risks to their impartiality that may arise from any activity included within the boundaries of their flexible scope.
Resource Requirements – Personnel
A.2 These requirements aim to ensure that all personnel act impartially, are trained, competent, and authorized. Specifically, for the defined flexible scope, personnel shall be authorized to assume responsibility for relevant associated tasks. Depending on the level of responsibility, knowledge and understanding of the applied technologies/practices/activities, as well as the general and specific requirements expressed in the standards, etc., shall be taken into account. Records of appropriate authorizations and competence shall be maintained.
A.3 CABs shall establish procedures to ensure that key personnel authorized to make decisions on the adoption of modified/new activities maintain up-to-date knowledge and technical understanding of the relevant procedures and technologies/practices/activities.
Resource Requirements – Facilities and Environmental Conditions (if applicable)
A.4 The CAB shall ensure that it is capable of maintaining appropriate environmental conditions to guarantee the correct performance of all activities to be included within the boundaries of its flexible scope.
Resource Requirements – Equipment (if applicable)
A.5 Where the CAB has the capability to introduce new and/or modified activities within its scope of accreditation, it shall be provided with all necessary sampling, measurement, testing, and inspection equipment. This equipment shall be capable of achieving the required accuracy and shall comply with the technical specifications defined within the parameters of the flexible scope.
Resource Requirements – Metrological Traceability (if applicable)
A.6 This clause applies to the calibration of all equipment and reference standards that can have a significant effect on the accuracy or validity of the results. Equipment shall be calibrated across the entire range in which it is to be applied. This may require calibration across the full range specified within the flexible scope, or additional calibration if a new or modified method requires measurements outside the current calibrated range.
Process Requirements – Review of Requests, Tenders, and Contracts
A.7 This requirement applies to the activities collectively referred to below as "contract review." A robust contract review process is a fundamental element in demonstrating the CAB's ability to manage a flexible scope of accreditation.
A.8 The contract review process shall confirm that the customer's requirements are understood and that the CAB has determined the most appropriate activity to meet those requirements. The review shall also determine whether the relevant activity can be introduced within the boundaries of the flexible scope, and whether the CAB possesses the necessary technical resources to perform it within the timeframes specified by the customer. The customer shall be informed that the given activity falls within the boundaries of the flexible scope, as well as about the process required to incorporate it into the scope of accreditation, particularly if the activity has not been performed previously.
Process Requirements – Selection, Validation, and Verification of Methods
A.9 The emphasis of this requirement is for the CAB to demonstrate that it utilizes appropriate and valid procedures for all activities within its accredited scope. CABs operating with flexible scopes of accreditation shall prove that all activities performed within the accredited scope fall within the predetermined boundaries of the flexible scope.
A.10 The main technical directions for operating under a flexible scope of accreditation include:
· Any utilized activity shall meet the customer's needs, and these needs shall be clearly understood prior to the selection of the activity.
· Activities developed by the CAB may be implemented only if they are fit for the intended use and have been validated/verified. The methods and parameters of these activities must fall within the boundaries of the flexible scope to avoid the necessity of submitting an application for a scope extension.
· The development of new activities shall be a planned activity conducted by qualified personnel—i.e., competent staff members authorized by management.
· The CAB shall demonstrate its ability to apply the method of activities prior to incorporating them into the accredited scope, and this demonstration shall be repeated if modifications are made to any component of the flexible scope in accordance with Clause 4.1 of this procedure.
Process Requirements – Method Validation (if applicable)
A.11 Appropriate method validation and verification procedures are among the core management controls for maintaining a flexible scope of accreditation. The CAB shall assume full responsibility for ensuring that all activities performed under accreditation have been validated to the extent necessary to confirm that the methods are fit for their intended purpose.
A.12 If the CAB operates under a flexible scope that permits method modification for use outside its intended scope, additional validation is required to demonstrate that the modified activity is fit for its specific use.
Process Requirements – Handling of Test or Calibration Items/Samples (if applicable)
A.13 Where the CAB's flexible scope of accreditation allows for the inclusion of various types of products/objects/samples, the CAB shall have procedures available to protect the integrity of these items.
Process Requirements – Evaluation of Measurement Uncertainty (if applicable)
A.14 The CAB's procedures regarding the evaluation of measurement uncertainty shall be applied to all new and/or modified activities. The evaluated uncertainty budgets shall be taken into account prior to authorizing use, in order to determine whether the method is fit for its intended purpose.
Process Requirements – Ensuring the Quality of Results
A.15 The CAB's policies and procedures regarding the development, analysis, verification (if applicable), and authorization of new and/or modified activities shall incorporate appropriate measures to ensure the quality of results.
Process Requirements – Reporting of Results
A.16 Although there are no additional requirements regarding reports/certificates resulting from an activity introduced through a flexible scope, the report/certificate shall identify the specific activity applied and include deviations, additions, or exclusions when necessary for the interpretation of the results. It shall also be clear that the activity was performed within the boundaries of the CAB's flexible scope of accreditation.
Management System Requirements – Management System Documentation
A.17 The CAB's policies and procedures regarding the implementation of new and/or modified activities shall be documented within the management system.
Management System Requirements – Control of Records
A.18 This requirement concerns the recording of evidence for activities and systems. Records relating to the development and authorization of a new and/or modified activity are critical in the management of a flexible scope, as they provide the information necessary to justify the inclusion of these activities as accredited.
A.19 The CAB shall maintain comprehensive records of the development/revision and authorization of new or modified activities, detailing the grounds upon which the scope additions were evaluated and justified, including the details of the personnel involved. The records shall be sufficiently comprehensive to allow an audit to determine the appropriateness of the process followed and the decision made.
Management System Requirements – Control of Nonconforming Work
A.20 This clause applies when there is a doubt regarding the validation of new or modified components implemented under the flexible scope, or when negative validation results are obtained. The impact on all work performed under the flexible scope shall be evaluated and considered.
Management System Requirements – Internal Audits
A.21 Activities established to manage the flexible scope of accreditation shall be included in the CAB's internal audit plan. Additionally, the process of implementing new activities (including development, analysis, verification, and authorization) shall be included in the audit program, as well as the new and modified activities that become routine practice within the CAB.
Management System Requirements – Management Review
A.22 The adequacy and effectiveness of the management system controlling the flexible scope—including the evaluation of the grounds upon which modified and/or new activities were approved, as well as the competence requirements for authorized personnel responsible for key tasks—shall form a part of the CAB's management review.
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"List of Flexible Scope Activities: 20___"
	Laboratory Name
	

	Accreditation Certificate Registration Number and Validity Period
	

	Address of Activities (including all branches and locations)
	

	Telephone Number and Official Website
	



	Added Product / Object / Material / System / Matrix
	Added Parameter / Performance Characteristic
	Designation and Title of the Added Test / Examination Method
	Description and Date of the Modification

	
	
	
	Specify details of the modification: 
Examples:

	
	
	
	Change in measurement range, [Date]

	
	
	
	Change in product / object / matrix, [Date]

	
	
	
	Change in parameters (indicators) / test kits, [Date]

	
	
	
	Change in edition/version of the test / examination method, [Date]

	
	
	
	Other (please specify)

	In accordance with approved and documented procedures, and by applying the same measurement technique, the laboratory may implement the following parameters of the flexible scope specified within its scope of accreditation. The list of flexible scope modifications is published on the official website of the laboratory: www. ...... am :
¹ The laboratory may add new materials/products within its scope.
² The laboratory may add new testing parameters within its scope.
³ The laboratory may make modifications to the testing method.
⁴ The laboratory may add equivalent testing methods within its scope.
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